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1 P-R-O-C-E-E-D-I-N-G-S

2 10:00 a.m.

3 CHAIRMAN ZECH: Good morning, ladies and

4 gentlemen.

5 The purpose of today's briefing is for the

6 NRC staff to brief the Commission on the draft final

7 rule on Fitness-for-Duty, which could be applicable to

8 nuclear power reactor licensees.

9 The staff briefed the Commission on the

10 draft proposed rule on Fitness-for-Duty on June 24,

11 1988. Following the briefing, the Commission approved

12 with modifications publication of the proposed rule in

13 the Federal Register for public comment and, because

14 of the importance of the rule, requested that the

15 staff provide a proposed final rule to the Commission

16 no later than 10 weeks after the close of the comment

17 period. And I would like to commend the staff for

18 meeting that challenge.

19 Today's meeting is an information briefing.

20 There will be no vote taken today. The staff has

21 provided the Commission with the draft final

22 rulemaking on Fitness-for-Duty programs in SECY-89-030

23 and requests that Commission comments by February the

24 17th, 1989.

25 The Commission believes that the nuclear
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1 power reactor licensees should ensure that nuclear

2 power plant personnel are reliable, trustworthy,

3 mentally and physical fit to perform their duties

4 safely and competently. Nuclear power plant personnel

5 should not be under the influence of any substance,

6 legal or illegal, which adversely effects their

7 ability to perform their safety related duties. This

8 was the intent of the NRC Fitness-for-Duty policy

9 statement which resulted in improvements in this area.

10 And it is the intent of the draft final rule before

11 the Commission, which we expect will bring additional

12 safety benefits.

13 The Institute of Nuclear Power Operations,

14 INPO, reported to the Commission in December 1987 that

15 all utilities had a fitness-for-duty program in place.

16 The Commission recognizes and commends the efforts by

17 licensees in implementing fitness-for-duty programs

18 and in ensuring that nuclear power plant operations

19 are free of the effects of alcohol and drugs.

20 Much has been accomplished and a lot has

21 been learned from the programs that are now in place

22 at the operating nuclear power plants. In fact, it is

23 based on the evaluation of this experience that the

24 Commission has decided rulemaking is appropriate at

25 this time.
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1 The rule is able to take into account the

2 many positive aspects of existing training programs

3 and the experiences gained from their implementation,

4 as well as the standards established for the federal

5 government's drug testing program in which NRC is a

6 participant. Although many licensees have excellent

7 fitness-for-duty programs, the Commission is concerned

8 that there are significant differences among licensees

9 in some key program elements. A federal rule could

10 provide uniformity at the desired level by providing

11 minimum program standards.

12 For example, not all licensees have been

13 conducting random testing; some because of union

14 intervention or prohibition by state laws. While the

15 NRC has always had the authority to deal with any

16 significant fitness-for-duty programs which could

17 adversely effect the operational safety of the plant,

18 the proposed fitness-for-duty rule will establish

19 minimum standards to promote public health and safety,

20 including a uniform requirement for random drug

21 testing.

22 I am in favor of a drug-free workplace

23 everywhere. In this regard I would like to note that

24 the Nuclear Regulatory Commission took a leadership

25 role in developing a drug testing plan for its own
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employees. NRC's drug testing program is in place and

being implemented today except for random drug testing

for bargaining unit employees in key positions, which

will be implemented as soon as matters related to the

implementation of the program are negotiated with the

National Treasury Employees Union.

I understand that the slides for today's

briefing are a little late today and they're still

coming. And I presume they'll be passed out as soon

as they are available.

Do any of my fellow Commissioners have any

opening comments before we begin? If not, Mr. Stello,

you may proceed.

MR. STELLO: Thank you, Mr. Chairman.

I have here with me at the table Frank

Miraglia, Brian Grimes and Loren Bush from NRR. And

Brian Grimes will be doing the briefing and I'll ask

him to introduce some of the key players from our

contractor who have helped with this.

There's two particular points that I think

are important to make to the Commission that I want to

make at the outset. One is to assure that there is

within the National Institute of Drug Abuse a set of

standards of which drugs ought to be tested at what

levels. As you will note from the comments, we had
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considerable comment in terms of whether the levels

ought to be lowered or changed in one shape or

another, as well as two drugs which I've identified in

the paper that are not now on the list that ought to

be added on the list.

My preference and what I recommend to the

Commission is that we ought to let the National

Institute of Drug Abuse set those standards and those

levels and we ought to get the comments to them and

have them work out what ought to be done, not just for

the testing program for the nuclear industry, our own

as well, but throughout the federal government as well

as throughout the rest of the industry.

There are a variety of places within the

federal government where drug programs are being put

into place and I think we ought to have at least a

consistent and uniform table of what drugs ought to be

tested and what the appropriate levels ought to be set

for indicating a drug problem.

I believe we ought to, and we will, get all

of the comments related to this matter over to the

National Institute of Drug Abuse for their

consideration and, hopefully, further revision at some

time in the future.

The second point that I would emphasize is

NEAL R. GROSS
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1 that as the -Commission is aware, we have added the

2 issue of how to deal with alcohol, which is not an

3 easy issue. I think we are on the cutting edge on

4 that issue as well. And that's one that is not an

5 easy issue to resolve. I think we have proposed a way

6 to deal with that issue that will assure that problems

7 related to alcohol are identified and properly dealt

8 with and we've, I think, have a sensible program for

9 that purpose.

10 But those two points are particular points

11 that I think I would urge the Commission give careful

12 consideration as to how we ought to go forward.

13 With that brief introduction of what I think

14 the two key issues are, I'll ask Brian Grimes to

15 introduce some people from the contractor's and then

16 we'll get on with the briefing.

17 Brian?

18 CHAIRMAN ZECH: Thank you very much. You

19 may proceed.

20 MR. GRIMES: In addition to Mr. Bush, who

21 has been the principal staff on this effort, we have

22 with us today two people from Battelle Human Affairs

23 Research Center who have played key roles in the

24 contractor's support for this. And I'd like to

25 introduce and recognize Doctor Valerie Barnes and
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1 Doctor John Olson. Stand.

2 CHAIRMAN ZECH: Thank you very much for

3 being with us today as well as for your assistance on

4 the program.

5 MR. GRIMES: If I could have slide 2. This

6 is the first one behind the cover page and I'll

7 proceed with the briefing.

8 (Slide)

9 MR. GRIMES: That first note that has a

10 little bit of history that a general rule requiring

11 fitness-for-duty programs was first proposed in 1982.

12 In 1984 the Commission deferred to industry efforts,

13 and in 1986 issued a policy statement establishing a

14 trial period for evaluation of these efforts. At the

15 end of this period, in December of 1987, as you

16 mentioned, Mr. Chairman, the Commission decided that

17 rulemaking was appropriate and after extensive staff

18 work and detailed Commission consideration, a proposed

19 rule was published on September 22, 1988.

20 We have, since that time, held a public

21 workshop on October 17, 1989 during the comment

22 period. The comment period ended --

23 CHAIRMAN ZECH: October 17, 1988.

24 MR. GRIMES: I'm sorry. 1988. The comment

25 period ended November 21, 1988. We received a large
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number of public comments; there were 378 comment

letters, over 3,000 individual comments when we count

those from the public workshop. And when we've

compiled those to combine common comments, we ended up

with over 800 individual subjects to be addressed. So

there was a high degree of interest here and we've

tried to take all of those comments into consideration

and have made many changes to the rule in response to

those comments.

(Slide)

MR. GRIMES: Number 3. This and the next

slide indicate the principal issues which are also

listed in the same order in the Commission paper. And

they include alternatives to random chemical tests,

random testing rates, alternatives to HHS procedural

guidelines, whether or not split samples should be

required, the inclusion of alcohol. And then on to

number 4.

(Slide)

MR. GRIMES: Cut-off levels for drugs, drugs

to be tested, whether or not we should require a

record keeping form, whether the scope should be

expanded to construction or other areas, date for

implementation and how we are going to implement the

rule. And lastly, the enforcement policies associated
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COURT REPORTERS AND TRANSCRIBERS

1323 RHODE ISLAND AVENUE, N.W.

) 234-4433 WASHINGTON, D.C. 20005 (202) 232-66(202 O00



12

1 with this. And I'd like to now go through each of

2 those subjects as they are gone through in the

3 Commission paper and respond to any questions in those

4 areas.

5 (Slide)

6 MR. GRIMES: Number 5, Alternatives To

7 Random Tests. We believe the alterative effects of

8 random testing based on a reasonable likelihood of

9 detection is well established and one of the key

10 points of the rule is to enable utilities to conduct

11 random testing. It's one of the chief reasons for

12 issuance of the rule.

13 We -- the staff believes that other

14 techniques do not adequately address all the issues

15 that we need to address, which include past -- the

16 potential for past, present or future impairment,

17 introduction of drugs into the workplace and whether

18 an individual will follow rigorous procedural rules

19 that are required in the nuclear industry, the

20 reliability and trustworthiness aspects of this.

21 We therefore recommend continuing as the

22 proposed rule did with random testing requirement.

23 (Slide)

24 MR. GRIMES: Slide 6, the Random Testing

25 Rates. We've presented five options to the Commission
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1 and recommended option 5. Based on our review of the

2 information, it appears to the staff that the high

3 rate, which is between 200 and 300 percent per year we

4 believe for the military and the Navy specifically, is

5 not necessarily required for licensees. We think

6 there's a substantially different type of population

7 and the utilities with random testing in progress have

8 shown significantly lower positive rates than the

9 military experience, which we believe illustrates that

10 there is a somewhat different problem involved in

11 terms of population. But we have retained for

12 Commission's consideration the five options.

13 The first two are those that were listed in

14 the proposed rule, a performance objective of ensuring

15 90 percent per year were tested with a lower testing

16 rate for those tested to try to minimize the number of

17 second and third tests of individuals.

18 Option 2 was a straight 300 percent rate.

19 Option 3, which we looked at during the

20 comment period, was something which would be

21 equivalent to about a 200 percent rate where an

22 individual would be tested on a particular day and

23 then immediately a randomly selected day during the

24 next year would be picked for that individual. That

25 would assure that the time of testing was random, but

NEAL R. GROSS
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1 that every individual will be tested at least once

2 during the year. This is somewhat more complex in

3 terms of record keeping and security, and the staff

4 does not recommend this option.

5 Option 4 is an option that some utilities

6 have in place now, at least one utility, the Clinton

7 plant I believe, where they test on an unannounced

8 basis each worker every year and not necessarily

9 random. They make sure that everybody gets tested at

10 some time that the worker does not know about during

11 the year. And then in addition, they have a random

12 rate above that, which I believe in the Clinton case

13 is something like 20 percent. The option presented

14 here would be to test in that way and use a 50 percent

15 rate.

16 Option 5, which is the one the Commission--

17 or the staff recommends to the Commission is a flat

18 rate of about 100 percent per year. We believe that

19 the one utility that is using that has seen only about

20 .5 percent positives per year. It seems to be having

21 a substantial deterrent effect and so we believe that

22 that may be an adequate rate.

23 Now, one thing that the Commission may want

24 to consider is that we do not have any good data on

25 the rate versus deterrence. And so it's very
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1 difficult -- it's a judgment call to pick a number in

2 this area. The Commission could set a particular rate

3 for two or three years and then have it lowered and

4 then evaluate whether the deterrent effect as measured

5 by the positive test results is the same or less. And

6 if it's less, then to increase back up to the higher

7 rate. So that is noted in the Commission paper as an

8 option with any of these -- with any of these rates.

9 CHAIRMAN ZECH: Before you go on, what was

10 your rational for not picking 300 percent?

11 MR. GRIMES: Essentially, as noted in the

12 Commission paper, that the deterrence provided by the

13 two to 300 percent rate in the Navy program, for

14 example, results in about a five percent positive rate

15 per year in terms of testing and an implied rate of

16 even more undetected in that program. The Navy

17 believes, perhaps, 15 percent are using -- actually

18 using, at least occasionally, drugs or alcohol.

19 Sorry--I'm sorry.

20 Loren, I've forgotten whether they test for

21 alcohol, so I may have misspoken.

22 MR. BUSH: I don't know.

23 MR. GRIMES: I don't -- I may have misspoken

24 on alcohol.

25 CHAIRMAN ZECH: Well the 300 percent testing
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1 is -- my understanding is that that would fairly well

2 ensure that 100 percent of the people got tested at

3 least once a year.

4 MR. GRIMES: Yes.

5 CHAIRMAN ZECH: Some more, but --

6 MR. GRIMES: And some many more times. And

7 the --

8 CHAIRMAN ZECH: Yes.

9 MR. GRIMES: One of the disadvantages to

10 that is even with a 100 percent rate, one or two

11 individuals may get tested five or six times during

12 the year. With a 300 percent rate, some unlucky

13 person could be tested every couple of weeks. So we

14 thought the impact on plant morale and just the taking

15 people away from their work if not required, it would

16 be better if we could use a lower rate. And the

17 nuclear industry seems to be getting lower rates, of

18 those that are doing random testing, seems to be

19 getting lower positive rates with lower testing rates.

20 CHAIRMAN ZECH: Okay. Why don't you pick

21 option 4?

22 MR. GRIMES: Option 4 is a viable option.

23 It involves some security problems in terms of keeping

24 private the -- the data on which a worker is to be

25 tested on an unannounced basis.
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1 Loran, can you fill in on rational and--

2 MR. BUSH: Yes. The -- I guess the -- it's a

3 perception as to what is the purpose of the random

4 testing program. And we view it as being primarily a

5 deterrent. And the deterrent value is the perception

6 on the part of the employees as to whether or not

7 they're going to be tested. So -- and that it's

8 unpredictable.

9 In other words, if -- with any kind of

10 scheduled once a year test, once an employee has been

11 -- had that test, then -- and we've had cases where

12 the employee feels well he's had his test and now he

13 doesn't have to worry about it again, which is why we

14 overloaded with a fifty percent rate. But the 50

15 percent rate is not Very high frequency as a

16 deterrent. So I guess we felt that the overall

17 deterrence would be better achieved with a 100 percent

18 rate --

19 CHAIRMAN ZECH: Okay.

20 MR. BUSH: -- with this option.

21 COMMISSIONER CARR: Well, he doesn't know

22 when the second date is coming up.

23 MR. BUSH: No, that's true.

24 COMMISSIONER CARR: It could be the next

25 day.
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1 MR. BUSH: That's true. He could make a U-

2 turn as he comes out of the collection facility.

3 CHAIRMAN ZECH: All right, let's proceed.

4 MR. GRIMES: I would say that option--

5 after option 5, option 4 would be the staff's next

6 choice.

7 CHAIRMAN ZECH: All right. Let's proceed.

8 MR. BUSH: I might point out something so

9 that everybody understands. The Navy program, their

10 objective is to test 20 percent of the command each

11 month. And I understand in practice that there is

12 something on the order of 10 to 15 percent that are

13 actually randomly tested, that the difference is

14 filled in by command sweep tests, for-cause tests, and

15 reenlistment tests and things of this nature. So

16 there's -- I think there's some misconception that the

17 Navy is doing a 300 percent per year random test.

18 CHAIRMAN ZECH: But the testing is very

19 effective.

20 MR. BUSH: Yes.

21 CHAIRMAN ZECH: I presume you know that?

22 MR. BUSH: Yes.

23 CHAIRMAN ZECH: Yes.

24 MR. GRIMES: It's substantially reduced the

25 amount of drug use.
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1 MR. BUSH: Yes. Right.

2 CHAIRMAN ZECH: The most recent requirement

3 is less than 2 percent. 2.6.

4 MR. BUSH: Yes. 2.2 Yes.

5 CHAIRMAN ZECH: All right, let's proceed.

6 (Slide)

7 MR. GRIMES: Slide 8. The alternatives to

8 the HHS procedural guidelines were -- are proposed by

9 the staff because of comments that we received that

10 direct application or incorporation of the HHS

11 guidelines would be inappropriate, that they contain

12 many specific references to federal conditions that

13 didn't apply. In addition, they specifically limit

14 drugs which can be tested for without application to

15 the Secretary of HHS. They do not allow on-site

16 testing as the initial screening and there is not an

17 option in the guidelines to split samples, although I

18 understand the NRC has -- is receiving permission to

19 split samples itself.

20 So we have adapted the HHS guidelines as NRC

21 guidelines and have followed the Department of

22 Transportation in this regard. Department of

23 Transportation has -- has done a similar thing. And

24 in the back of the Commission paper there is a

25 comparative text of the HHS guidelines, the Department
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1 of Transportation guidelines and the proposed NRC

2 guidelines.

3 (Slide)

4 MR. GRIMES: Number 9, Split Samples. The

5 staff proposes to allow but not mandate splitting of

6 samples, that this could gain some additional

7 confidence in the reliability of the testing process.

8 But some of the same conditions which could invalidate

9 a process without a split sample also apply to split

10 samples, particularly anything which could be

11 subversion by the testing staff might apply to either

12 case. So we think there -- it could be used to gain

13 additional confidence, but it's not absolutely

14 required to meet the existing guidelines.

15 (Slide)

16 MR. GRIMES: Number 10. One significant

17 change from the rule and something the Commission

18 asked for a specific comment on in the proposed rule

19 was whether alcohol should be included with some

20 specific -- be specifically addressed rather than only

21 generally addressed in the rule. And we have proposed

22 that alcohol testing be performed in conjunction with

23 testing for other drugs. This is being done now by

24 some utility programs at present.

25 (Slide)
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1 MR. GRIMES: The second -- number 11

2 continues with the alcohol discussion. There are two

3 options that are presented to the Commission. First,

4 that in terms of whether or not we specify a cut-off

5 level. First we could specify no cut-off level and

6 recommend that -- and require that utilities evaluate

7 any amount of alcohol detected on a test, or the

8 second would be specify a 0.04 cut-off level, which

9 DOT has adopted, and then in addition tell licensees

10 to evaluate any lower amount. This would give an

11 absolute ceiling on the amount that would be

12 considered a positive test. So those are the two

13 options presented.

14 The staff has recommended that a 0.04 cut-

15 off level be selected.

16 CHAIRMAN ZECH: So this would be -- these

17 tests would be done at the same time that the drug

18 test was being done?

19 MR. GRIMES: Yes. Anytime drug testing --

20 CHAIRMAN ZECH: Any -- any time.

21 COMMISSIONER ROGERS: And also, I think,

22 for-cause.

23 MR. GRIMES: Yes. Same.

24 CHAIRMAN ZECH: The number for-cause or for

25 other --
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1 MR. GRIMES: Yes.

2 CHAIRMAN ZECH: -- reasons, suspicion.

3 MR. GRIMES: Yes.

4 CHAIRMAN ZECH: Is that correct?

5 MR. GRIMES: That's correct.

6 CHAIRMAN ZECH: All right. Let's continue.

7 (Slide)

8 MR. GRIMES: Number -- number 12.

9 COMMISSIONER ROGERS: Excuse me. On that,

10 does that mean that there would be a blood test or is

11 that --

12 MR. GRIMES: No, that's a breathilizer

13 test --

14 COMMISSIONER ROGERS: The breathilizer test?

15 MR. GRIMES: -- but there is a provision

16 that if the individual is not satisfied, that he be

17 given the opportunity to have a blood test, which is

18 more clinically accurate.

19 CHAIRMAN ZECH: All right.

20 MR. GRIMES: Number 12 continues with the

21 alcohol discussion. And we also require licensees to

22 address an abstinence period, although we have not

23 specified what that period should be, and ask

24 licensees to set disciplinary actions. We have not

25 required the same actions for -- as for drug use. The
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1 other aspect that licensees must address is the item

2 of call-ins. Somebody has called in. We believe the

3 individual should -- can't have been expected to

4 abstain for the required period, but should be

5 required to declare whether -- that alcohol has been

6 used. If it has been used, and then there should be a

7 licensee procedure to make a decision, conscious

8 decision, on whether to use that individual and under

9 what conditions to use that individual if he has used

10 alcohol and if his services are required. So

11 something like escorted status or breathilizer test to

12 establish what level of impairment might be there.

13 COMMISSIONER ROGERS: Why did you not choose

14 to really take on the abstinence question of that

15 period? Isn't that really something that ought to be,

16 more or less, a common denominator of alcohol

17 programs? How much variability are we willing to

18 tolerate in this kind of thing?

19 MR. GRIMES: Well, we got varying advice as

20 to the appropriate period and it ranged from eight

21 hours down to two hours. And we decided that at this

22 point we weren't sure enough of ourselves to come out

23 and say what a good period was that -- we believe

24 there should be some abstinence period, but it's--

25 alcohol disappears from the blood stream in a fairly
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1 rapid rate and you want to make sure people are not--

2 are not impaired from this source.

3 As far as -- if I had to pick a number, I

4 guess I'd pick something like eight hours, but we

5 didn't get uniform advice on the exact period.

6 COMMISSIONER ROGERS: So but then you're not

7 going to get uniform proposals from the industry,

8 either.

9 MR. GRIMES: That's -- that's correct.

10 COMMISSIONER ROGERS: And you have to make a

11 decision. On what basis are you going to make a

12 decision and licensee A --

13 MR. GRIMES: Well, you --

14 COMMISSIONER ROGERS: -- see A versus

15 licensee B on this.

16 MR. GRIMES: At this point, we would go with

17 the -- whatever the licensees selected and --

18 COMMISSIONER ROGERS: Well, suppose they

19 picked something that's ridiculous, in our opinion?

20 Do we go with that?

21 MR. GRIMES: No, we --

22 COMMISSIONER ROGERS: And then what's the

23 basis for deciding it's ridiculous?

24 MR. GRIMES: I would guess the --

25 COMMISSIONER CARR: Aren't there other
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1 programs that use eight hours?

2 MR. BUSH: The FAA has --

3 MR. GRIMES: Yes, the FAA.

4 MR. BUSH: -- for their expectation, pilots

5 abstain eight hours before serving as a crew member,

6 yes.

7 MR. GRIMES: A long -- a long time period is

8 -- is also difficult to -- to enforce and you may get

9 a lot of allegations --

10 COMMISSIONER ROGERS: Well, but these are

11 all the problems and we know it's a problem area.

12 MR. GRIMES: Yes.

13 COMMISSIONER ROGERS: There's no question

14 that these are problems. But aren't we just ducking

15 the issue of making a decision here and putting it

16 back someplace else when we really ought to -- to

17 decide what the reason is? How much variability are

18 we willing to tolerate and --

19 MR. BUSH: There were a number of suggestion

20 that we not even have an abstinence period in the

21 rule. That the abstinence period is a tool for

22 achieving the 0.04 cut-off level or less that we--

23 you now, adhering to that.

24 MR. GRIMES: And one could provide adequate

25 guidance to -- the abstinence is kind of a form of
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1 guidance to employees. Even the eight hour period

2 does not ensure that somebody who has drunk --

3 MR. GRIMES: -- heavily will not exceed 0.04

4 at the time he reports to work or an individual --

5 MR. BUSH: Yes.

6 MR. GRIMES: -- can have variability in

7 response to alcohol. So it's not an absolute

8 assurance that -- it's more of a guidance that you

9 should use -- certainly not use alcohol in excess and

10 that you should abstain for some period to try to

11 ensure that you do not have significant amount of

12 alcohol in your blood at the time you report to work.

13 Some licensees also have much tighter rules

14 than 0.04. Some with any evidence of alcohol on

15 reporting to scheduled work would take action against

16 the employee. So it's a -- that is a variable area

17 also.

18 It was a new area to us and we --

19 MR. MIRAGLIA: I think given the fact that

20 we took a 0.04 cut-off level, we were at a view that

21 since there is that variability, 0.04 abstinence--

22 for some individuals two hour abstinence would get you

23 to that, others would be, perhaps, longer periods.

24 With the cut-off level we felt that we need not speak

25 to the abstinent level, other than saying that there
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1 should be one and there should be some guidance to the

2 employees as to what abstinence would mean in

3 achieving that normal. And I think that's where--

4 that's how we came out.

5 MR. STELLO: I think the bottom line is that

6 there is no strongly held feeling on the issue and

7 certainly we would not object at all if the

8 Commission, as a matter of policy, included abstinence

9 for a period of eight hours, recognizing that, you

10 know, we are suggesting that ought to be the right

11 policy.

12 The difficulty we're going to have and the

13 licensee will have is in trying to administer

14 enforcing the policy, which is going to be extra

15 ordinarily difficult, nigh on impossible. Someone

16 whose --

17 COMMISSIONER ROGERS: Isn't it going to be

18 more difficult, though, if they all choose a different

19 one than if there is a --

20 MR. STELLO: No matter which one is chosen.

21 My point is that enforcement will be an extremely

22 difficult issue and I have no problem with suggesting

23 that as a uniform matter we suggest or require in the

24 rule that all licensees will adopt a period of eight

25 hours of abstinence as the basis to move forward.
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1 We don't -- there's no really strongly held

2 view. It's a very difficult call as a policy matter,

3 you know, in the Commission's deliberation whatever

4 you come out -- you know, with the final judgment

5 ought to be.

6 There's no strongly held view, there's -- we

7 were not able to gather anything which would tell us

8 the right answer. And the only thing I see as

9 precedent already set for pilots, as I recall, for --

10 MR. GRIMES: FAA.

11 MR. STELLO: -- to abstain eight hours. And

12 that seems like a reasonable approach. We certainly

13 would not have a problem with that.

14 CHAIRMAN ZECH: I guess one -- one

15 consideration, or perhaps you did consider it, would

16 be in case of emergencies. I recognize that this is--

17 this whole abstinence question is not an easy one

18 because if FAA has it, they usually know when they're

19 going to fly and they can have -- schedule. Our

20 people also have a schedule, generally speaking, but

21 there could be an emergency situation that I suppose

22 could discourage somebody from -- who might have had

23 one beer from coming in and helping in the emergency

24 where he might have, you know, even if it was seven

25 hours ago or something that, you know, feel he
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1 shouldn't do that.

2 So I recognize that it isn't easy, but it

3 seems to me that the abstinence part should at least

4 be considered. Did you discuss or consider the

5 emergency situation where you might call people in?

6 MR. GRIMES: Yes. We did specifically speak

7 to call-ins and say licensees must have the individual

8 declare whether he has used and then have a procedure

9 to decide whether or not to use that individual.

10 CHAIRMAN ZECH: The judgment call?

11 MR. GRIMES: Yes.

12 MR. STELLO: Under no circumstances did we

13 want to preclude having a licensee prevented from

14 calling in people with particular expertise that may

15 have consumed some alcohol and say he's not able to

16 come in. He may be the best individual to deal with a

17 particular issue. We wanted to be sure that the

18 licensee was not precluded from using those

19 individuals. That, perhaps, is the --

20 CHAIRMAN ZECH: You might have to have some

21 kind of a special provision for someone who says --

22 MR. STELLO: And we have.

23 CHAIRMAN ZECH: -- he's had something to

24 drink. Come in and get --

25 MR. STELLO: And the important thing is --
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CHAIRMAN ZECH: -- inspected and --

MR. STELLO: Well, the individual tells the

licensee when he's called in. "Yes, I've had--

consumed alcohol."

CHAIRMAN ZECH: Uh-huh.

MR. STELLO: And he has to make the judgment

on it. You know, "I'm -- I've had too much, I can't

do it. But no, I have -- I'm not impaired but I have

used alcohol" and then supervisor has to make the

judgment that for the purpose --

CHAIRMAN ZECH: But the supervisor makes the

judgments. Somebody --

MR. STELLO: Yes.

CHAIRMAN ZECH: -- I presume, on duty makes

the judgment.

MR. STELLO: Yes. That's correct.

CHAIRMAN ZECH: Well, you considered all

these things, I take it?

MR. STELLO: Yes. sir. That's a verv

important point, too.

CHAIRMAN ZECH: Let's proceed then.

MR. GRIMES: I would just note for the last

item on page 12 is that there will be a reporting of

alcohol events as for drug events for licensed

operators and supervisors.
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1 COMMISSIONER CARR: Why did you limit it to

2 licensed operators and supervisors?

3 MR. GRIMES: We felt that in most cases we

4 would like the licensee to take care of these fitness

5 problems throughout his plant that occur on a day-to-

6 day basis and that the NRC doesn't need to know on a

7 real time basis. We can go out and inspect them.

8 COMMISSIONER CARR: It's going to screw your

9 data. You're going to come back and tell me it's a

10 very low percentage and all I'm going to say it's a

11 very low percentage of operators and supervisors.

12 MR. GRIMES: No. I think when we go out and

13 inspect, we will identify the total percentages.

14 Those will be kept in licensee records and we -- but

15 as far as reportability, the only ones we wanted to

16 really hear about are the ones that we might want to

17 follow individually.

18 COMMISSIONER CARR: But they'll all be

19 recorded?

20 MR. GRIMES: Yes. And --

21 MR. BUSH: But there's a difference here.

22 This is talking about a report that's made promptly

23 after the event and then the rest of the data is

24 something that can be gathered --

25 COMMISSIONER ROGERS: Twenty-four hours or
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1 something? During a 24 hour period?

2 MR. BUSH: Well, one of the things we talked

3 about, and maybe we'll get into it later, was there

4 was some interest on the part of staff to have the

5 data provided -- summary data provided periodically,

6 once every six months or once a year. And that's

7 something that we'll get into later.

8 MR. GRIMES: Yes, we'll cover that later.

9 (Slide)

10 MR. GRIMES: The Cut-off Levels For Drugs,

11 number 13. As Mr. Stello discussed, there are a

12 couple of drugs for which from a technical standpoint

13 it would be preferable to have lower levels and, in

14 fact, licensees, number 14 --

15 (Slide)

16 MR. GRIMES: -- have found a number of their

17 -- a large number of their marijuana positives to be

18 below the HHS cut-off levels of 190 ng/ml. So there

19 seems to be a reason to press on this issue and the

20 choice, which Mr. Stello has recommended, is that we

21 ask NIDA and the HHS to come up with what their

22 judgment is on how far these ought to be lowered.

23 (Slide)

24 MR. GRIMES: We do -- number 15 -- pose

25 deferring to the expertise at this time of HHS and
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NIDA and propose bringing to their attention the

information we've developed through the nuclear

programs that are in place and in the meantime, adhere

to the HHS cut-off levels.

COMMISSIONER CARR: Why don't we take

advantage of what we already know as long as we know

it? If we're getting 80 percent -- 70 to 80 percent

of the positives at a lower level, we ought to check

at a lower level.

CHAIRMAN ZECH: Anything to prevent us from

doing that?

COMMISSIONER CARR: No.

MR. GRIMES: No.

MR. STELLO: No. I think that to cause the

NRC to start to take the place of performing the

function of NIDA is not the best thing. You could

have federal agencies developing a whole variety of

cut-off levels that are all different.

COMMISSIONER CARR: And we can set the rules

we want to to protect public health and safety.

MR. GRIMES: Excuse me.

MR. PARLER: Certainly on the basis of our--

the agency's experience, etcetera, etcetera, it's this

agency that has the responsibility, not NIDA or anyone

else. So I would certainly think that if we're
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1 dealing in our own area with a problem and information

2 that we know about, that people would really be way

3 out in left field if they would interpret that as us

4 trying to do NIDA's job.

5 COMMISSIONER CARR: And if you tell me we're

6 going to miss 70 to 80 percent of the people by not

7 having a lower level, then I'd like to lower the

8 level.

9 MR. STELLO: That's the thing, that's true

10 for our own program. And --

11 COMMISSIONER CARR: Fine. If you'd told me

12 that then, I'd have lowered that one.

13 MR. STELLO: Well, I'm not so sure we can by

14 law lower that one, the one that applies to us.

15 COMMISSIONER CARR: Fight that in court.

16 MR. STELLO: It seems to me that a more

17 desireable way to proceed is to let NIDA, who was

18 charged by the federal government, has the expertise

19 and the confidence to set those standards and not have

20 other federal agencies -- I don't think that the NRC

21 has anything that I would advance as particularly

22 expert in making these judgments. That's with NIDA,

23 that's where I think it ought to be. That's my

24 recommendation.

25 The Commission, of course, I think if it
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1 wishes, it can set any lower standard it wish, it

2 could add the other drugs that have been recommended

3 if it wishes. I think we're free to do that. As a

4 matter of policy, I just don't think it's the right

5 way to go and don't recommend going that way. I would

6 leave it to the federal agency where those experts

7 are.

8 COMMISSIONER ROGERS: Isn't that the range,

9 the 20 to 100 range, where you're running into the

10 fullest positive problem? Isn't that -- didn't I read

11 in some of your materials here that there are a number

12 of so-called false positives that show up in the

13 testing at greater than 20 but less than 100?

14 MR. BUSH: I think you're talking about the

15 passive inhalation issue, and --

16 COMMISSIONER ROGERS: No, not just that.

17 Other substances that would show up as false marijuana

18

19 MR. BUSH: Close reactions. Well, that's

20 true with any of the substances of the drugs being

21 tested --

22 COMMISSIONER CARR: We're only talking one

23 substance, aren't we?

24 MR. GRIMES: Marijuana. Two substances.

25 MR. BUSH: Yes.
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1 MR. GRIMES: Marijuana primarily for the

2 higher rates of positives, but also amphetamines --

3 MR. BUSH: Yes. On the passive inhalation,

4 there are studies where under a laboratory setting,

5 we're talking a room of 8 x 10. where there were like

6 16 marijuana cigarettes smoked and people passively

7 inhaled the smoke and after a couple of days they

8 started showing positive results.

9 CHAIRMAN ZECH: At what levels?

10 MR. BUSH: At the 20 nanogram levels.

11 Basically, the way it works out, is the smoke of 16

12 marijuana cigarettes passively inhaled is pretty

13 equivalent to active smoking of one marijuana

14 cigarette.

15 COMMISSIONER ROGERS: Yes, well that's not

16 the problem I'm worried about.

17 COMMISSIONERiR-GERS: You know, I'm not too

18 concerned about that, I think. If that shows up, that

19 may be pretty good because somebody's keeping bad

20 company.

21 MR. BUSH: Yes.

22 COMMISSIONER ROGERS: But I'm -- I -- I'm

23 concerned about the problem of false positives coming

24 from other substances that show up in this -- in

25 this--
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1 MR. BUSH: The poppy seeds.

2 MR. GRIMES: And there may be more in those

3 ranges.

4 COMMISSIONER ROGERS: Poppy seeds, other

5 over-the-counter and nonprescription drugs and

6 prescription drugs.

7 MR. GRIMES: Yes.

8 COMMISSIONER ROGERS: If I recall what I've

9 read here in your materials, is that's where you begin

10 to see those things turn up greater than 20 but less

11 than 100 nanograms.

12 MR. BUSH: The cut-off levels for the

13 legitimate drugs should have --

14 MR. GRIMES: And they're different cut-offs,

15 don't forget.

16 MR. BUSH: -- any legitimate medical

17 purposes, the cut-off levels are above the normal

18 therapeutic doses. So we -- you know, from that

19 aspect you wouldn't be collecting people who were

20 taking cough medications and things of that nature as

21 long as --

22 MR. GRIMES: I guess --

23 COMMISSIONER CARR: Well each substance has

24 a different cut-off level and it's --

25 MR. BUSH: Yes.
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1 MR. GRIMES: Could I just --

2 COMMISSIONER CARR: The one we're talking

3 about here where they're catching people at 70 to 80

4 percent are just these two particular substances that

5 we want to lower the cut-off level from the HHS

6 Guidelines?

7 MR. BUSH: Yes.

8 MR. GRIMES: Yes. If I could make two

9 comments --

10 COMMISSIONER CARR: Some of us might want

11 to.

12 MR. GRIMES: First, the cross reaction only

13 applies to the initial screening and does not apply to

14 the gas chromatographic confirmatory test. So the

15 cross reaction false indication does not get through--

16 all the way through the process. So there may be

17 additional --

18 COMMISSIONER ROGERS: Yes.

19 MR. GRIMES: -- items sent to the lab --

20 COMMISSIONER ROGERS: Yes.

21 MR. GRIMES: -- is the effect here rather

22 than additional number falsely identified through the

23 whole process.

24 I guess the second point is we have at least

25 one utility that said on their drug testing, they get
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1 a very high rate, almost 100 percent rate, of

2 confessions or admissions to drug use when they face

3 people with these test results so we have no real

4 experience of falsely accusing people in this area.

5 COMMISSIONER CURTISS: Is NIDA looking at

6 this issue now and is not --

7 MR. BUSH: Oh, yes. Yes. This was an issue

8 that was raised during the comment period on the HHS

9 Guidelines. My understanding is that the HHS or NIDA

10 specifically set the cut-off levels for marijuana

11 where they did because they envisioned a testing

12 program nationwide that was going to be applied to

13 several millions of people. And they were looking at

14 the potential impacts on the laboratories. And the

15 problems are not so much with the accuracy of the

16 test, but potential laboratory errors. And they felt

17 that the more specimens that needed to be processed

18 for the confirmatory testing, then the greater the

19 potential there was for laboratory errors. So they

20 set the cut-off levels initially at -- for marijuana

21 at 100 nanograms really to limit the number of

22 presumptive positive tests that would have to go

23 through the confirmatory testing procedure.

24 Doctor Walsh, whose the Director of the

25 Office of Workplace Initiatives and the grandfather,
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1 if you would, of the HHS Guidelines, said that yes

2 they are planning on lowering the cut-off levels for

3 marijuana after they've gathered enough data on the

4 laboratory experiences with the federal program.

5 COMMISSIONER CURTISS: Do we have a feel for

6 how long that would take?

7 MR. BUSH: He said sometime this year, but

8 that -- I would not bet on that.

9 MR. STELLO: Could I just repeat, Mr.

10 Chairman, I feel uncomfortable with placing the NRC in

11 a position to try on a scientific and policy basis to

12 defend setting levels different than the agency in the

13 federal government, NIDA, responsible for that. And

14 you've heard of some of the kinds of judgments that go

15 in there. I feel awful uncomfortable coming forward

16 and telling the Commission we have the kind of

17 understanding and expertise within the Commission to

18 make those kinds of judgments. And that's why I made

19 the recommendation I did.

20 CHAIRMAN ZECH: All right. We appreciate

21 that.

22 MR. STELLO: It makes me feel very

23 uncomfortable.

24 CHAIRMAN ZECH: Let's proceed.

25 (Slide)
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1 MR. GRIMES: Okay. Number 16, Mr. Stello's

2 comment apply exactly to this next topic also, which

3 is whether we add drugs in addition to alcohol to the

4 panel of five that HHS lists. The staff had proposed

5 on a technical basis that benzodiazepines and

6 barbiturates being substances which are commonly

7 abused, particularly in connection with alcohol use,

8 should be added from a technical standpoint to the

9 protocol. While we do encourage licensees to test for

10 other drugs --

11 (Slide)

12 MR. GRIMES: -- number 17 --

13 COMMISSIONER ROGERS: Are those two over-

14 the-counter or are they all prescription?

15 MR. BUSH: Both.

16 MR. GRIMES: They can be both.

17 MR. BUSH: They're very commonly abused, as

18 Brian said, and my understanding is most licensee

19 programs currently include these drugs.

20 MR. GRIMES: And the recommendation is

21 there, number 17 also, that we bring this to the

22 attention of HHS and NIDA and ask them to make a

23 determination on adding these drugs rather than having

24 the NRC out front in this matter.

25 CHAIRMAN ZECH: Mr. Stello, do you agree
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1 with that recommendation?

2 MR. STELLO: That is my recommendation.

3 Yes.

4 CHAIRMAN ZECH: It was my understanding that

5 there was a discussion on that amongst the staff and a

6 kind of a debate as to whether or not they should be

7 included.

8 MR. STELLO: I guess I ought to let Brian

9 speak for our staff.

10 MR. GRIMES: Yes. I think it is the same

11 condition as applies to the cut-off levels. From a

12 technical standpoint we believe they should be added.

13 But the policy consideration, I defer to Mr. Stello on

14 the policy considerations.

15 CHAIRMAN ZECH: Well, in your recommendation

16 you recommend they should be added, is that --

17 MR. STELLO: No, I recommend they not be

18 added. That we refer to NIDA as to if they ought to

19 be added and how because that's where I believe the

20 expertise lies with making these judgments, and I do

21 not want to place us in a position --

22 CHAIRMAN ZECH: Yes. I just wanted to

23 clarify that.

24 MR. STELLO: Yes, sir.

25 CHAIRMAN ZECH: I think I understand.
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COMMISSIONER CARR: Would NIDA work any

faster if we put them in?

MR. BUSH: Whatever it is we want them to do

in our rule, and NIDA has no authority to tell us to

take it out. I think what Mr. Stello is really

talking to is the concern about comparability between

what we're asking the industry to do and what we have

already expected government wide, and in particular

with our own employees.

CHAIRMAN ZECH: All right, let's proceed.

MR. GRIMES: Okay.

(Slide)

MR. GRIMES: Number 18. The proposed rule

had a proposed record keeping form. Most respondents

asked for a deletion of the form. We believe there is

a benefit to collecting data in a standard format to

assure that the right data is collected from everyone

and to facilitate analysis and auditing of the

programs.

(Slide)

MR. GRIMES: Number 19. We did talk to

NUMARC about this and they are developing some

detailed guidelines which -- for implementation which

include a standard data collection form. And so at

this point the staff has not included the standard
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1 form in the rule itself. If the NUMARC effort is not

2 timely or adequate in terms of collecting this data on

3 an industry wide basis, then the staff would propose

4 additional action. But at this point if the industry

5 will agree to -- on a uniform basis to collect this

6 data, there may not be a reason to put a specific form

7 in the rule itself.

8 COMMISSIONER CARR: Well, what's wrong with

9 that form?

10 MR. GRIMES: Well, one of the things that is

11 wrong with putting a rule -- a detailed form into a

12 rule is it's hard to -- hard to change. The -- we

13 were -- I guess the industry form, that draft form

14 that we saw in a meeting a few weeks ago, differed

15 from our form in some detail and, Loren, can you

16 remember what -- what it didn't have?

17 MR. BUSH: Yes.

18 MR. GRIMES: I think it spoke to most of the

19 areas of concern to us and looked like a fairly good

20 effort.

21 MR. BUSH: Yes. It didn't give a detailed

22 breakout of the -- what we refer to as the pro-active

23 efforts. And the reason we had included that in our

24 initially proposed form was trying to understand the

25 impacts of some of the things that the licensees might
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1 do on the overall program. For example, if they were

2 doing searches' of the workplace or they were using

3 drug detector dogs, there was no requirement that they

4 do so but if they were, we wanted to understand that

5 the reason they were having, if they were, rule or --

6 COMMISSIONER CARR: Somebody --

7 MR. BUSH: Yes.

8 COMMISSIONER CARR: Somebody reports zero,

9 you had a reason to figure out why, huh?

10 MR. BUSH: Yes. And then we also had some

11 detailed breakout on the experiences of the employee

12 assistance program. Our purposes there was to -- the

13 term that's used in that particular discipline is the

14 penetration rates as to how many people come forward

15 so refer in the program. And so you get some feeling

16 as to how successful that effort is.

17 So that's the primary differences.

18 MR. GRIMES: But I think -- I wouldn't like

19 to keep the rule to the -- we have a very -- fairly

20 prescriptive appendix now which specifies the things

21 we need to -- we think need to be specified to protect

22 employees. But to the extent we cannot put detail in

23 the rule, it may be better to allow the industry to

24 take some initiative and try to collect this

25 information or propose a standard form that they could
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1 have a consensus on.

2 COMMISSIONER CARR: And what are you going

3 to do in the meantime?

4 MR. GRIMES: Well, we expect that this form

5 will be developed and available when these programs

6 are put into work.

7 COMMISSIONER CARR: Inside the 180 days?

8 MR. GRIMES: Yes.

9 COMMISSIONER CARR: And what if it's not?

10 MR. GRIMES: Then I think we would probably

11 come back to the Commission and propose an amendment

12 to the rule.

13 COMMISSIONER CARR: All right.

14 CHAIRMAN ZECH: The data and the experiences

15 that went with this rule once it's put into effect, it

16 seems to me, are very important and I hope that we

17 would have some kind of a plan to track the data, keep

18 informed of the experiences and -- so that we can

19 improve the rule if it looks like we should. It's

20 still a relatively new area. There has been

21 experiences in other agencies and branch of the

22 government. On the other hand, I hope that -- the

23 data's important and experience is important. We need

24 some kind of a system to monitor it and track it so we

25 can see should the rule be changed. No reason the
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1 rule, once we've put it out, has to remain forever.

2 And I think it is important that we get good data,

3 check the experiences that we've had and have some

4 kind of a plan to look at it in the future to see

5 how's it going. I'd suggest we do that.

6 COMMISSIONER ROGERS: I'd just like to

7 really reenforce that. It seems to me the

8 measurability of the effectiveness of this program is

9 very important and that means comparable data. And I

10 think that it's very important at the outset we

11 collect data on a uniform basis.

12 Now, there may be some optional things that

13 people could supply or not, but certain kinds of data,

14 it would seem to me, are absolutely musts and that

15 there should -- that shouldn't option. I can't tell

16 you what they are, but I'm sure you people can tell.

17 So that if one's trying to create a database here to

18 look at to see exactly how effective this program is,

19 then there has to be a uniform basis for establishing

20 that database. There may be some optional elements

21 that are in there or not, but some key elements just

22 have to be there in the same basis.

23 COMMISSIONER CARR: I would agree to that.

24 Some of those things you could find out when you go

25 look at their program. You could find out whether
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they used dogs or not by when you go out and visit the

site. You wouldn't necessarily have to have that on

the form. But --

CHAIRMAN ZECH: All right, let's proceed.

MR. GRIMES: Thank you.

(Slide)

MR. GRIMES: Number 20. With respect to

scope expansions of the rule, in the proposed rule we

did -- the Commission did ask for a comment whether it

should be applied to nonpower reactors, fuel

facilities and other licensees. All comments were

against applying the rule to these facilities. I

guess the staff has not, in the time scale of this

rule, focused on those -- the need or what should be

done at those facilities, but proposes not to act on

those matters at this time. We think the thing that

needs to be addressed at this point immediately is the

power reactor situation.

COMMISSIONER CARR: Well, that doesn't mean

you're not coming back to fuel facilities?

MR. GRIMES: That's right.

CHAIRMAN ZECH: I'd hope you'd keep fuel

facilities on your list. At least if we don't put it

in this rule, then we have something you can continue

to look at. I don't know why we don't include it
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1 right off hand but -- can you give me any rational?

2 MR. GRIMES: Well, it's--the reason for going

3 for requirements on power reactors first

4 is--

5 CHAIRMAN ZECH: We don't want these drugs in

6 the fuel facilities either.

7 MR. GRIMES: Right. Right.

8 CHAIRMAN ZECH: Go ahead.

9 MR. GRIMES: Is the more direct impact on

10 the health and safety of the public of failures which,

11 in the fitness programs which might cause actual

12 effects on the public.

13 CHAIRMAN ZECH: I understand.

14 MR. GRIMES: Those are more remote in a fuel

15 facility.

16 CHAIRMAN ZECH: We don't want any radiation

17 released to the atmosphere. I understand that.

18 MR. GRIMES: Right.

19 CHAIRMAN ZECH: But also in the fuel

20 facilities we want to make sure that they're

21 performing their duties properly and that they don't

22 put together some kind of a fuel element or whatever

23 that really is not the quality that we expect.

24 So, I hope you'll look at this one and the

25 other areas, too, perhaps, especially fuel facilities.
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1 It seems to me that this ought to be something --

2 MR. STELLO: We will.

3 CHAIRMAN ZECH: -- you'll continue to watch.

4 MR. GRIMES: In the area of construction

5 permit expansion, we think it is appropriate to--

6 extended to construction permits, although there is a

7 less direct relationship to hazard to public health

8 and safety. In other words, during construction you

9 want to take all the measures you can to make sure

10 that the facility is built correctly and you have a

11 lot of over checks and testing and things, which are

12 designed to show this. So that acts by individuals

13 don't have as direct a relationship to releases to the

14 public as they would in an operating nuclear power

15 plant. However --

16 CHAIRMAN ZECH: I agree with that and I

17 think that's a good recommendation. But, by the same

18 token, I think it's related somewhat --

19 MR. GRIMES: Yes.

20 CHAIRMAN ZECH: -- for example to the fuel

21 facilities. You want -- we want good construction at

22 our power plants, I agree. That's fine. It seems to

23 me we also want good performance in our fuel

24 facilities. There is a link in my judgment, but I

25 hope you'll look at that.
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1 MR. GRIMES: Okay. The staff has

2 recommended extension to construction permit sites for

3 the general program elements. We haven't gone into

4 the detail.

5 COMMISSIONER ROBERTS: For the licensee

6 only?

7 MR. GRIMES: No. It would be for the

8 licensee and his contractors.

9 COMMISSIONER ROBERTS: And subcontractors?

10 MR. GRIMES: Yes. Anyone with -- again, on-

11 site access. Same rules for unescorted access on a

12 site.

13 (Slide)

14 MR. GRIMES: Number 22. The date for

15 implementation got a lot of comments. The proposed

16 rule had proposed 90 days for many of the program

17 elements and 180 days for chemical testing. There

18 were a lot of comments that there was administrative--

19 administrative difficulties in readjusting contracts,

20 both with testing labs and unions and other parties

21 involved, contractors and so that a longer time period

22 would be appropriate. So we have -- we are

23 recommending that all of the requirements be at the

24 180 day time mark. This does not extend the time when

25 chemical testing must be implemented from what was
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1 proposed, but does extend the 90 days for putting the

2 program elements in place to the 180 day mark and give

3 a little more time to get the paperwork in place to

4 support the program. And we believe this is a

5 reasonable accommodation of the practical

6 considerations that were brought up in the comments.

7 CHAIRMAN ZECH: Have you looked at the

8 capability of the laboratories to handle the samples?

9 MR. GRIMES: Yes. We've talked to NIDA

10 about that. They have not -- have said there should

11 be no program. This month in January, HHS published

12 its first set of certified laboratories, ten

13 laboratories, which are now certified and they will be

14 on a monthly basis updating that certification list.

15 And they expect that to grow substantially. So we

16 don't believe that there is a problem in that regard.

17 CHAIRMAN ZECH: All right.

18 (Slide)

19 MR. GRIMES: Number 23. To assure that the

20 written policies and procedures meet our expectations,

21 we're asking licensees to certify implementation of

22 the rule and to report the cut-off levels.

23 (Slide)

24 MR. GRIMES: And number 24. We intend to

25 have a temporary instruction to our regional
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1 inspectors so that they will look at each licensee

2 program to make sure that it is complete and being

3 implemented adequately.

4 COMMISSIONER CARR: Why did you want them to

5 report lower cut-off levels, just for curiosity?

6 MR. GRIMES: Well, partly to determine

7 whether there was a large number of utilities, for

8 example, using lower cut-off levels in a particular

9 area then we might want to focus in as we go out on

10 their experience with those lower cut-off levels. If

11 only one utility is using a cut-off level on a

12 particular drug, it's probably not worth our while to

13 -- to go out and collect information on it. If we can

14 learn something from lower cut-off levels, I think we

15 should. It's kind of a trigger there and will give us

16 a baseline as to what is going -- what is being used

17 in the industry.

18 MR. STELLO: I think it would be very, very

19 useful information for NIDA when they're considering

20 this as well.

21 COMMISSIONER ROGERS: Well, I think also

22 that in this data collection if somebody's using a

23 lower cut-off level, they ought to collect the data

24 that's divided into those -- what is above the

25 standard cut-off level that everybody else is using
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1 and what they're picking up below that so that they're

2 not mixed in and they can't say, "Well, we didn't

3 separate them and we can't tell you the difference."

4 That's very important that there be a common -- that

5 you emphasize that commonality --

6 MR. GRIMES: Yes.

7 COMMISSIONER ROGERS: -- of data collection.

8 And if they want to set a lower cut- off level, then

9 they have the data that shows what in addition they

10 picked up in that lower level.

11 MR. GRIMES: Yes. That is specified by the

12 rule that they will report at the levels we set as

13 well as their own levels. They will record, rather,

14 at those levels.

15 (Slide)

16 MR. GRIMES: Number 25. Just to mention

17 that we are also issuing some examples for the

18 enforcement policy on our program breakdowns or

19 failures which might cause us to take enforcement

20 action in this area.

21 (Slide)

22 MR. GRIMES: Number 26.

23 CHAIRMAN ZECH: Before you go on to that --

24 MR. GRIMES: Yes.

25 CHAIRMAN ZECH: As I understand your
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proposal, it seems to me that there should be

consideration of a direct requirement imposed on the

license operators themselves. And as I understand it,

that's not included so that enforcement action should

be taken or could be taken against the operator

himself who we license. It's against the licensee, as

I understand it, but not --

MR. GRIMES: Yes.

CHAIRMAN ZECH: -- a provision against the

individual reactor operator, for example, that we

specifically license. Is that correct?

MR. STELLO: I would think we could take the

action against the individual licensee.

CHAIRMAN ZECH: Well, that's what I'm

asking.

MR. PARLER: Mr. Chairman, may I comment?

CHAIRMAN ZECH: Please.

MR. PARLER: All that the -- the discussion

at this point relates in context to the discussion a

few minutes ago about the need and the recommendation

to consider whether the PFR 56, the proposed final

rule if it becomes effective should be extended to

other areas, that is a detail of the program, the

testing, etcetera, etcetera. Aside from that, if any

fitness-for-duty problem, even now, is detected in any
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1 area, a fitness-for-duty problem or question which

2 possibly could effect the public health and safety, we

3 do have the authority to proceed with enforcement

4 action.

5 CHAIRMAN ZECH: On an individual --

6 MR. PARLER: Usually it is against the

7 licensees for the material or for the facilities. But

8 in the case of an operator, those people happen to be

9 licensed, so we, indeed, could proceed against those

10 individuals and, in fact, there is a proceeding, at

11 least one going on now, where we are doing this--

12 doing just that.

13 I have recommended -- I will recommend that

14 some language be put not in the rule, but in the

15 introductory statement which would make what I've just

16 talked about as clear as we can.

17 CHAIRMAN ZECH: I think it should be

18 clarified.

19 MR. STELLO: Mr. Chairman, I would indicate,

20 if my recollection serves me right, we've already

21 issued and there is pending now an enforcement

22 proceeding on a licensed operator --

23 CHAIRMAN ZECH: Yes.

24 MR. PARLER: I just said that.

25 CHAIRMAN ZECH: Yes. That's right. And we
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know we can do that for public health and safety,

broad considerations. And that's broad authority we

have. But in this specific area we're talking about

drugs and alcohol, it seems to me it might clarify the

situation and emphasize it that we would --

MR. STELLO: General Counsel had an

excellent idea. We'll put -- make -- clarify it in

the statement of consideration.

MR. PARLER: We don't want to discuss it in

too much detail right at this point because we do have

an ongoing --

CHAIRMAN ZECH: Yes, I understand that.

MR. PARLER: -- case. And we have our legal

theories.

CHAIRMAN ZECH: Right. Well, let's just

proceed then, if we've made our point.

MR. STELLO: Yes, sir.

MR. GRIMES: All right, number 26. Just to

go over other changes to the proposed rule that are

before the Commission for consideration.

We have specified in the final rule that a

test is not confirmed positive until the medical

review officer reviews the test results. And this

would speak to the cases where there may be a cross

reaction from foods or other drugs. These -- we've
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1 prohibited licensees from taking action on those

2 initial screening results and required that the

3 medical review officer complete his evaluation before

4 it's actually a positive.

5 COMMISSIONER ROBERTS: Who is that medical

6 review officer?

7 MR. GRIMES: Beg your pardon, who is?

8 COMMISSIONER ROBERTS: Yes.

9 MR. GRIMES: A licensed physician who is

10 hired by the licensee.

11 MR. BUSH: Who has a background --

12 COMMISSIONER ROBERTS: Each -- each licensee

13 would have a designated --

14 MR. GRIMES: Medical review officer, yes.

15 MR. BUSH: Yes. The guidelines specifies

16 qualifications.

17 COMMISSIONER ROBERTS: Not an employee of

18 the testing lab?

19 MR. BUSH: No.

20 MR. GRIMES: No. We're also specifying that

21 this process must be completed within ten days of the

22 initial test so that there's not a long delay in lab

23 work or something doesn't get addressed promptly.

24 Going along, as I said, we're limiting the

25 access to the results of those preliminary tests until
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1 they're confirmed.

2 And another change, the third bullet on the

3 page, relates to the verification of employment

4 history. We're trying to make that pretty exactly

5 consistent with the access authorization policy

6 statement and industry guidelines there.

7 (Slide)

8 MR. GRIMES: Number 27. We are making more

9 explicit in the general performance objectives are

10 concerned about reliability and trustworthiness in

11 addition to impairment, potential for impairment. We

12 got a number of comments, the second bullet--

13 relating to the second bullet, which said that

14 specifying a screening test immediately prior to

15 access was too vague and asked for a quantification.

16 We have specified that the screening test must be done

17 within 60 days prior to the initial granting of

18 unescorted access.

19 We've also specified specifically that the

20 testing laboratories must be HHS certified, even

21 though they will be testing for other than the--

22 maybe testing for other than the HHS panel of drugs.

23 For other cut-off levels they must be at least

24 certified by HHS to provide a very high standard of

25 reliability for the testing.
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1 COMMISSIONER ROBERTS: Did you say earlier

2 how many laboratories currently have the HHS

3 certification?

4 MR. GRIMES: Yes. Ten.

5 COMMISSIONER ROBERTS: Ten?

6 MR. GRIMES: Ten -- the initial publication

7 listed ten and that included the --

8 COMMISSIONER ROBERTS: Throughout the whole

9 country?

10 MR. GRIMES: Yes. They're distributed

11 throughout the whole country and HHS is in the process

12 of evaluating others.

13 (Slide)

14 MR. GRIMES: Number 28. We also specified

15 that --

16 CHAIRMAN ZECH: But you have checked to see

17 that those 10 laboratories do, indeed, have the

18 capacity for handling our drug program?

19 MR. GRIMES: Yes, particularly when on-site

20 screening programs are taken into account.

21 CHAIRMAN ZECH: Yes.

22 MR. GRIMES: The volume that goes off for

23 confirmation of these laboratories will vary from

24 site-to-site, but they should not overwhelm the

25 laboratories compared to the other federal government
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1 requirements.

2 CHAIRMAN ZECH: All right. Thank you.

3 Let's proceed.

4 MR. GRIMES: Number 28 required that during

5 the access authorization checking that there be a

6 signed release to support the inquiry of other

7 facilities so it's clear that those other facilities

8 are authorized to release fitness-for-duty information

9 from past employment at that licensee. If the

10 individual does not want to sign the release, of

11 course, then the hiring licensee would not grant

12 unescorted access.

13 We've increased the frequency of testing in

14 certain cases during the first four months following a

15 reinstatement after a three year or five year

16 prohibition from access.

17 (Slide)

18 MR. GRIMES: Number 29. The -- we've tried

19 to clarify the appeals process. We now make it

20 explicit that all persons tested, whether they're

21 contract or employees, have a right to some kind of

22 appeal on the test results. It can be an independent

23 licensee manager or it could be an existing grievance

24 procedure.

25 In those cases where a licensee relies on a
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1 contractor program, than the contractor appeals

2 process would have to include this. The licensee

3 would not include this. But where the licensee tests

4 a contractor under its program, then it would have to

5 have an appeal on that test result.

6 (Slide)

7 MR. GRIMES: Number 30, which is the last--

8 COMMISSIONER ROGERS: Excuse me. Just you

9 say that the appeals process applies to the test

10 results only. What do you have in mind in emphasizing

11 that?

12 MR. GRIMES: I think the intent there was to

13 say that if the utility feels he's been --

14 COMMISSIONER ROGERS: Not the penalty?

15 MR. GRIMES: I mean if the individual feels

16 that he has had some other injury from the hiring

17 contractor, some other reason why he's not hired, that

18 that doesn't apply. We're focusing on test results.

19 Number 30. We added some categories of

20 persons authorized access. For example, to personal

21 information. For example, those responsible for

22 deciding matters on review and appeal and auditors and

23 we've restricted the law enforcement access that we

24 had in the proposed rule to conditions under a court

25 order.
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1 That completes the presentation on the

2 principal issues and the principal changes that were

3 made to this point. And the staff's recommendation is

4 that the Commission approve the rule as recommended in

5 -- with the conditions recommended in the staff paper

6 and that we proceed from this point to implement a

7 fitness-for-duty program for power reactors.

8 CHAIRMAN ZECH: Thank you very much.

9 MR. STELLO: We're through, Mr. Chairman.

10 CHAIRMAN ZECH: All right. Thank you.

11 Questions from my fellow Commissioners.

12 Commissioner Roberts?

13 COMMISSIONER ROBERTS: No.

14 CHAIRMAN ZECH: Commissioner Carr?

15 COMMISSIONER CARR: Yes, I've got one -- one

16 area I think that's left open and it's caused me a lot

17 of problems in the past. And that's what happens if

18 the civilian authorities bust a guy for drugs and it's

19 totally off-site, hasn't anything to do with the

20 utility. He's in Fort Lauderdale for Easter vacation.

21 He's tried there, found guilty and comes back. He's

22 clean when he gets back. What do we do? How do we

23 handle those guys who do what we don't want them to do

24 off-site? I can't find it anywhere in here. I can

25 find where it says "any acts by any person licensed to
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1 operate a power reactor by any supervisory personnel

2 assigned involving the sale, use or possession

3 resulting in confirmed positive tests involving use of

4 alcohol." Those have to be reported to us, but that's

5 the only paragraph I could find that looks like it

6 will have anything to do with so-called off-site, non

7 duty type use or abuse.

8 MR. BUSH: Well, there's two problems there.

9 Number one, is licensee acquiring the information and,

10 obviously, requiring -- they could require the

11 employee to report it. That doesn't necessarily mean

12 that he will report it, as you can well understand.

13 Typically the licensees, that would probably

14 fall under the aspect of criminal conduct since he was

15 apprehended and there was probably a conviction

16 involved. And typically their personnel policies

17 indicate that some sort of personnel or disciplinary

18 action will be taken if criminal conduct is --

19 COMMISSIONER CARR: A lot of places it's a

20 misdemeanor to even have possession, you know.

21 MR. BUSH: That's unfortunately true,

22 because the courts are so overloaded that unless you

23 have a bale of marijuana, they drop the charge.

24 COMMISSIONER CARR: I don't -- I don't know

25 how to plug that hole, but I'm concerned about it
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especially in some states.

MR. GRIMES: Yes, we expect licensees to

continue as they do now to consider known off-site

behavior in their --

COMMISSIONER CARR: Well, if you know about

it, you can always use that as a for-cause test.

MR. GRIMES: Or a reason to test frequently

or something.

MR. STELLO: It seems to me that that would

be the same thing as though he were caught by a random

test.

COMMISSIONER CARR: Well, it's --

MR. STELLO: It ought to have the same

effect as being --

COMMISSIONER CARR: Yes, if you can find

out.

MR. STELLO: I see. If you found out --

COMMISSIONER CARR: My question is, how are

to find those out, I guess.

MR. GRIMES: We do not have a way of

we going

tracking that.

MR. BUSH: Theoretically, when a person is

initially applying for employment, he submits a

fingerprint card to the FBI. And the Fort Lauderdale

police department should forward that information to
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1 the FBI to their repository. But then --

2 MR. GRIMES: That applies to this screening,

3 but again this applies to not only drug testing but

4 any kind of fingerprinting --

5 COMMISSIONER CARR: You can take the case of

6 the seller who is not a user in the local community

7 and you'll never catch him in a screening test.

8 MR. BUSH: That's true. That's true.

9 MR. GRIMES: This applies to armed robbery

10 as well. Our access authorization goes through it

11 once, but subsequent acts are not tracked.

12 COMMISSIONER CARR: Okay. I don't have a

13 solution for it, but I do worry about it.

14 MR. BUSH: Okay.

15 CHAIRMAN ZECH: Mr. Rogers?

16 COMMISSIONER ROGERS: A couple of thoughts.

17 One on the uses of the samples for other purposes.

18 You addressed that in section 11.2.2 but I'm still a

19 little concerned. I'm not sure what we can do, if

20 anything, of -- in the case of a use of these tests by

21 a licensee for a totally different purpose from the

22 drug abuse screening.

23 We're requiring them to conduct these tests

24 and set them up, but they could be used for other

25 purposes, other personnel actions and so on and so
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1 forth.

2 MR. GRIMES: Well, we tried to specify in

3 the guidelines 2.1.d of the appendix -- here, I'll

4 read that, which says "specimens collected under NRC

5 regulations requiring compliance with this part may

6 only be designated or approved for testing as

7 described in this part and shall not be used to

8 conduct any other analysis or test without the

9 permission of the tested individual."

10 MR. STELLO: I don't think that's the

11 Commissioner's question. I think he's wondering --

12 COMMISSIONER ROGERS: No. I don't think that

13 quite covers it. It might, but --

14 MR. GRIMES: It might -- yes.

15 COMMISSIONER ROGERS: It doesn't really

16 address the use of it, it addressed the kinds of

17 further tests that would be done.

18 MR. GRIMES: Tests performed.

19 COMMISSIONER ROGERS: And it might cover it,

20 but I know that there have been some situations that

21 have come up when -- where random drug tests were

22 extended, that the samples were used for -- to look for

23 other things, pregnancy for example, and then action

24 was taken, personnel action was taken on the basis of

25 that data. Now, the data was collected only for drug
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1 test, it was not collected for another purpose, and

2 yet the organization, not one of our licensees, then

3 used it for a different kind of personnel action. And

4 it just occurs to me that we're opening through this

5 the door through this process which we're insisting on

6 for other uses. I'm not sure what authority we have

7 to prevent that, if any. But it's something that one

8 thinks about a little bit.

9 MR. BUSH: This language is borrowed from--

10 COMMISSIONER CARR: It sounds like your

11 paragraph fixed that.

12 MR. GRIMES: Yes.

13 MR. BUSH: Yes.

14 MR. GRIMES: Well, it says it shall not be

15 used to conduct any other analysis or test. But if

16 there is something in the existing test result, for

17 example, the medical review officer sees a gas

18 chromatograph readout, which is a complete readout of

19 all the blips on the curve, and if he can interpret

20 that in some way even though the test was only done

21 for the purpose of the test --

22 COMMISSIONER ROGERS: Precisely. Yes.

23 MR. GRIMES: I see your point.

24 COMMISSIONER ROGERS: Then it's used for

25 another purpose. Now, I'm not sure. I don't know

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS

1323 RHODE ISLAND AVENUE, N.W.

(202) 234-4433 WASHINGTON, D.C. 20005 (202) 232-6600



69

1 whether General Counsel could throw any light on this

2 as to what we can have to say about that, if anything.

3 MR. PARLER: Well, maybe I should think

4 about it further and I will after the meeting. But

5 for just right now, we're talking about an area where

6 the utilities are free and the licensees are free, at

7 least initially,' to come up with programs such as this

8 to serve their own needs. They have a program which

9 produces certain information. It would seem to me

10 that unless it has to do -- the improper use of it has

11 to do with our public health and safety

12 responsibilities, certainly is, there are questions as

13 to the scope of our authority. That doesn't mean that

14 the utilities would be free to do whatever they want.

15 There might be state laws, there may be union

16 agreements. And, indeed, if the information were used

17 allegedly in the eyes of an employee to take

18 disciplinary action against the employee, presumably

19 for the space on the information that you're talking

20 about but in the eyes of the employee is really based

21 some other information, such as raising safety

22 questions, we do in our regulations and there is a

23 federal law section 210 that gives the employee

24 certain protection there if the employee proves his or

25 her case and also the right to be made whole for any
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1 injuries that are suffered. But beyond that, I would

2 have to think further.

3 MR. BUSH: I might point out that this

4 language was borrowed from the HHS Guidelines and I

5 guess there's an assumption on our part that there was

6 some kind of legal review. And the language --

7 COMMISSIONER ROGERS: It sounds pretty good.

8 MR. BUSH: -- as I understand it, was

9 intended to accomplish just exactly what you've

10 pointed out, Commissioner Rogers.

11 COMMISSIONER ROGERS: Well, but I never

12 assumed that that necessarily --

13 MR. BUSH: Yes.

14 COMMISSIONER ROGERS: -- is the case.

15 MR. BUSH: Correct.

16 COMMISSIONER ROGERS: Assumptions are always

17 bad.

18 MR. GRIMES: I'll agree with that.

19 COMMISSIONER ROGERS: One should always look

20 because everybody assumes that somebody looked and

21 nobody looked.

22 But I don't know if there's any more to say

23 on that, but I would like to hear from General Counsel

24 on it.

25 There is a comment in the SECY that I'd just
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1 like to comment on on page 7. There's a statement

2 that the staff believes that any blood alcohol content

3 while an employee is on duty is cause for concern.

4 Now what do you mean by "any?" I have a lot of

5 trouble with such a word which is non-quantitative and

6 its meaning, in a sense, depends on time because any

7 means detectable, and detectable is something which is

8 changing all the time. As instrumentation improves,

9 we can begin to detect things that we never could see

10 before.

11 And so, I don't know that your -- that that

12 point of view that you express there is reflected

13 again in any way in your document, but if it is, I'd

14 like to know about it.

15 MR. GRIMES: I think it was a poor choice of

16 words and a better choice would have been we believe

17 that any amount should be evaluated. I think the

18 concern was too strongly -- too strong of words.

19 COMMISSIONER ROGERS: Well, it's the

20 question of any because we don't know what any means.

21 MR. GRIMES: That's right.

22 COMMISSIONER ROGERS: And does the amount of

23 alcohol that appears in a person's blood after having

24 had a dinner with a dessert that had some sherry in

25 it, does that give you cause for concern? It might,
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1 it might not. But I'd like to know what "any" means.

2 It's a very broad gauged statement.

3 MR. GRIMES: I think --

4 MR. STELLO: We talked about this very

5 extensively. I think the simple problem is we don't

6 want to conclude that someone with 0.039 percent

7 alcohol is okay.

8 COMMISSIONER ROGERS: Okay.

9 MR. STELLO: It varies from individual to

10 individual. The concept, the idea is simple. Even

11 though you didn't exceed the number, someone ought to

12 be asking a question, well if there's a belief that

13 someone has, in fact, consumed some alcohol --

14 COMMISSIONER ROGERS: Yes.

15 MR. STELLO: -- are they okay? I think

16 that's the thrust of what we're looking for rather

17 than trying to hang our head on -- where I think there

18 is general belief that even, you know, numbers less

19 than 0.04, there might be any problem. That's--

20 that's the idea.

21 COMMISSIONER ROGERS: Well, I accept that,

22 but any means any.

23 MR. GRIMES: Yes.

24 COMMISSIONER ROGERS: And that means any

25 that could be detected by any means. And that's -- I
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have a little trouble with going quite that far with

it.

MR. GRIMES: I think the words were --

COMMISSIONER ROGERS: I think it needs just

maybe a little bit of clarification.

MR. STELLO: I think, for example, as I

recall, a diabetic consistently would show an alcohol

level that's measurable in their blood all the time.

COMMISSIONER ROGERS: Yes.

MR. BUSH: Sugars and fruit will turn into

alcohol --

MR. GRIMES: So there is some level that is

on evaluation dismissed.

MR. STELLO: But I think -- what we were

trying to get at, what I said, is not trying to be

precise that --

COMMISSIONER ROGERS: Likely to cause

impairment -- any level likely to cause impairment.

MR. STELLO: Yes. What you're concerned

about is if there's impairment, the individual ought

not to be on shift.

COMMISSIONER ROGERS: And the other thing

relates to this question of prescription and over-the-

counter drugs. We're talking about fitness-for-duty

here. Some of the subsidiary reports that we received
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on these are very interesting, but it's not clear to

me what the conclusions of those are insofar as this

rule reflects that concern. Where do we stand in the

rule with respect to impairment by prescription or

over-the-counter drugs?

MR. GRIMES: Those are included in our

general concern and any impairment that is detected

the rule says no matter from what cause, you should

take action to take the person off shift. We've left

-- and some of the drugs tested for, for example,

amphetamines may be included in prescription drugs

also. So in a way, there's an overlap there.

Benzodiazepines and barbiturates are two

specific things that are in that class. Whether or

not we included them here, some licensees do test for

them.

The way we've spoken to that in the rule is

mainly in the sanctions we've said for those

substances the sanctions that we specified for the

legal drugs and the panel of drugs are not to be

automatically implied, but as in the case of alcohol

each licensee must have a system to consider those.

And we would hope that guidance would be provided to

licensees on the nature of substances that might cause

impairment and that the licensees would appropriately
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1 test as the technology changes for other drugs that

2 might cause that impairment.

3 We've left the sanctions to be determined on

4 a case-by-case basis there.

5 COMMISSIONER ROGERS: Well, I know we're

6 probably not finished with this. It's the first

7 start, and it seems to me a very good one, on the

8 whole problem.

9 What do you envision as a review process and

10 some kind of a time in which we might revisit this

11 whole program to see how well it's worked, where it

12 might be improved, changed?

13 MR. STELLO: About a year or 18 months after

14 its inception.

15 COMMISSIONER CARR: After the 360 -- I mean

16 after the 180 days?

17 MR. STELLO: Yes. After we start actually

18 collecting information and data. After about a year

19 to 18 months I think it's time to go back and start

20 seeing what we learned from that information.

21 COMMISSIONER ROGERS: Good. Good. Thank

22 you.

23 CHAIRMAN ZECH: Mr. Curtiss?

24 COMMISSIONER CURTISS: Just a quick comment.

25 I thought the SECY paper and the manner in which the
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issues were laid out, the presentation, the options

was very well done. I'd like to commend everybody who

contributed to this briefing. Thank you.

CHAIRMAN ZECH: Let me just ask a question--

really make a comment on the cut-off. It seems to me

that what the staff has said is that they're

suggesting that we go with the cut-offs that are

fairly well established by the federal government, and

I understand that that -- that would have, certainly,

the strength of the federal government decisions that

have already been made. There was a discussion of

whether or not we should lower those cut-offs levels,

and we understand that's within our authority to do

SO.

I would suggest that my -- that we might

want to consider if we do go along with what the staff

has recommended as regards cut-offs, that we might

want to -- and if we don't want to accept a lower

level, which we could, of course, as we've been told.

But if we don't want to do that, perhaps we could

accept the cut-offs as presented by the staff and then

go forward with the notice of proposed rulemaking to

change the cut-off levels and during that time ask the

National Institute for Drug Abuse as well as HHS to

comment on it. In other words, to see if we couldn't
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1 get a rather authoritative review as to whether it

2 would be appropriate or not for us to lower these

3 levels. That's something I think we might want to

4 consider if we don't want to lower the cut-off levels

5 ourselves. And as the staff has pointed out, it may

6 not be -- the staff doesn't seem to have the

7 confidence that we could do that now.

8 MR. BUSH: Mr. Chairman?

9 CHAIRMAN ZECH: Yes.

10 MR. BUSH: NUMARC and the licensees, a

11 couple of the testing laboratories and some other

12 people, consultants who have some knowledge in this

13 area, all recommended lower cut-off levels.

14 MR. GRIMES: Well, I think what Mr. Bush is

15 saying is from a technical standpoint that there isn't

16 a problem. But the problems relate to the policy.

17 CHAIRMAN ZECH: I understand that. I

18 understand that. And you have told us to --

19 MR. BUSH: We've already gotten public

20 comments in the recommendations to lower.

21 COMMISSIONER CARR: It's a policy matter,

22 Mr. Chairman.

23 CHAIRMAN ZECH: That's right.

24 COMMISSIONER CARR: I would think we'd want

25 to go with the lower levels and then ask them for a

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS

1323 RHODE ISLAND AVENUE, N.W.

(202) 234-4433 WASHINGTON, D.C. 20005 (202) 232-6600



78

1 review and --

2 CHAIRMAN ZECH: We can do that.

3 COMMISSIONER CARR: -- change them up.

4 CHAIRMAN ZECH: We can do that. We can --

5 COMMISSIONER CARR: It's harder to go down

6 than it is up.

7 CHAIRMAN ZECH: We can go at the lower level

8 and say that's what we've decided based on the best

9 judgment we have. I'm just suggesting that if we

10 didn't want to do that, there's another alternative,

11 and that's to go with the notice of proposed

12 rulemaking.

13 So we have options, is what I'm trying to

14 say. We can either go with it if we have the

15 confidence and recognize that the comments have been

16 received, would give us the assurances to go with it,

17 let it stand or if we don't want to do that, we still

18 have another alterative and that would be to go with

19 the notice of proposed rulemaking and force the issue

20 itself.

21 I'm just suggesting that's an alterative,

22 that's all.

23 MR. STELLO: Mr. Chairman.

24 CHAIRMAN ZECH: Yes.

25 MR. STELLO: There are many options that
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1 concern this level. Whatever the Commission decides,

2 we'll do. I just feel very, very nervous about us

3 getting into an area we really haven't worked in yet.

4 And maybe --

5 CHAIRMAN ZECH: Well, I understand your

6 position. That's why I'm presenting this other

7 proposed rulemaking, perhaps, as an alternative to

8 what you're suggesting. In other words, if we don't

9 feel confidence enough to lower it --

10 COMMISSIONER CARR: If EDL doesn't like it,

11 lead the field in this --

12 CHAIRMAN ZECH: Yes.

13 COMMISSIONER CARR: But I've led the field

14 in it a long time. I don't mind stepping out again.

15 CHAIRMAN ZECH: So what we're saying is

16 that, you know, if we decide to go ahead, that will be

17 our responsibility. We'll accept that. But if we

18 feel that your strong advice is overwhelming, then

19 perhaps we can go the other way. I'm just suggesting

20 to my colleagues that we might want to think about

21 that.

22 Well, let me also commend the staff for an

23 excellent briefing, but more than that more the way

24 you've handled this very important issue for a long

25 period of time. A lot of fine people on the staff
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1 here have worked on it. I know you've had experts,

2 consultants helping you, too. And we thank those of

3 you are here today for your contributions.

4 I do think it's a responsible action on our

5 part. We have taken a while to come to a rule, but I

6 think again the utilities do merit recognition for

7 putting in place each one of them, their own drug

8 policy, and have had in place now for some period of

9 time. But we do feel, I think, that because of the

10 inconsistencies in the utilities that a drug is

11 appropriate. At least I feel that way. So I would

12 encourage my fellow Commissioners to act promptly on

13 the proposal that's before us and try to make a

14 decision on this when we can.

15 I believe it's a responsible action to take

16 and I think this is the time to take it.

17 Any other comments? If not, we stand

18 adjourned. Thank you very much.

19 (Whereupon, the briefing was adjourned at

20 11:35 *.m.)

21

22

23

24
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BACKGROUND

°PROPOSED'RULE PUBLISHED SEPTEMBER 22, 1988

°COMMENT PERIOD ENDED NOVEMBER 21, 1988
°NUMEROUS PUBLIC COMMENTS ANALYZED AND

MANY INCORPORATED
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PRINCIPAL ISSUES

o ALTERNATIVES TO RANDOM CHEMICAL TESTS
" RANDOM TESTING RATES

" ALTERNATIVES TO HHS GUIDELINES
" SPLIT SAMPLES
" ALCOHOL
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PRINCIPAL ISSUES (CONT'D)

" CUT-OFF LEVELS FOR DRUGS
° DRUGS TO BE TESTED
" RECORD KEEPING FORM

"" CONSTRUCTION AND OTHER SCOPE'DECISIONS
" DATE FOR IMPLEMENTATrON
" IMPLEMENTATION
" ENFORCEMENT POLICY

I ,
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ALTERNATIVES TO RANDOM TESTS

" NO ALTERNATIVES CURRENTLY AVAILABLE
o OTHER TECHNIQUES NOT RELIABLE AND

DO NOT ADDRESS IMPAIRMENT AND
TRUSTWORTHINESS
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RANDOM TESTING RATES

° HIGH RATE USED FOR MILITARY MAY NOT BE
ESSENTIAL FOR LICENSEES

O NO COMMENTERS SUPPORTED 300% RATE
0 OPTION 1: TEST RATE TO ENSURE 90%

TESTED AND 30% RATE FOR
THOSE TESTED

O OPTION 2: 300% RATE
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RANDOM TESTING RATES (CONT'D)

° OPTION 3: RANDOM ASSIGNMENT OF DAY TO
BE TESTED (ESTIMATED RATE
200%)

o OPTION 4: TEST ALL WORKERS ONCE.EACH
YEAR, AND 50% RATE

" OPTION 5: 100% RATE
O CONSIDER LOWER RATE AFTER 2 OR 3 YEARS
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ALTERNATIVES TO HHS GUIDELINES

o HHS GUIDELINES CONTAIN TERMINOLOGY AND
PROVISIONS INAPPROPRIATE FOR NUCLEAR
INDUSTRY.
- LIMITATIONS ON DRUGS TO BE TESTED
- NO ON-SITE TESTING PROVISIONS
- NO OPTION TO SPLIT SPECIMEN SAMPLES

° HHS GUIDELINES ADAPTED AS APPENDIX A
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SPLIT SAMPLES

o SPLITTING OF SAMPLES PERMITTED BUT NOT

MANDATED

o USE WHERE ADDITIONAL CONFIDENCE IN THE

PROCESS-IS SOUGHT BY WORKFORCE
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ALCOHOL

o RULE WOULD REQUIRE TESTING FOR ALCOHOL
IN CONJUNCTION WITH ALL TESTS FOR DRUGS
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ALCOHOL (CONT'D)

O SAFETY IMPLICATIONS OF LOW ALCOHOL
LEVELS SHOULD BE CONSIDERED BY LICENSEES,
AND:
- OPTION 1: NO CUT-OFF LEVEL SPECIFIED:

- OPTION 2:

SET BY EACH'LICENSEE
0.04% BAC SPECIFIED (USED
BY DOT ADMINISTRATIONS)
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ALCOHOL (CONT'D)

o LICENSEE POLICY MUST ADDRESS ABSTINENCE

AND CALL-INS
" DISCIPLINARY ACTION SET BY LICENSEES -

.STRINGENT ACTIONS ENCOURAGED
o ALCOHOL EVENTS INVOLVING-LICENSED

OPERATORS AND SUPERVISORS REPORTABLE.
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CUT-OFF LEVELS FOR DRUGS

o COMMENTS BY LICENSEES SUPPORT LOWER
CUT-OFF LEVELS THAN HHS FOR MARIJUANA
AND AMPHETAMINES

° MOST LICENSEES USE LEVELS LOWER THAN
THE HHS CUT-OFF LEVELS.FOR MARIJUANA.

-j
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CUT-OFF LEVELS (CONT'D)

* LOWER CUT-OFF LEVELS PROVIDE GREATER
PROBABILITY OF DETECTION

- 70 TO'80% OF MARIJUANA POSITIVES ARE

BETWEEN 20 AND 100 NG/ML
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CUT-OFF LEVELS (CONT'D)

* POLICY CONSIDERATIONS FOR ADOPTION OF
NATIONAL STANDARD
- EXPERTISE OF HHS AND NIDA
- USE BY DOT ADMINISTRATIONS

O RULE ADHERES TO HHS CUT-OFF LEVELS
BUT PERMITS LOWER LEVELS

13
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DRUGS TO BE TESTED

STAFF PROPOSED ALCOHOL, BENZODIAZE-
PINES, AND BARBITURATES BE ADDED TO
THE HHS TESTING PROTOCOL.

°.LICENSEES ENCOURAGEDTO TEST FOR OTHER
DRUGS.
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DRUGS TO BE TESTED (CONT'D)

" EDO RECOMMENDS ADDING ALCOHOL BUT

REQUESTING HHS TO EVALUATE BENZODIA-
ZEPINES AND BARBITURATES PRIOR TO
ADDITION.
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RECORD KEEPING FORM

° MOST RESPONDENTS ASKED FOR DELETION OF

FORM
o COLLECTING DATA IN STANDARD FORMAT WOULD:

" - ASSURE THAT APPROPRIATE DATA IS
COLLECTED

- FACILITATE ANALYSIS AND AUDITS

i.. ,
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RECORD KEEPING (CONT'D)

° NUMARC DEVELOPING STANDARD DATA
COLLECTION. STAFF WILL TAKE ACTION
IF NUMARC EFFORT NOT TIMELY OR
ADEQUATE.

.1
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CONSTRUCTION AND OTHER SCOPE EXPANSIONS

° ALL COMMENTS AGAINST APPLYING RULE TO
NON-POWER REACTORS, FUEL FACILITIES,
AND OTHER LICENSEES

° CONSTRUCTION PERMIT HOLDERS FAVORED0EXPANSION OF RULE .TO CONSTRUCTION"
SITES.
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CONSTRUCTION (CONT'D)

° RULE WOULD SET GENERAL REQUIREMENTS
FOR SELECTED PROGRAM ELEMENTS FOR
CONSTRUCTION
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DATE FOR IMPLEMENTATION

° SEVERAL-REQUESTS FOR EXTENSION OF
IMPLEMENTATION

° RULE WOULD REQUIRE ALL ELEMENTS
IMPLEMENTED-WITHIN 180 DAYS
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IMPLEMENTATION

TO ASSURE*THAT WRITTEN POLICIES AND
PROCEDURES MEET BASIC EXPECTATIONS AND

-OTHER ELEMENTS ARE IMPLEMENTED:

O LICENSEES WILL CERTIFY IMPLEMENTATION

AND REPORT LOWER CUT-OFF LEVELS



24

IMPLEMENTATION (CONT'D)

O TEMPORARY INSTRUCTION FOR INITIAL

REGIONAL INSPECTION WILL ENSURE THAT
EACH LICENSEE PROGRAM IS REVIEWED FOR
GENERAL COMPLETENESS AND ADEQUATE
IMPLEMENTATION.

'-3
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ENFORCEMENT POLICY

* ENFORCEMENT POLICY AMENDMENT PROPOSED
TO INCLUDE FFD IN SUPPLEMENT VII
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OTHER CHANGES TO THE RULE

o TEST NOT CONFIRMED POSITIVE UNTIL MRO
REVIEW OF TEST RESULTS; MUST-BE
:COMPLETED WITHIN 10 DAYS

"'LIMIT ACCeSSTO RESULTS OF PRELIMINARY
TESTS

o BEST-EFFORT VERIFICATION OF EMPLOYMENT

HISTORY MEETS "SUITABLE INQUIRY"
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OTHER CHANGES (CONT'D)

° RELIABILITY AND TRUSTWORTHINESS ADDED
TO GENERAL PERFORMANCE OBJECTIVES.

° PERIOD FOR TESTING PRIOR TO UNESCORTED
ACCESS SPECIFIED AS.'60 DAYS'

o TESTING LABORATORIES SHALL BE'HHS-

CERTIFIED.

.P,
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OTHER CHANGES (CONT'D)

o SIGNED RELEASE TO SUPPORT "SU.ITABLE
INQUIRY"

o INCREASED FREQUENCY OF TESTING FOR
FIRST 4 MONTHS FOLLOWING REINSTATEMENT
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OTHER CHANGES (CONT'D)

o APPEALS*PROCESS CLARIFIED

- INCLUDES ALL PERSONS TESTED
- APPLIES TO TEST RESULTS ONLY
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OTHER CHANGES (CONT')

ADDITIONAL CATEGORIES OF PERSONS
AUTHORIZED ACCESS TO PERSONAL
INFORMATION.
- THOSE RESPONSIBLE FOR DECIDING

MATTERS ON REVIEW AND APPEAL
- PURSUANT TO A COURT ORDER
- AUDITORS
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January 31, 1989 RULEMAKING ISSUE SECY-89-030

For: The Commissioners (Affirmation)

From: Victor Stello, Jr.
Executive Director for Operations

Subject:

Purpose:

Background:

FINAL RULEMAKING - FITNESS-FOR-DUTY PROGRAMS

To obtain Commission approval to publish a final rule.

A Staff Requirements Memorandum of September 12, 1988, directed
the staff to publish the proposed Fitness-for-Duty Rule for
public comment. The proposed rule was published in the Federal
Register on September 22, 1988. The comment period closed on
oYlieir 21, 1988; 378 letters were received. On October 17,

1988, a public meeting was herd at which Dr. Walsh and Commander
Irving from the National Institute on Drug.Abuse and members of
the NRC staff and their'contractor answered questibns on the
proposed rule afid received comments. The meeting was trans-
"cribed and the comments have been considered along with the
written comments received. To expedite consideration of this
matter, the policy-related comments were collated and sum-
marized, and summary responses were. developed. These responses
are provided in the enclosed Federal Register Notice (FRN), which
will accompany the final rule. Amore detailed compilation of
the large number of comments received and their disposition will
be forwarded to the Commission under separate cover.

On November 21, 1988, the Department of Transportation (DOT) and
its operating administrations (e.g., the Federal Aviation
Administration, Federal Railroad Administration, Federal
Highway Administration, etc.) published several final rules
(53FR47002) to establish drug programs in the transportation
industry. The DOT adopted a modification of the Department of
Health and Human Services (HHS) Guidelines. The DOT administra-
tions adopted a 50 percent annual rate for random testing (most
of these rules start at an annual rate of 25 percent and build
to 50 percent within 1 year).

Three issue papers developed by the Battelle Human Affairs
Research Center were forwarded to the Commission under
separate cover. These papers deal with alcohol, prescription
drugs, and Commissioner Rogers' questions to the staff.

CONTACT: Loren L. Bush, NRR
492-0944
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Discussion: Principal Issues and Proposed Staff Resolutions

The comments received and the staff responses to these comments
are summarized in the Supplementary Information of the enclosed
Federal Register Notice. These areas'are

1. General Overview
2. Need for Rule
3. Impairment vs. Reliability
4. Scope of RulT-
5. Chemical Testing
6. Reliability of Test Results
7. Training and Behavioral Observation
8. For-Cause Testing
9. Sanctions

10. Impairment from Other Causes (Prescription Drugs and
Alcohol)

11. Confidentiality of Test Results
12. Employee Assistance Programs
13. HHS Guidelines
14. Relationship to Access Authorization
15. Reporting and Record Keeping -

16. Aud4ts of Fitness-for-Qufy Programs
17. Implementation Schedule
18. Legal Issues
19. Costs/Benefits

The following discussion extracts for Commission consideration
the issues the staff believes are the principal ones now before
the Commission with regard to the final rule, along with the
proposed resolutions for these issues. In two cases, alcohol
and the rate of random tests, alternatives are presented for a
Commission policy choice. The issues raised in the 10 specific
questions on which the Commission sought comment are also dis-
cussed. Cross references to the location of the answers to
matters raised by each question are given in Enclosure 1.
Cross references to the issues raised by Commissioner Roberts'
questions are given in Enclosure 2.

Alternatives to Random Chemical Tests

As discussed in the response to Commissioner Rogers' questions
previously transmitted to the Commission, the staff continues
to conclude that no alternatives are currently available that
would substitute for random chemical tests for drugs. Other
techniques do not provide reliable methods of detecting relevant
impairment for drugs, including alcohol. In addition, such tech-
niques do not address the potential for impairment or such issues
as trustworthiness and reliability which the staff believes to
be the principal underpinnings of the rule and an important part



The Commissioners -3 -

of the access authorization program. The use of illicit sub-
stances or the misuse of licit substances (1) raises questions
as to past, present, and future impairment of employees affecting
workplace tasks, (2) raises concern with regard to introduction
of drugs to others in the workplace, and (3) brings into question
whether the individual will follow rigorous procedural require-
ments with the integrity required in the nuclear power industry
to ensure public health and safety.

Random Testing Rates

In the area of alternative rates and sampling procedures, the
staff has developed options and indicated its preference in
each case but has left the specific alternative to be required
as a policy choice for the Commission. A comparison of the
results from the U.S. Navy program and information submitted
by several licensees with random testing programs indicates
that the high rate of testing that appears needed in the
military may not be essential for the nuclear power industry.
In this regard, the Navy, using a 300 percent-per-year testing
rate, finds about 5 percent of its tests positive. Commenters
in the nuclear industry with random testing programs reported
less than'l percent positive tests, with a utility using a''100
percent-per-year rate reporting 0.5 percent positive tests.
These results are particularly noteworthy as most licensees use
cut-off levels lower than the Department of Defense (DOD); one
licensee lowered its cut-off level for marijuana from 100 ng/ml
(the DOD level) to 20 ng/ml (used by most licensees) and tripled
the rate of positive tests. It would appear that if the same
testing standards were used, the DOD and nuclear industry
experiences would be even more divergent. This result appears
to reflect a substantially different tested population. Because
there may be negative effects on individual employee morale from
the high numbers of tests of individuals and from the disruption
of the workplace, and because substantially higher deterrence
appears to have been achieved in the nuclear power industry
with rates of 100 percent-per-year or lower, a testing rate as
high as 300 percent-per-year may not be appropriate. However,
this option has been retained for Commission consideration along
with other options as follows:

1. Alternative A from the draft rule sets two goals; the first
goal requires that at least 90 percent of the workforce be
tested and the second goal requires that the testing rate
for the already-tested population during a year. not be set
lower than a rate equal to 30 percent of the workforce.
The disadvantage of this alternative is its complexity of
administration and the creation of a lesser deterrent
during part of the year.



The Commissioners -4 -

2. Alternative B from the draft rule requires testing at a
rate equal to .300 percent of the workforce. The disadvantage
of this alternative is the possible excessive disruption of
work activities and the testing of a few individuals at a
very high rate which may affect morale. The cost of this
rate may be excessive given the reported low number of posi-
tive tests for testing rates at 100 percent per year or
lower in the nuclear industry. As discussed above, this
option is not recommended.

3. In this method, each worker is randomly assigned a day
during the succeeding 365 days on which he or she will
be tested, and then, after testing, is randomly assigned a
day in the following 365-day period. The worker could be
tested several times in one year but is guaranteed at least
one test per year. This process allows for testing of the
entire workforce during any 365-day period and reduces the
testing rate in comparison to Alternative B (the estimated
rate is 200 percent). However, there'is a possibility that
more workers may be selected for testing on a given day
than the licensee has a capacity to test. Another disadvan-
tage of this alternative is the need to select testing
dates well in advance and the security problems that. may
result,

4. In this method, all workers are subjected to unannounced
testing once during the year, and random testing at a low
rate (e.g., 50 percent) is also performed during the year
to ensure ongoing deterrence. The staff believes that
certain restrictions would need to be placed on unannounced
testing methods to ensure an adequate deterrent effect if
this option were selected. For example, the testing would
need to be done on an individual rather than on a work-unit
basis, would need to be performed throughout the year, and
would require the selection process to immediately precede
testing so that the system would be less vulnerable to
prior notice to individuals. The one union local that
supported random testing was a local from a site with a
program close to that of option 4. The positive test rate
has declined using a 20 percent-per-year random test
rate at this facility (Clinton).

5. In this method, random testing is conducted at a rate
equal to 100 percent of the workforce, resulting in about
two-thirds of the workers being tested during the course
of a given year. This method would be easy to administer,
should provide adequate deterrence, and is the same as that
used for NRC employees. The staff recommends this option.

Several other alternatives proposed by commenters were elimi-
nated by the staff. For the time being, the staff believes that
testing rates substantially below the 100-percent rate and not
supported by other testing (as in options 1 and 4) would not
ensure adequate deterrence.
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Proposals that workers not be retested until all other workers
are tested and proposals that there be a specified maximum
number of times that workers are tested within a year cannot be
supported because they would make the process nonrandom and
would defeat some of the deterrent value of testing.

For any of the options listed above, the Commission may wish to
consider an initial high rate for a 2-year period, followed by
a somewhat lower rate with a subsequent evaluation of any loss
of deterrence at the lower testing rates.

Alternatives to HHS Guidelines

Several commenters suggested that an alternative to the HHS
Guidelines is the College of American Pathologists (CAP) Forensic
Urine Drug Testing (FUDT) program. Other suggested alternatives
were the "AFL-CIO Guide for Drug and Alcohol Testing on the Job,"
and state laboratory certification programs. Staff has concluded
that none of the proposed alternatives match the rigor required
by the HHS Guidelines.

Although a few commenters indicated that the HHS Guidelines
should be adopted by the NRC in their entirety, a persuasive
majority.stated that although the HHS.Guidelines provide many
excellent procedures for ensuring the quality of drug testing
programs, they also contain terminology and provisions that
are inappropriate for application to the nuclear power industry.

The staff agrees with the commenters that such inappropriate
terminology and provisions include (1) references to "agencies,"
to Public Law 100-71, to the Privacy Act, and to the HHS
Secretary; (2) limitations in the panel of drugs for which
certified laboratories can test; (3) a potential conflict with
onsite testing because of the HHS requirement that all testing
be done by certified laboratories; and (4) the lack of an option
to split specimen samples. To ensure that the HHS Guidelines
are appropriately adapted to the proposed rule, many commenters,
including NUMARC, recommended that the pertinent sections of
the HHS Guidelines be incorporated into the rule itself or that
the NRC develop its own guidelines.

A similar course of adapting pertinent parts of the HHS Guide-
lines for application to a regulated industry was recently chosen
by the Department of Transportation. A comparative text of the
HHS Guidelines, the DOT Guidelines and the staff's proposal for
NRC Guidelines is given in Enclosure 5. The NRC Guidelines
would be issued as Appendix A to 10 CFR Part 26.

Split Samples

One of the measures proposed by commenters to provide greater
assurance of a fair appeals process was the use of split samples
whereby the collected specimen is split into two (or three)
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portions and at least one is retained until no longer needed for
an appealed retest. The HHS Guidelines require that specimens of
positive confirmation tests be retained at the testing labora-
tory. Because of the high degree of assurance of the integrity
of the test results provided by procedural safeguards (such as
the chain-of-custody and HHS-certified laboratory procedures),
and because some of the same (albeit minimal) chain-of-custody
concerns would exist irrespective of the procedural safeguards
(even with split samples), the proposed final rule permits, but
does not mandate, split samples. This approach may be used by
licensees when additional confidence in the process is sought
by the workforce.

Alcohol

The staff believes that sufficient information is now available
to provide effective regulations on alcohol as a fitness-for-
duty concern. An extensive discussion of alcohol is contained in
the contractor discussion paper forwarded under separate cover
to the Commission. Although most commenters who favored testing
for alcohol also favored specification of a cut-off level, the
staff believes that the licensee should consider the safety
implications of.lower alcohol levels.. Two options are offered
for Commission consideration:

1. Specify no blood alcohol content (BAC) cut-off level but
require an evaluation and appropriate actions at any
detected BAC.

2. Specify a BAC cut-off level of 0.04 percent for which
licensees would individually set sanctions but require
an evaluation and appropriate actions at any lower BAC
level. The staff recommends this option.

Both options would include random, as well as for-cause and
pre-access, testing for alcohol. Screening would be by breath
tests with confirmatory testing by a second breath test or by
testing of a blood sample if requested by the individual. Both
options would also include establishment of a required period
of abstinence preceding all scheduled work with a provision for
specific reporting of alcohol use by individuals summoned by a
call-in. The licensee would have the option of using key indivi-
duals who have consumed alcohol before being called in, but the
licensee would need to establish suitable controls and procedures
(such as a fitness evaluation or escorted status).
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Disciplinary action in response to the use of alcohol within
the protected area or a determination of unfitness because of
consumption of alcohol would be established by licensees.
Licensees would be encouraged in the Supplementary Informa-
tion to the Federal Register Notice to establish stringent
sanctions, similar to those for drugs, to discourage drug
abusers from turning to alcohol abuse and to heighten workforce
sensitivity to the significance of potential impairment. Both
use of alcohol within the protected area and determinations of
unfitness because of alcohol for scheduled shift work that
involve supervisory personnel or licensed reactor operators
would be reportable to the NRC within 24 hours.

The DOT's operating administrations have set 0.04 percent BAC
for their regulated activities. The Federal Highway Admin-
istration's (FHWA's) rule on alcohol (53 FR 39044) will require
the States to adopt a cut-off level of 0.04 percent for alcohol
for commercial operators to prevent a withholding of Federal-
aid highway funds. The FHWA rule also requires a 1-year dis-
qualification for individuals with an 0.04 percent BAC or above
and a 24-hour out-of-service sanction for those with any measured
BAC or any detected presence of alcohol. Although significant
impairment does not appear to occur until a BAC higher than 0.04
percent is present, the staff'believes that any blood alcohol
content while an employee is on duty is cause for concern.

Cut-off Levels for Drugs

NUMARC, many licensees, and several other commenters held that
some of the cut-off levels established in the HHS Guidelines
were not stringent enough for some drugs. These commenters were
of the opinion that all licensees should use the same cut-off
levels consistent with minimum standards set by the NRC to enable
them to better withstand challenges in court and to facilitate a
more manageable tracking system.

The staff has concluded that 100 ng/ml as an initial screening
cut-off level set by the HHS Guidelines would not detect a
number of marijuana abusers. For example, recent use of mari-
juana (i.e., within 6 hours after ingestion) may frequently
result in urinary metabolite concentrations that are above
20 ng/ml and below 100 ng/ml. Because marijuana metabolites
are lipid soluble and are generally excreted into the urine
for a greater period of time than water-sol'uble drugs, mari-
juana metabolites may be present in the urine at levels between
20 ng/ml and 100 ng/ml for relatively long intervals. However,
these levels usually remain below 100 ng/ml.
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Lower cut-off levels would provide a greater probability of
detection. One licensee lowered its cut-off level for the
initial screening test for marijuana from 100 ng/ml to 20
ng/ml, and the positive rate tripled. When licensees have set
the initial screening level at 20 ng/ml, 80 percent of positive
tests for marijuana are initially screened between 20 and 100
ng/ml. Six of the seven licensed reactor operators who tested
positive for marijuana during 1988 were found during initial
screening tests to have metabolites at the following ng/ml
levels: 110, >100, 96, 95, 70, 65, 50, and 16. In the last
example, the operator also tested positive for cocaine. These
data are incomplete; the licensee for one of the licensed
operators was unwilling to provide data.

High cut-off levels focus on detection of frequent users.
Earlier detection (of occasional users) enhances the-probability
that the employee can be rehabilitated and retained.

Although the NRC rule would permit lower cut-off levels to be
established by licensees, it is likely that some employee bar-
gaining and arbitration processes would result in cut-off levels
that are not lower than those specified by NRC. The staff has
received assurances that the NatiQnal Institute on Drug Abuse
(NIDA) does not.o bject to lower cutoff levels'that are tech-
nologically defensible. The only technological consideration
that bears on low cut-off levels is that levels as high as 30
ng/ml for the immunoassay screening test have been achieved
under laboratory conditions from passive inhalation in which the
subjects were exposed to heavy concentrations of marijuana smoke
in a confined space for an extended time.

Although lower cut-off levels may be preferable from a technical
standpoint, we conclude that, from a policy standpoint, it
is undesirable for the NRC to take the lead in this area and
that the NRC should await changes to the HHS standards before
lowering the cut-off levels further. The Committee to Review
Generic Requirements (CRGR) is of the opinion that HHS and NIDA
have more expertise in this area than the staff and, therefore
a departure from a standard set by HHS and NIDA was not appro-
priate. The CRGR also recommended that the Commission be made
aware of the industry experience with positives at lower
cut-off levels, which are reported above. The final rule
reflects the adherence to the HHS cut-off levels.

Drugs To Be Tested

NUMARC, many licensees, and several other commenters recom-
mended that several additional drugs be included in the test-
ing protocol. NUMARC and a few other commenters thought that
inclusion of the additional drugs should be recommended, while
others thought the testing of additional drugs should be required.
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Appendix A to the rule adds three substances to the testing
protocol: alcohol, benzodiazepines, and barbiturates. Thera-
peutic doses of benzodiazepines and barbiturates can impair;
significant impairment can result from abuse of any of these
three substances, especially if taken in combination. The
rule will encourage licensees to test for other drugs.

Although the staff has recommended that benzodiazepines and
barbiturates be added to the panel of drugs to be tested, I
recommend that benzodiazepines and barbiturates not be included
at this time. The NRC should request that the Department of
Health and Human Services, through the National Institute on
Drug Abuse, review the merits of the inclusion of these classes
of drugs in drug testing programs. The addition of these sub-
stances is a substantial change from the HHS Guidelines and NIDA
is regarded as the federal expert in this matter. I agree that
the procedural departures from the HHS guidelines which the staff
has recommended are appropliate.

Record Keeping Form

A proposed standard data form was published with the rule and
comments were requested as to whether it should be part of the
rule. Virtually all respondents asked for deletion of the form.
The staff believes tha.t collecting data in a standard format
would ensure that appropriate data is collected and would
facilitate periodic analysis and audits. NUMARC has indicated
that industry guidelines will be developed that will include
standard data collection elements. The staff therefore proposes
that a requirement not be included in the rule at this time.
The NUMARC working group has been informed that if the industry
guidance does not prove timely or adequate, the staff may take
further action in this regard.

Construction and Other Scope Expansions

Most commenters had no comment on expansion of the rule to
cover construction sites or said that the scope of the rule
should not be expanded from that proposed. However, the
commenters favoring expansion of the scope of the rule to cover
construction sites were holders of construction permits.

The staff believes that a higher degree of assurance of the
adequacy of construction and testing activities could be ob-
tained by requiring fitness-for-duty programs at construction
sites. The staff also recognizes, however, that no immediate
public health and safety hazard could result from substance
abuse at construction sites and that the quality assurance
programs of the utility should ensure an adequate level of
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confidence that errors from any source, including drug or
alcohol use, would be detected and corrected. The staff
recommends a general requirement for random testing at con-
struction sites because (1) random testing is a current practice
at some construction sites, (2) permit holders might be
prevented from performing random testing absent a Federal
requirement, and (3) there is a need to take all reasonable
measures to ensure the integrity of the work performed at the
site. Written procedures and a general requirement for an
Employee Assistance Program, an appeals process, and protection
of records would also be included.

All comments were against applying the rule to non-power reactor
facilities, fuel fa-cilities, and other licensees.. The staff sees
no need to address these matters on the time scale of this
rulemaking.

Date for Implementation

Several commenters requested that the implementation date for the
program be extended from 90 days to 180 days, which would result
in the-same date as required for implementation of the chemical
test provisions. of the rule. The principal reason given for this.,
6xtension was the need to complete all the administrative matters,
particularly the renegotiation of contracts. The staff agrees
that this extension is reasonable. Other commenters requested an
extension of the chemical testing implementation date. The staff
believes that such an extension should not be granted in view of
the safety importance of this rule and the fact that the
Commission's intent in this regard has been clear to the industry
for some time.

Implementation

To ensure that the written policies and procedures have been
developed and meet basic expectations and that other program
elements such as training and random testing have been imple-
mented, the following actions are proposed:

1. Licensees are required by the final rule to certify to the
NRC that their fitness-for-duty programs are implemented and
to specify cutoff levels which are more stringent than the
rule specifies. Licensees may request less stringent require-
ments as exemptions in accordance with §26.6 of therule.

2. The final rule puts licensees on notice that the Commission
may at any time review the written policy and procedures
to ensure that they meet the performance objectives.

3. A temporary instruction will be issued to the regions to
ensure that each licensee plan is reviewed for general
completeness and adequate implementation
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The staff believes that these actions are also consistent with
the Chairman's commitments in testimony before the Subcommittee
on General Oversight and Investigations of the House Committee
on Interior and Insular Affairs regarding review of licensee
plans.

Enforcement Policy

Accompanying the final rule are amendments to the Commission's
General Statement of Policy and Procedure for NRC Enforcement
Actions, 10 CFR Part 2, Appendix C. These changes, which are to
be made to Supplement VII, "Miscellaneous Actions," provide
examples by which violations of 10 CFR Part 26 may be
categorized. A description of the chdnges is provided in
the Federal Register Notice.

Comparison of 10 CFR Part 26 to the Program for NRC Employees

The drug testing program for NRC employees implemented in
response to Executive Order 12564 differs from the proposed
final rule in a few key areas.

o. With respect to program scope, the NRC program, as cur-
rently written, .a.pplies to NRC employees permitted unes-
corted-access to vital areas and does not cover NRC
contractors and con--su-tants. However, as a practical
matter, requests for unescorted access to protected areas
will not normally be made unless the NRC employee is in a
testing-designated position. The industry program will
cover all persons authorized unescorted access to protected
areas, except for NRC personnel (and a few others under
specific conditions).

0 With respect to tested substances, the industry program
will include testing for all five HHS-prescribed sub-
stances, alcohol, benzodiazepines, and barbiturates. The
NRC program tests for the five HHS-prescribed substances.
Licensees need not petition NRC to test for other drugs;
the NRC would need to petition HHS if it desires to test
for drugs other than the five specified by HHS.

o With respect to cut-off levels, the NRC Federal program
is required to adhere to the cut-off levels set by HHS.
NIDA has under consideration some reduction in cut-off levels
for marijuana for Federal programs and has indicated to the
staff that it would have no objection to the use of lower
cut-off levels for the nuclear industry.
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o With respect to testing frequency, the staff recommends a
random testing rate.of 100 percent per year for the nuclear
industry, which is the same rate as that for the program for
NRC employees.

o With respect to measures to ensure validity and accuracy of
test results, the NRC testing guidelines for the nuclear
industry, in addition to repeating applicable sections of
the HHS guidelines, would

require licensees to use a tamperproof sealing system
on specimen containers

provide guidance for written procedures, instructions,
and training

- provide requirements to prevent subversion of testing

permit licensees to collect urine specimens in
facilities normally used for other purposes,
provided specified security measures are taken

permit licensees.to split samples

permit an individual to request a confirmatory blood
test for alcohol

In addition, the rule will permit licensees to conduct initial
onsite screening tests of specimens; HHS Guidelines permit only
HHS-certified laboratories to conduct such tests.

Coordination: The Office of General Counsel (OGC) has no objections

to publishing the rule.

Recommendations: That the Commission:

1. a) Ar publication of the final rule as set forth
in TFRR with the stipulation that benzodiazepines
and barbiturates be removed from the panel of drugs
to be tested. The final rule will add a new Part 26
to require a licensee authorized to operate or con-
struct a nuclear power reactor to implement a fitness-
for-duty program.

b) Approve publication ofthe amendments to Appendix
C toW10CR Part 2 as an effective policy statement.

2. Approve option 5 for random testing rates
and approve option 2 for the alcohol action level.
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3. Direct the staff to (i) request the Secretary, HHS
through the National Institute on Drug Abuse, to
review the merits of adding benzodiazepines and
barbiturates to the classes of tested drugs, both
with respect to the NRC rule for the nuclear power
industry, and with respect to the NRC and other
federal programs, (ii) provide NIDA information on
the procedural modifications the NRC has made to
further protect individual rights, and (iii) provide
NIDA information concerning industry experiences with
their fitness-for-duty programs.

4. Certif. in order to satisfy the requirements of the
Reguiatory Flexibility Act, 5 U.S.C. 605(b), that this
rule will not have a significant economic impact on a
substantial number of small entities. This certifica-
tion is included in the enclosed FRN.

5. Note:

a. That the notice of final rulemaking in Enclosure 3
will be published in the Federal Register allowing
180 days for implementation.

b. That, in accordance with 10 CFR Part 51, the staff
prepared an environmental assessment and a finding
of no significant impact which was included in the
FRN concerning the proposed rule.

c. That this final rule contains information
collection requirements that are subject to
review by the Office of Management and Budget.

d. That the Subcommittee on Nuclear Regulation of
the Senate Committee on Environment and Public
Works, the Senate Committee on Governmental
Affairs, the Subcommittee on Energy and the
Environment of the House Committee on
Interior and Insular Affairs, the Subcommittee
on General Oversight and Investigations of the
House Committee on Interior and Insular
Affairs, the Subcommittee on Energy and Power
of the House Committee on Energy and Commerce,
the Subcommittee on Environment, Energy and
Natural Resources of the House Committee on
Government Operations, and the House Select
Committee on Narcotics Abuse and Control
will be i.nformed (Enclosure 7).
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e. That a public announcement will be issued
(Enclosure 8).

f. That the Office of Administration and Resources
Management (ARM) will send copies of the final
rule to all affected licensees and other
interested persons following Commission approval
for publication of the final rule.

g. That the Chief Counsel for Advocacy of the Small
Business Administration will be informed of the
certification and the reasons for it as required
by the Regulatory Flexibility Act.

Schedu-ling: This paper should be scheduled at an open session if a discussion
with the staff is desired before approval.

4ictorSel, .
Executive Director

for Operations

Enclosures:
1.-Cross-reference: 10 Specific

Commission Questions
2. Cross-reference: Commissioner

Roberts' Questions
3. Notice of Final Rulemaking
4. Annotated copy of Rule changes
5. NRC Guidelines (Comparative Text)
6. Backfit Analysis
7. Draft Congressional Letters
8. Draft Press Release
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Commissioners' comments or consent should be provided directly
to the Office of the Secretary by c.o.b. Friday, February 17,
1989.

Commission Staff Office comments, if any, should be submitted
to the Commissioners NLT Friday, February 10, 1989, with an
information copy to the Office of the Secretary. If the paper
is of such a nature that it requires additional time for
analytical review and comment, the Commissioners and the
Secretariat should be apprised of when comments may be expected.

This paper is tentatively scheduled for affirmation at an Open
Meeting during the Week of February 20, 1989. Please refer to
the appropriate Weekly Commission Schedule, when published, for
a specific date and time.

DISTRIBUTION:
Commissioners
OGC
OIA
GPA
REGIONAL OFFICES
EDO
ACRS
ACNW
ASLBP
ASLAP
SECY



Enclosure 1

Cross-refeience: 10 Specific Commission Questions



ENCLOSURE 1

CROSS-REFERENCE FOR ANALYSIS OF RESPONSES RELATING
TO THE TEN SPECIFIC QUESTIONS POSED BY THE COMMISSION

IN THE FEDERAL REGISTER NOTICE

1. Are there practical alternatives to random testing, not discussed
herein, that provide equivalent deterrence and detection of drug use?

See: 1. Section 5, "Chemical Testing" in the discussion on comments
and responses in this proposed FRN

2. Chapter 4 of NUREG/CR 5227

3. Proposed rule at 53 FR 36805

4. Technical paper on Commissioner Rogers' questions related
to Detection of Impairment forwarded under separate cover.

2. What practical alternatives, not discussed herein, exist that could

determine physical and mental impairment?

No practical alternatives were provided by commenters

But-see: I., Chapter 5 of NUREG/CR 5227

2. Proposed rule at 53 FR 36797, 36807, 36808

3. Technical paper on Commissioner Rogers' Questions related
to Detection of Impairment forwarded under separate cover.

3. What rates of random testing and retesting provide an acceptable pro-
bability of detection and adequate deterrence? What should be the basis
for any future modifications in the rate for random testing? Chairman Zech
and Commissioner Carr believe, in view of the military's experience with
testing cited in section IV of this notice, that a 300 percent annual
testing frequency is more appropriate to ensure that the testing program
provides an adequate deterrent. They request specific comments as to
whether a 300 percent annual testing frequency (Alternative B) or Alter-
native A in §26.24(a)(2) in the proposed rule is the more effective testing
scheme. Is there some other alternative that should be considered? Data
to support recommendations are requested.

See: 1. Section 5, "Chemical Testing" in the discussion on comments and
responses in this proposed FRN.

2. Chapter 4 of NUREG/CR 5227

3. Proposed rule at 53 FR 36810

4. Are there effective alternatives to the "Mandatory Guidelines for Federal
Workplace Drug Testing Programs" issued by Health and Human Services (HHS)
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on April 11, 1988 (53 FR 11970) that the Commission should adopt as
minimum standards for fitness-for-duty programs at nuclear power plants?

See: Section 13, "HHS Guidelines" in the discussion on comments
and.responses in this proposed FRN.

5. Are there any additional quality control measures or appeal procedures
that should be considered to protect the rights of individuals being
tested, to ensure that individuals are not misidentified in the process
as drug users, and to provide a mechanism to correct any errors?
Specifically, who should have access to knowledge of the results of
unconfirmed. initial test results (employee, immediate supervisor, higher
-management levels)? What procedures are necessary to assure appropriate
privacy?

See: 1. Section 11, "Confidentiality of Test'Results," and Section 18,
"Legal Issues" in the discussion on comments and responses in
this proposed FRN.

2. Chapter 5 of NUREG/CR 5227

3. HHS. Guidelines (53 FR 11970)

6. Should'the Commission provide.general guidanrce on potential impairments,
.such as alcohol abuse and prescription drugs?' How should such-guidance
be implemented in a fitness-for-duty program? Should any random testing
program be expanded to encompass legal drugs and alcohol? If so, should
the response to a positive test for alcohol be the same as for illegal
drugs? What should be the response to a positive test for legal drugs?

See: 1. Section 10, "Impairment from Other Causes" in the discussion
on comments and responses in this proposed FRN.

2. Chapter. 2 of NUREG/CR 5227

3. Technical paper on Alcohol Use as a FFD Concern (Battelle)
forwarded under separate cover

4. Technical paper on Prescription and OTC Drug Use (Battelle)
forwarded under separate cover.

7. How long should a person be barred from performing activities within the
scope of the proposed rule following removal under the fitness-for-duty
policy,.and under what circumstances should reinstatement be allowed?
How long should records of this removal be retained to facilitate future
employment decisions?

See: I.. Section 9, "Sanctions" in the discussion on comments and
responses in this proposed FRN.
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2. Chapter 7 of NUREG/CR 5227

3. Proposed Rule at 53 FR 36814

8. Are the categories of workers identified for testing appropriate, or is
some other population (whole site, control room operators only) necessary/
sufficient for safety?

See: 1. Section 4, "Scope of Rule" in the discussion on
comments and responses in this proposed FRN.

2. Proposed Rule at 53 FR 36817

9. Should training on the items covered under 3, 4, and 5 of §26.22(a) be
provided to all employees covered under the rule so each employee can
recognize drugs, indications of the use, sale, or possession of drugs,
and impairment of a person covered under the rule and know what action to
take?

See: Section 7, "Training and Behavioral Observation" in the discussion
on comments and responses in this proposed FRN

10. Finally, the Commission is especially interested in receiving comments on
the extent to which NRC regulations on fitness for duty should address
other regulated activities not currently within the scope of this
proposed rule. Regulated activities being considered for rulemaking or a
Commission statement of poTicy include:

0 The construction and preoperational testing of nuclear power plants

prior to the issuance of a license and the loading of nuclear fuel.

0 The operation of nonpower reactors used in academic, research, and

commercial applications.

" Fuel cycle facilities involved in the possession and processing of

plutonium or uranium in highly enriched, low enriched, or natural
uranium forms.

O The utilization of nuclear materials in other activities such as

radiography, product irradiation, radiopharmaceutical production,
nuclear medicine, uranium milling activities, production and use of
various sources, and radioactive waste disposal activities.

See: Section 4, "Scope of Rule" in the discussion on comments and
responses in this proposed FRN
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ENCLOSURE 2

CROSS-REFERENCE FOR ANALYSIS OF RESPONSES
RELATIMG TO THE QUESTIONS POSED BY COMMISSIONER ROBERTS

IN THE FEDERAL REGISTER NOTICE

1. I still find no nexus made between the categories of workers chosen for
testing and their safety related duties. "The rule would, wi-th limited
exceptions, apply to all individuals granted unescorted access to
protected areas, and to any licensee or contractor personnel required to
respond to the licensee's Technical Support Center (TSC) or Emergency
Operations Facility (EOF) in accordance with licensee emergency plans and
procedures." I would like to see a documented basis for this. Why not
the whole site? Why not only control room operators? This may be the
correct class of workers but I would like a rationale.

See: Section 4, "Scope of Rule" in the discussion on comments and
responses in this proposed FRN

2. The rule portends to provide reasonable assurance that workers are not
impaired from a variety of substances, yet it is only focused on illegal
drugs. I would like comments on the nature of the impairment suffered
by abusing legal drug and alcohol. If the industry program is sufficient
to provide a reasonable assurance that legal drugs and alcohol are not
causing impairment of workers at nuclear power plants, why is it npt
sufficient--in conjunction with the local law enforcement-agencies--to
provide the assurance for illegal drugs? Why are alcohol and abuse of ,
legal drugs excluded from our area of concern?

See: 1. Section 10, "Impairment from Other Causes" in the discussion on

comments and responses in this proposed FRN

2. Chapter 2 of NUREG/CR 5227

3. Technical paper on Alcohol Use as a FFD Concern (Battelle)
forwarded under separate cover

4. Technical paper on Prescription and OTC Drug Use (Battelle)
forwarded under separate cover.

3. The staff does an excellent job in describing the effects of marijuana,
cocaine, opiates, phencyclidine, and amphetamines and of citing expert
works to support their descriptions. I note that each one of the
categories of drugs to be tested have observable effects. Given that
the purpose of random testing is detection and deterrence, it seems to
me that testing for cause would be the preferred alternative since it
can also offer detection and deterrence while having a much better chance
of being found to be constitutional.
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See: 1. Section 5, "Chemical Testing" in the discussion on comments
and responses in this proposed FRN.

2. Chapter 4 of NUREG/CR 5227

3. Proposed Rule at 53 FR 36806

4. Technical paper on Commissioner Rogers' Questions related to
Detection of Impairment forwarded under separate cover.

.4. Finally, I am concerned that we indicate the illegal drugs to be tested,
the frequency of the tests, the mode of testing and yet are silent, other
than for a "do good" statement, on the details of procedures to ensure
protection of the rights of those tested. How is the NRC. going to ensure
that those rights are protected? If we rely on the unions to protect
their members, how are we going to assure there will be "uniform program
standards" within the industry?

See: 1. Section 11, "Confidentiality of Test Results," and Section 18,
"Legal Issues" in the discussion on comments and responses in
this proposed FRN.

2. Chapter 5 of NUREG/CR5227 .

.3. HHS Guidelines (53 FR 11970) as adapted as NRC Guidelines

(Appendix A to 10 CFR Part 26)
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Nuclear Regulatory Commission

10 CFR Parts 2 & 26

Fitness-for-Duty Programs

Agency: Nuclear Regulatory Commission

Action: Final rule and statement of policy

Summary: The Nuclear Regulatory Commission is issuing its regulations to

require licensees authorized to construct or operate nuclear power

reactors to implement a fitness-for-duty program. The general objec-

tive of this program is to provide reasonable assurance that nuclear

power plant personnel are reliable, trustworthy, and not under the

influence of any substance, legal or illegal, or mentally or physically

impaired from any cause, which in any way adversely affects their

ability to safely and competently perform their duties. A fitness-

for-duty program developed under the requirements of this rule is

intended to create an environment which is free of drugs-and the

effects of such substances.

The Commission is taking this action to significantly increase

assurance of public health and safety. The scientific evidence is

conclusive that significant decrements in cognitive and physical task

performance result from intoxication due to illicit drug abuse, as

well as the use and misuse of legal substances. Given the addictive

and impairing nature of certain drugs, while recognizing that the

presence of drug metabolites does not necessarily relate directly to

a current impaired state, the presence of drugs does strongly suggest

the likelihood of past, present, or future impairment affecting job

activities. In addition, the NRC believes that the reliability,

integrity, and trustworthiness of persons working within nuclear

power plants is important to assure public health and safety. Since

there is an underlying assumption that workers will abide by the

licensee's policies and procedures, any involvement with illegal drugs
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shows that the worker cannot be relied upon to obey laws of a health

and safety nature, indicating that the individual may not scrupulously

follow rigorous procedural requirements with the integrity required

in the nuclear power industry to assure public health and safety.

In addition, the Commission is revising its enforcement policy to

reflect this fitness-for-duty rule.

Dates: This rule is effective (30 days after publication).

FOR FURTHER INFORMATION CONTACT: Loren Bush, Reactor Safeguards Branch,

Division of Reactor Inspection and Safeguards, Office of Nuclear

Reactor Regulation, U.S. Nuclear Regulatory Commission,

Washington, DC 20555, Telephone: (301) 492-0944.

SUPPLEMENTARY INFORMATION:

Background

On September.22, 1588, the Nuclear Regulatory Commission publishedin the

Federal Register (53 FR 36795) proposed amendments that would issue a new

regulation 10 CFR Part 26, "Fitness-for-Duty Program," which would require

licensees who are authorizedto operate nuclear power reactors to implement

a fitness-for-duty program that met uniform standards established by the rule

to promote the public health and safety.

Interested parties were invited to submit comments in connection with the

proposed amendments within 60 days after publication in the Federal Register.

There were 3,079 comments made by 378 responders. A detailed summary and

analysis of the comments are contained in NUREG "Fitness-for-Duty in

the Nuclear Power Industry: Responses to Public Comments". Upon consideration

of the comments received both in writing and during the public meeting held on

October 17, 1988,0and other factors involved, the Nuclear Regulatory Commission

has adopted the proposed regulations, with certain modifications generally set

forth below.
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COMMENTS AND RESPONSES TO THE PROPOSED RULE

1.0 GENERAL OVERVIEW

Summary of Comments

The NRC received 378 comment letters in response to the Notice of Proposed

Rulemaking (NPRM). The NRC considered allcomments submitted in a&timely

manner in response to the'NPRM and comments and questions received during a

public hearing on the draft rule held by the NRC. The comment period for the

NPRM closed on November 21, 1988.

Comments were received from the general public; from workers in nuclear power

plants; from union locals, national and international headquarters of unions;

from the Nuclear Management and Resources Council (NUMARC), 55 power reactor
licensees, several non-power reactor licensees; from several vendor and

contractor organizations; and from other interested parties.

There were s.everal major issues presented by the commenters... These are:

summarized along with the NRC responses in the sections that follow. An

overview of these comments is provided in this section.

Of primary concern to roughly half of all commenters was the requirement for
random drug testing. Although these commenters clearly objected to the use of

illegal drugs within the nuclear power industry, this provision of the proposed
rule drew a strong negative reaction from private citizens, labor unions, and

workers covered by the proposed rule. Vigorous objections were stated based

on the perceptions of invasion of privacy and conflict with Constitutional

rights resulting from the drug testing provision. Many of these commenters

stressed that the level of substance abuse in the nuclear power industry is

insufficient to justify such strong action, that nuclear power plant workers

have demonstrated their reliability over the years, and that it is both

demoralizing and insulting to require proof of their reliability through
random drug tests. Other issues were raised concerning the legality of the
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proposed rule, including its relationship to labor laws and state and local

statutes. These objections are summarized more fully in the following sections.

Those commenters opposing random testing were usually supportive of one or

more alternatives. Foremost among these was a combination of supervisor

behavioral observation and for-cause.testing. While a few commenters opposed

chemical testing of any type, most of the commenters, including union

organizations and members, expressed support for for-cause testing. Pre-

access authorization testing also received some support and very little

opposition.

A major criticism of the proposed rule was raised concerning whether the NRC was

basing the rule on concerns about on-the-job impairment or on concerns about

basic employee reliability, or even upon more general concerns with public

morality. Some commenters expressed the opinion that off-site drug use should

not be a concern of the NRC, and that the NRC should not require a testing

program that is not directly oriented to detecting current impairment.

In contrast, most licensees and NUMARC provided general support for the

provision for random testing, viewing it as an effective deterrent to the use

of illegal drugs. However, they did object to the possibility that they

would be too severely limited by the provision that licensee testing programs
must follow the HHS Guidelines. They wanted greater flexibility in the

establishment of cut-off levels and the panel of drugs to be covered. Most of

the licensees expressed concern over the testing rate to be required by the

rule, indicating that it should be at an annual rate equivalent to or less

than 100 percent of the workforce subject to testing. They further objected to

any provisions that would make the licensee responsible for providing employee

assistance program services to contractor personnel and objected to the extent

and type of training required by the proposed rule. Other issues raised and

more detail on these issues are provided in the sections that follow.
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2.0 NEED FOR RULE

2.1 Summary of Comments

A number of commenters raised the issue that there was insufficient evidence

'f a drug abuse problem in the nuclear power industry to justify the need for

the rule. Several commenters indicated that the NRC has failed to establish a

factual record regarding the nature and extent 6f the drug abuse problem.

Also mentioned was the opinion that the apparent lack of uniformity among

nuclear utility programs is not sufficient justification by the NRC for the

rule.

2.2 Summary of Responses

Although drug use among nuclear power plant workers may not be as widespread

as in other segments of the population, the NRC does have information to

indicate that there is a sufficient problem in the.nuclear power industry

towarrant the fitness-for-duty rule. For example, data provided by one.

licensee indicates that 47 of approximately 4,000 random tests of employees

were positive, 4 percent of the applicants for employment have tested positive

for drug use, and 30 employees and 60 contractors tested positive for cause.

Pre-access testing of nearly 12,000 contractor personnel resulted in a

5 percent positive rate. Another licensee reported that approximately 2 percent

of approximately 5,000 tests of employees amd contractors were positive, 179

persons tested positive for cause, and that the drugs involved included PCP,

marijuana, cocaine, amphetamines, barbiturates, alcohol and other drugs.

Nationally, among licensees implementing random drug testing programs, an

average of around 1 percent of the random tests are positive.

In the first nine months of 1988 there were 387 events involving drug and

alcohol reported to the NRC. These events included licensee and contractor

employees in all organizational levels and disciplines. Of particular concern

to the NRC is that during the last year (1988), 11 licensed reactor operators

were reported as being involved with drugs and two were reported as abusing

alcohol; none were using these substances while on duty.
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The number of significant events reported to the NRC that involve drug use or

abuse has been increasing dramatically since 1985. There was a 44 percent

increase in reported events between 1985 and 1986. A 73 percent increase was

experienced in 1987. This increase appears to be related to the empha-sis on

fitness for duty by nuclear power licensees and the recently revised safeguard

reporting requirements that contained explicit guidance for reporting of drug-

related events. However, the increase may also be an indication of an increase

in the incidence of drug problems at nuclear power plants.

These data provide sufficient evidence of a significant level of drug use by

those employed in the nuclear power industry to support the need for a fitness-

for-duty rule. Pursuant to the NRC's statutory authority to protect the public

health and safety, the NRC must acknowledge that nuclear power plant workers

are not immune to, nor insulated from, drug use or abuse of substances that may

affect safety-critical job performance. The NRC believes that any drug use in

the nuclear power industry warrants prevention and proactive intervention by the

NRC to ensure public safety. The NRC believes that this view is consistent with

the increasing awareness of nuclear power licensees that have, as addressed in

their comments, drug testing and rehabilitation programs for their workers.
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3.0 IMPAIRMENT VS. RELIABILITY

3.1 Summary of Comments

A number of commenters questioned whether certain provisions of the rule, such

as random drug testing, were based on concern over on-the-job impairment or

were based on concern over the reliability and trustworthiness of the worker.

One set of commenters expressed the strongly held belief that mandatory

chemical testing is only appropriate if there is evidence to suggest that

workers are impaired on the job. Commenters also stated that, because

urinalysis does not measure impairment, the detection of illicit drug use

through urinalysis is irrelevant to the safe operation of nuclear power

plants, and thus should not be an element of the rule. Two commenters

requested further evidence regarding the impact of off-the-job drug use on job

performance. One commenter stated that, although a positive urinalysis test

result does not establish whether an individual was impaired at the time that

the sample-was given, it.allows the employer to determine drug use and

conclude reasonably that the possibility exists for future impairment which

can impact workplace safety.

Other commenters noted that impairment is not the sole issue. A fundamental

concern of drug abuse predominantly relates to the reliability and

trustworthiness of the worker who knowingly uses drugs which are illegal.

Several commenters, including NUMARC, noted the importance of worker

reliability and trustworthiness in an access authorization program, and stated

that the use of illegal drugs on or off the job could adversely affect the

safety of nuclear power plant operations, or adversely reflect on the

integrity, reliability and trustworthiness of workers with unescorted access

who are responsible for nuclear power plant safety.

A number of commenters objected to specific wording in the proposed rule

related to impairment. These commenters stated that the term "impairment" is

-imprecise and subject to various interpretations. Another commenter stated
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that few nuclear power plant workers are qualified to make a judgment of

worker impairment, and that the term presumes an initial standard by which the

worker's job performance can be measured.

3.2 Summary of Responses

The NRC recognizes that illicit drug abuse and the misuse of legal substances

such as alcohol, prescription drugs, and over-the-counter medications can

impair workers in the performance of their safety-related duties and result in

significantly reduced workforce reliability. The scientific evidence is

conclusive that significant decrements in cognitive and physical task

performance result from intoxication due to illicit drug abuse, as well as

the use and misuse of legal substances. The NRC understands that, except in

the case of alcohol, chemical test results do not reveal any direct

information regarding drug impairment per se. However, the NRC disagrees with

the argument made by commenters that, as a result, chemical tests do not

provide information that is relevant to a fitness-for-duty program. The NRC

believes that the reliability,.integrity, and trustworthiness of workers within

nuclear power plants are important to public health and safety. The granting

of a license is based on the assumption that workers will abide by the licensees'

policies and procedures in all areas. Indications of lack of reliability,

integrity or trustworthiness, therefore, even so far as they pertain to off-site

behaviors, are relevant to the NRC's need to assure that nuclear power plants are

operated safely. The relationship between reliability, integrity and impairment

is by no means indirect in the case of drug abuse. Most of the substances under

consideration are either physically or psychologically addictive to many individuals.

The NRC cannot be confident of the individual's ability to limit the use of addictive

substances to situations that do not adversely affect plant safety.

Illegal drug use can result in on-duty impairment. There is a possibility that

that a worker who uses illegal drugs off-duty may be impaired from those drugs
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while on-duty, and, even if the worker does not use drugs while on duty he or

she may be impaired from either hangover or withdrawal effects associated with

drug use. In addition to impairment, any illegal drug use establishes that

the worker cannot be relied upon to obey laws of a health and safety nature,

indicating that the worker also may not be reliable in terms of scrupulously

following the rules and regulations that have been established in the nuclear

workplace to ensure the protection of public health and safety. For these

reasonS, a worker who uses illegal drugs may not be sufficiently trustworthy

or reliable to perform his or her duties on the job in a manner that assures

public health and safety. In contrast, the legitimate use of legal drugs does

not automatically demonstrate this lack of reliability. However, workers who

do use alcohol or legal drugs are expected to use those substances responsibly.

Irresponsible use of these substances in a manner that results or is likely to

result in on-duty impairment, or otherwise demonstrates a disregard for public

health and safety, is considered substance misuse within the scope of this rule.

The debilitating effects of long-term drug abuse are also well documented in

the scientific literature, and have the potential for affecting complex

physical and cognitive functions long 4fter the effects of aeute intoxication

have dissipated. For example, residual effects of intoxication may persist

when the worker returns to work the following day. Hangover effects,

withdrawal symptoms, and cycles of drug abuse and abstinence can also result

in decreased reliability and diligence. Off-site drug use may also result in

increased absenteeism, medical costs, and staffing requirements, thus having

adverse effects on overall workforce reliability. Ultimately, drug abuse

directly and indirectly affects activities which bear on safety. It is there-

fore a reasonable conclusion that the abuse of illicit drugs and the misuse of

licit drugs pose safety concerns in the nuclear power industry and is predictive

of a lack of reliability, integrity, and trustworthiness.

The wide range of potential on-the-job impairment is complex in nature and

difficult to observe, and therefore requires a broad approach to assure

nuclear power plant safety. In addition to supervisory observation, other

means are required to detect drug abuse, psychological stress, and physical

injury or illness. To detect illicit drug abuse and the misuse of alcohol and
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other licit substances, the NRC has adopted a mandatory chemical testing

protocol for these drugs. The rule provides for mandatory chemical testing

prior to the initial granting of unescorted access or assignment to activities

within the scope of the rule (Section 26.24(a)[1]). Mandatory chemical testing

is to be conducted on a random basis to effectively detect and deter illicit

substance abuse and misuse (Section 26.24(a)[2]). For-cause testing is to be

conducted after an accident in which the contribution of employee performance

cannot be ruled Qut or based on reasonable suspicion that an individual is

intoxicated or demonstrates behavior indicative of substance abuse or other

involvement with drugs (Section 26.24(a)[3]). Following a positive test for

drug abuse, follow-up chemical testing will be used on an-unannounced basis

to verify abstention from the use of drugs or misuse of alcohol and other licit

drugs (26.24(a)[4]).

The NRC agrees that on-the-job impairment is a result of many complex

factors, and that impairment is a complex phenomenon, depending on the cause

of impairment, individual circumstances, and the job task at hand. The NRC

-recognizes that on-the-job impairment may result from substance abuse,"

psychological stress,-or phygical injury .or ailment which can pose

unacceptable safety risks, and the rule reflects this position. The NRC

believes that trained, competent, reliable, and trustworthy workers are

essential for the safe operation of nuclear power plants. The fitness-for-

duty rule addresses the potential for worker impairment of any kind, including

substance abuse that could affect the safe operation of nuclear power plants.

In the assessment of a worker's application for access authorization, the back-

ground of the worker, psychological state, and criminal record are assessed.

Similarly, any use of or involvement with illicit drugs, on or off duty, and the

misuse of alcohol and other licit drugs provide evidence that the worker may not

be fit for duty.

The NRC recognizes that even with a relatively high rate of random testing and

with. vigilance on the part of licensees to detect impairment or potential

impairment in the workplace, the existence of drug problems within the

workplace cannot be entirely eliminated. The undetected presence of drugs can

be inferred from even a low positive test rate. However, the NRC concludes
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that the design features, redundancy of safety systems, and extensive training

for unexpected equipment and personnel malfunctions provide reasonable

assurance that the public health and safety is protected provided drug abuse

continues to be aggressively addressed by the nuclear industry. The final rule

provides reasonable measures to assure that nuclear power plant workers can

safely, competently, and reliably perform their duties.
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.4 -

4.0 SCOPE OF RULE

4.1 Summary of Comments

4.1.1 Non-Power Reactors and other Licensees

Several comments were received from universities and others involved with

research reactors or other non-power reactors. The commenters'stated that

there is no need to extend coverage of the rule to these facilities because

drug-related problem has been demonstrated to exist and that a relatively

minor threat is posed by these facilities to the public safety. Unbearable

costs and impracticality were also cited as arguments against inclusion of

these facilities in the rule. A few comments were received from individuals

involved with SNM handling, making the same general points. There were no

comments supportive of expanding coverage of the rule to facility types other

than nuclear power reactors.

4.1.2 Construction

Comments were received from two licensees recommending that the language of

the rule be changed to include plants during the construction phase.

4.1.3 Types of Workers Covered

The random testing provisions of the proposed rule would apply to all persons

granted unescorted access to protected areas at operating nuclear power reactors.

Most of the commenters who objected to this provision commented to the effect

that including all individuals with unescorted access to protected areas is

unnecessary, and asserted that many of these individuals, e.g., vendors,

secretaries, clerks, and some engineering and management personnel, have no

potential for precipitating or escalating a safety-related incident. As an

alternative, it was suggested that only those licensee or contractor personnel

with unescorted access to vital plant areas should be subject to random testing,

since this more-limited group was viewed as including all individuals with the

capacity to do significant, safety-related harm.
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4.1.4 Contractors

Many commenters pointed out the lack of specificity concerning licensee vs.

contractor responsibilities. Most of these, mainly from licensees, were of

the opinion that the contractor should have full responsibility for a

qualified fitness-for-duty program.

4.1.5 Technical Support Center (TSC) and Emergency Operations Facility (EOF) Staff

Several comments received on this issue stated that licensee or contractor

personnel who may be requir•_d to respond to the TSC or EOF have been granted

unescorted access and so are already covered under the rule and need not be

specifically mentioned in Section 26.3. Commenters questioned whether any

non-licensee or non-contractor personnel involved with the TSC or EOF would

have to be covered under the fitness-for-duty program.

4.1.6 NRC Staff and NRC Representatives

Many commenters contended that NRC staff should be subject to the same

fitness-for-duty requirements, including random testing, as are licensee

staff. Some thought that NRC representatives should be subject to these

requirements also.

4.2 Summary of Responses

4.2.1 Non-Power Reactors and other Licensees

The NRC sees no reason at this time to extend coverage of the rule to other

facility types. No modifications to the rule are required to satisfy the

concerns addressed by the comments, because the rule is presently limited to

nuclear power reactors. The NRC may consider extending the coverage of the

rule at a future time.
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4.2.2 Construction

The NRC agrees with the comments received that licensees holding construction

permits should fall under the scope of this rule to the extent that a minimum

program is provided. Wording.indicating the provisions of the rule that

pertain to construction sites has been added at Sections 26.2(a).and (b).

4.2.3 Types of Workers Covered

The NRC believes that the inclusion of all workers with unescorted access to

the protected areakwithin the scope of the rule is the proper response to the

threat constituted by substance abuse. All such workers have the ability to

carry in and distribute impairing substances. All such workers can engage in

deliberate or accidental actions that can lead to challenges to safety systems

or interfere with the ability of other workers to safely operate and maintain

the plant. Although Federal requirements preempt State and local concerns in

the area of radiological safety, in those states that support an on-site

"presence requiring unes~corted access, the NRC may consider providing access to

the chemical testing portions of the NRC's.fitness-for-duty pregram if so

requested by the individual states.

4.2.4 Contractors

The NRC believes that it is appropriate to hold licensees responsible for all
workers to whom the licensee grants unescorted access, whether the workers are

licensee employees or contractor or vendor personnel. The manner in which the

licensee assures that contractor and vendor personnel are subject to the

requirements of the fitness-for-duty program described in this part is left to

licensee discretion, however. For example, nothing in the rule prohibits

licensees from accepting the fitness-for-duty programs of their large

contractors and vendors when those programs are effective and meet the

requirements of this part. At their discretion, licensees may also choose to

provide chemical testing and training for contractor and vendor personnel who

are granted unescorted access to protected areas of a plant. This provision

would likely be used when-the contracting organizations have insufficient

resources to support their own fitness-for-duty programs. The rule would
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require the licensee to provide a procedure to enable a contractor employee

to appeal the results of an alcohol and drug test; this would not apply where

the contractor is administering his own alcohol and drug testing. In recognition

*of the temporary relationship between licensees and most of their Tontractors

and vendors, the NRC does not require the licensees to ensure that EAP

services are provided to contract workers. However, nothing in the rule

prohibits licensees from making these services available to contractor

employees.

4.2.5 Technical Support Center (TSC) and Emergency Operations Facility (EOF)

Staff

The NRC believes that it is particularly important that individuals who have

TSC and EOF assignments related to nuclear power plant safety can be relied on

to perform under the emergency conditions that would require them physically

to report to the TSC or the EOF. To clarify the Commission's intentions in this

matter, the words "physically report" have been added to Section 26.2(a) of the

rule.. State and local representatives who may be present in licensee

emergency facilities located outside the: protected area and. do not have responsi-

bilities directly affecting reactor safety are not covered by the rule. Otherwise,

these representatives would be coverd by the licensee's program, or as an

alternative, be covered by the NRC's program. Licensee employees, contractors,

or vendor representatives who are unexpectedly called to licensee emergency

facilities during an accident are also not covered by the rule as this group

is ill defined and likely to be used only in supplementary capabilities.

4.2.6 NRC Staff and NRC Representatives

The NRC agrees with the commenters who asserted that NRC staff and representa-

tives should also be subject to fitness-for-duty requirements. However, the

NRC cannot allow the access of its employees to any part of the licensee's

nuclear power facilities to be restricted. The NRC needs prompt, unfettered

access to properly perform its regulatory duties and the proper performance

of these duties requires public confidence that NRC employees not be intimidated
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or impeded in any way by those they are responsible for regulating. In general,
the NRC expects that any NRC employee who requires unescorted access will be

subject to the chemical testing provisions of the NRC's fitness-for-duty program.
The Commission must reserve the right to obtain unescorted access for any of

its employees.

The NRC also agrees that its contractors must be fit for duty and may cover

certain of its contractors under the chemical testing provisions of the NRC

plan. The Commission expects that NRC contractors who are granted unescorted

access will either be subject to the NRC's program, the licensee's program, or

to a program that the NRC accepts as adequate. To be consistent with the

Commission's intent, "representatives" has been deleted from Section 26.2(a)

of the.rule, and replaced with "employees."
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5.0 CHEMICAL TESTING

5.1 Summary of Comments

A large number of comments were received concerning the chemical testing

provisions of the rule. These pertained primarily to the random testing

provisions, but comments were also received concerning testing before granting

unescorted access, for-cause testing, and follow-up testing.

The comments on random testing were directed both toward random testing, in

general, and the proposed use of urinalysis as a testing technique, in

particular. Comments were received that provided statements of general

support or opposition to the random testing provisions. Comments were also

received that raised questions about specific elements of the random testing

program in the proposed rule.

5.1.1 Opposition to Random Testing

Opposition to random testing was expressed by numerous individuals; several

unions including the Brotherhood of Carpenters and-Joiners of America, the

Utility Workers of America, and the International Brotherhood of Electrical

Workers; over 200 union members as part of a letter writing campaign; one

utility; and a few other organizations. While most explicitly supported the

goal of a drug-free workplace, opposition to random testing as a means to

achieve this goal was stated in the strongest terms.

A number of reasons were given for opposition to random testing. Many

commenters were specifically opposed to random testing as an unwarranted

invasion of privacy. Numerous commenters expressed the opinion that random

testing is an infringement of Constitutional rights. Several questioned

whether the extent of the drug problem in the nuclear industry warranted such

drastic action.
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Other reasons cited for opposition to random testing included:

o The view that random testing is ineffective in achieving the NRC's goals

of deterrence and detection,

o Better techniques are available for deterring and detecting drug use,

" Random testing is excessively burdensome and expensive,

o Random testing is embarrassing and demeaning,

" Random testing creates morale problems and may thus lead to the loss of.

qualified and drug-free workers from the industry, and

" Inaccuracies in the testing process will lead to innocent people being

accused and punished for wrong-doing.

5.1.2 'Support for Random Testing

While many licensees viewed random testing as only one part of a comprehensive

fitness-for-duty program, most licensees and NUMARC expressed strong support

for random testing a-s a major component of an effective program. This view

was shared by several other organizations, such as contractors and vendors, as

well as many individuals. NUMARC cited industry experience that the implemen-

tation of random testing programs has typically resulted in lower levels of

drug problems.

Local No. 51 of the International Brotherhood of Electrical Workers expressed

support for random testing when it is supplemented by behavioral observation.

The Local reported that the affected workforce at the Illinois Power Company

Clinton Nuclear Station is tested on a random basis each day and that this

testing program, coupled with behavioral observation, has apparently proven to

be a. deterrent to drug abuse. This testing program was achieved through collective

bargaining and is considered by the Local to be a valuable working practice. A

check with the utility revealed that 100 percent of the workforce is given an
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unannounced test on an annual basis; and in addition, all persons are subject

to random testing at a 20 percent rate. Since the rate of positive tests has

significantly declined, the utility may plan to lower the rates.
0

5.1.3 Alternatives to Random Testing

A number of comments were received in response to the NRC's request for

information on alternatives to random testing. The unions and affiliated

locals and individuals, a number of other individuals, two licensees, and a

few other organizations expressed the opinion that the goals of random

testing could better be addressed through other methods. The majority of

these commenters stated that a combination of behavioral observation,

primarily on the part of the supervisor, and for-cause testing was both

adequate and effective. Opinions were expressed that behavioral observation

and for-cause testing have the advantages of not subjecting everyone to

needless tests, dealing with fitness-for-duty problems in addition to drug

abuse, and being more likely to stand up under review of the courts than

random urinalysis. Most licensees also supported behavioral observation and

for-cause testing,. although not as a substitute for random testing.

A number of commenters suggested specific observational techniques including

computer-assisted neurophysiological and neuropsychological tests, physical

skills tests such as those used by law enforcement personnel, and Ocular

Kinetics. Others suggested that the annual physical be used to screen for

drug abuse, either through chemical testing or observation. Unannounced,
random medical examinations were also proposed. Sacramento Municipal Utility

District provided a detailed description of its program based on screening by

trained medical personnel. This program was also cited by a few other

commenters.

Several commenters proposed that drug awareness and health education were

more effective deterrents. Other commenters stated that greater emphasis on

rehabilitation would be more effective than random drug testing.

A few comnenters suggested that pre-employment or pre-access drug screening

was adequate. A few additional commenters preferred announced or periodic

unannounced testing to random testing. Finally, a few commenters suggested

that the NRC direct its attention to the underlying causes of drug abuse,
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such as the alleged poor work environment at nuclear power plants, rather than

at detecting and punishing drug users.

5.1.4 SpecificoChanges in Random Drug Testing Provisions

Among the commenters who generally accepted the provision for random drug

testing, a number of comments were received concerning the specific approach

outlined in the proposed rule. Many of these comments, such as those having

to do with drug types and cut-off levels, are summarized elsewhere. One major

concern, however, had to do with the rate of testing to be required by the

NRC.

Although the NRC had specifically requested comments on the preferred rate of

testing, many commenters felt that the intention of the NRC was to require

testing at a rate of 300 percent annually. Most of the comments received,

therefore, addressed whether a 300 percent annual rate of testing should be

imposed.

The 300 percent testing rate received very little support among those who

otherwise supported random testing. NUMARC and most licensees stated that

industry experience demonstrated that many fitness-for-duty programs had been

successful with substantially lower rates of testing. Several commenters

stated the opinion that a 300 percent testing rate would be unnecessarily
burdensome to the licensee in terms of costs, and to the individual in terms of

repeated testing. A number of commenters questioned whether information from

military experience that was apparently used in the NRC's decision to propose a

300 percent testing rate was appropriate-to the nuclear power industry with its
older and more stable workforce. Finally, one commenter questioned whether the

testing laboratories could effectively handle the workload implied by a 300

percent testing rate.

Numerous commenters suggested alternatives to the 300 percent testing rate.

Proposals ranged from a 5 percent per year rate to a 200 percent per year rate.

However, NUMARC and most licensees proposed a 100 percent annual test rate for

the random testing program. They further requested that the 100 percent rate

be reevaluated based on the experience of utilities, and be reduced to a 25
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percent rate if warranted by experience. A few commenters requested that the

testing rate be left to the discretion of the individual licensee, because

would be most knowledgeable about their particular situations.

A number of other testing strategies were proposed. One basic approach that

was favored by several commenters was to require unannounced annual testing

of all workers, augmented by random testing at a lower rate, such as 25 percent

per year. Several other commenters suggested techniques for protecting

individuals from being over tested. These included a request that a worker

not be re-tested until all other workers have been tested, a request that

tested workers be subjected to a lower rate of testing for the balance of the

year, and that there be limits imposed on the maximum number of tests for a

particular worker in a given year.

Commenters also expressed the opinion that workers of different types should

be tested at different rates. A few commenters expressed the opinion that

the testing rate should be relaxed for workers in non-safety critical jobs.

Many commenters requested- that licensees be allowed to establish different

testing programs for their own, versus contractor or vendor, employees.

Specifically, a number of utilities stated that treating all workers as one

population would result in those workers who are permanently on-site being

tested more frequently than those workers who are on-site for only part of the

year. By having separate testing populations for licensee and contractor or

vendor employees, the commenters felt that the burden of testing would be

distributed more fairly.

Two inquiries were received concerning policy for those randomly selected

individuals who are not on-site at the time they are selected. One commenter

asked how they would be folded back into the testing population. The other

stated the position that the workers should not be required to return to work

solely for the drug test.

Several comments were received requesting changes in the definitions of

random and unannounced tests contained in Section 26.3.
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5.2 Summary of Responses

The NRC is sensitive to the issues raised in opposition to random testing in

general and to random urine testing in particular. Nevertheless, the NRC

believes that there is sufficient evidence supporting the effectiveness of

random testing in deterring and detecting substanceabuse and that a carefully

designed chemical testing program covering persons authorized for unescorted

access to the protected area of nuclear power facilities is warranted at this

time. As indicated below, in response to the sensitive issues of privacy and

protection of individual rights, the NRC has taken great care to provide strict

specimen collection procedures, chain-of-custody, laboratory certification,

test confirmation, and confidentiality requirements within the rule. The NRC

is convinced by evidence from the military and from licensees already implemen-

ting random testing procedures that random testing is an essential and effective

component of the fitness-for-duty program. The NRC has designed the rule to

minimize, to the extent possible, the expense and burden of the chemical

testing component upon licensees, contractors, vendors, and upon their workers.

Stringent quali.y assurance-requirements are imposed upon the lipensees,

contractors, and vendors as well as upon.the laboratories that will be conduct-

ing the chemical tests to ensure that test results will be accurate and that

false positive results will be essentially eliminated.

Although the NRC believes that behavioral observation and for-cause testing

comprise important elements of a substance abuse deterrence and prevention
program, and has included them in its rule, it does not believe that, at present,

these elements alone are sufficient to provide the level of deterrence and

detection necessary. Nevertheless, the NRC appreciates the potential value of

developing techniques in behavioral observation and detection of impairment

through testing, and intends to monitor progress in these areas. It is prepared

to modify the requirements of the fitness-for-duty testing program to incor-

porate such elements as they become viable, as long as the techniques address
the reliability and trustworthiness issue of use as well as the safety issue of

current impairment.

The NRC is sensitive to the importance of employee morale to plant safety, and

has taken care to provide safeguards in the program to assure the fairness,

uniformity, and accuracy of the random testing. The NRC also recognizes the
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value of health education and rehabilitation programs in assisting workers

and in deterring substance abuse, and notes evidence that random testing

programs have been found to Pe an effective incentive for workers to seek

information and assistance. To this end, the NRC has included in the rule,

as discussed below, requirements for a licensed physician to review positive

test results prior to notification of the licensee, and is requiring that

licensee workers have access to an employee assistance program designed to

provide assessment, short-term counseling, referral services, and treatment and

follow-up monitoring.

The NRC has considered a number of alternative rates and sampling procedures

to address the many comments received. The NRC agrees that the high rates of

testing needed in the military may not be as essential for the nuclear power

industry, as long as adequate coverage and deterrence is assured. In this

regard, the NRC notes that the Navy, using a 300 percent per year testing rate,

observes about 5 percent positive tests. Commenters in the nuclear industry,

with random testing programs, reported less than 1 percent positive tests, with

.a utility using a 100 percent per year rate reporting 0.5 percent positive.

This appears to be reflective of a substantially different workforce popu-

lation. The approaches considered are:

" Alternative A from the proposed rule, which sets the two goals that at

least 90 percent of the workforce be tested and that the testing rate for

the already-tested population during a year not be set lower than a rate

equal to 30 percent of the workforce. The disadvantage of this alter-

native is its complexity of administration and the provision of a lesser

deterent during part of the year.

" Alternative B from the draft rule that requires testing at a rate equal

to 300 percent of the workforce. The disadvantage of this alternative is

the possible excessive disruption of work activities and the testing of a

few individuals at a very high rate which may impact morale. The cost

of this rate may.be excessive given the reported low number of positive

tests for testing rates at 100 percent per year or lower in the nuclear

industry.
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" A method whereby each worker is randomly assigned a day during the next

365 days on which to be tested, and then is randomly reassigned to a day

in the following 365-day period. The worker could be tested several times

in one year, but is guaranteed at least one test per year. This allows

for testing of the entire workforce during any 365-day period and reduces

the testing rate in comparison to Alternative B (estimated rate: 200

percent). However, there is a possibility that more workers may be

selected for testing on a given day then the licensee has a capacity to

test. The disadvantage of this alternative is the need to select testing

dates well in advance and the security problems which may result.

o A method whereby all workers are subjected to unannounced testing once

during the year, and random testing at a low rate (e.g., 25 percent-50

percent) is also used during the year to assure ongoing deterrence.

0 A method whereby random testing is conducted at a rate equal to

approximately 100 percent of the workforce, resulting in about two-thirds

of the workers being. tested during the course of a given year.

While the NRC has considered a number of alternatives, several of the alterna-

tives proposed by commenters were eliminated. The proposals for testing rates

lower than 100 percent per year cannot currently be supported, although the NRC

will consider reducing testing rates after several years based on positive

experience in the industry. For the time being, however, the NRC believes that

testing rates substantially below the 100 percent rate would not assure

adequate deterrence. The NRC does not anticipate licensees experiencing

significant problems in finding laboratory capacity to support rates in excess

of 100 percent. Because of the need to assure an adequate minimum rate of

testing, the NRC cannot leave the choice of a testing rate solely to the

discretion of the individual licensee.

The proposal that workers not be retested until all other workers are tested

and the proposal that there be a specified maximum number of times that

workers are tested within a year cannot be supported because they would make

the process non-random and would defeat some of the deterrent value of

testing. Several of the above alternatives would have the effect of limiting

the amount of retesting on particular individuals.
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The NRC recognizes that vendor and contractor personnel could be subjected to

lower rates of testing to the extent that they are not on-site for the entire

year. The NRC believes that there are several strategies available to deal

with the implied over-testing of licensee employees. The licensee can divide

those being tested into discrete populations (e.g., employees and contractors,

or even by contractor). The NRC expects that all categories of workers will be

tested in accordance with the alternative rate and procedure selected for the

final rule. The NRC will permit the licensee to sample within categories of

workers, to sample randomly on at least a weekly basis among those currently

on-site, or to employ some other method that satisfies the standards of the

selected alternative for all categories of workers covered under this part.

The NRC does not believe that additional guidance is needed on how to deal

with workers who are not on-site when they are randomly selected for testing.

Current practice is to either test them immediately upon return to the site

(with a supporting procedure that prevents disclosure of their selection),

place them in a special-pool of people to be randomly selected within a few

weeks, or to return.the person to-the testing pool and. select someone else.

Usually, the licensee assures itself that there is a legitimate reason for the

absence, and, if any patterns are evident an investigation is usually conducted

along with for-cause tests. Current industry practice is considered adequate

on this point.
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6.0 RELIABILITY OF TEST RESULTS

6.1 Summary of Comments

The NRC received numerous comments pertaining to the reliability of test

results. Several comments in this category expressed concern about the

perceived high rate of false positive results and the possible consequences to

workers. An official of the Utility Workers Union of America contended that

immunoassay screening tests have false positive rates of 5 percent. A private

individual cited a Human Relations Institute & Clinic's report claiming that

laboratories using initial and confirmatory test procedures have had false

positive rates ranging from 4.5 percent to 23.8 percent. Two commenters, a

private individual, and an International Brotherhood of Electrical Workers

(IBEW) union member asserted that testing laboratories in general have had
false positive rates of 30 percent to 60 percent, respectively. The United

Brotherhood of Carpenters and Joiners of America and two union locals, one of

the IBEW and another of the Coalition of California Utility Workers, cited

Center for Disease Control (CDC) study data from the early 1980s to claim that
testing technologies are too inaccurate. One set of comments, mostly from the

IBEW, wanted the NRC to ensure a 100 percent, or-error-free, testing rate.

Commenters attributed false positives to low cut-off levels, cross reactivity
between drugs, and the varying levels of voided metabolites in the body

associated with marijuana use. One commenter, the Utility Workers Union of

America, thought that individuals who had received false positives should be

awarded monetary compensation. Another commenter, the United Brotherhood of

Carpenters and Joiners of America, contended that the EMIT 100 test used in

initial screening had too high false negative rates,

Some commenters, mostly NUMARC and 39 licensees supporting the NUMARC comment,
thought that the validity of the test results could be challenged either by the
generation of true positives from use of over-the-counter drugs and other legal

substances or by the mishandling of samples. Four other commenters (Florida

Power and Light, the Oil, Chemical and Atomic Workers
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Union [OCAW], an IBEW union worker, and a private individual) identified.the

following as possible challenges to the validity of test results: mislabeling

or misidentification of samples; use of improper sample collection techniques;

inadequate safeguards against tampering; failure of laboratory equipment;

passive inhalation of marijuana; time of day of the sample; and erroneous

reading of test results. NUMARC arid OCAW recommended adherence to chain-of-

custody procedures, in general, while the Wisconsin Electric Power Compa'ny and

the United Brotherhood of Carpenters and Joiners of America specifically

recommended those procedures outlined in the HHS Guidelines. The Duquesne

Light Company recommended that chain-of-custody procedures be followed at the

site and in the laboratory. Houston Lighting and Power asked the NRC to

prohibit personnel from working in the "Fitness-for-Duty Program" (that is,

the testing program) who have relatives working at the site.

6.2 SUMMARY OF RESPONSES

The NRC acknowledges the concerns regarding the rate of false positives and

specimen collection and handling-techniques, and recognizes that these-.concerns

are based upon problems that existed several years ago when drug testing programs.

were being introduced. The Federal Aviation Administration, in their response

to public comments on the same matter (53 FR 47032, November 21, 1988), provided

a clear response that we find no reason to improve:

"...In the early years of drug testing and analysis, laboratory security

and analytical procedures had not reached today's level of sophistication.

False-positive test results occur primarily in analysis of a specimen

during an initial screening test, although contemporary screening tests,

such as immunoassay tests, have become extremely accurate and approach

99 percent accuracy levels. Despite its increased accuracy, the initial

screening test remains a less expensive test used only to yield a pre-

liminary indication of the possible presence of drugs or drug metabolites.

In order to ensure the integrity and accuracy of any test result, each.

positive initial screening test result must be confirmed using GC/MS

analysis. The GC/MS confirmation test is an extremely accurate and sophis-

ticated test and is virtually error-free when used in compliance with the

DHHS guidelines...The Mandatory Testing Guidelines will provide a system
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of checks and balances during collection and analysis of specimens. This

system ensures the integrity and accuracy of the tests using appropriate

scientific methods and rigid chain-of-custody procedures...Since the mid-

1980s, laboratories have become increasingly sophisticated in their

analytical methods and chain-of-custody procedures. Many laboratories

have compiled extensive records demonstrating scientific accuracy and

protection of individual specimens. For example, CompuChem Laboratories,

a major drug testing laboratory, has analyzed over 500,000 urine samples,

conducting discrete testing for nine different drugs which resulted in

nearly five million distinct analyses of these specimens, since 1980.

CompuChem also has analyzed approximately 750,000 urine samples for the

presence of two different drugs, resulting in nearly 1.5 million analyses

of these specimens, pursuant to its contract with the military. None of

the over six million analyses performed for DOT, the military, and other

private and public entities has resulted in a false-positive test result.

In late 1987, a CompuChem clerical worker incorrectly labeled two samples

that belonged to DOT employees. Within hours after the..test results were

questioned by the Medical Review Officer, CompuChem and the Medical. Review

-Officer had identified and corrected the error. CompuChem was not satisfied

with its prompt resolution of the error. As stated in its comment to the

NPRM, CompuChem has instituted an additional system of review by CompuChem

personnel and computer checks, to ensure that "...this one in a million

error will not reoccur."

Another drug testing firm, PharmChem Laboratories, has conducted over eight

million nonmilitary drug tests nationwide. In its statement to FAA during

the public hearing held in San Francisco on June 9, 1988, PharmChem notes

that several courts have determined that the GC/MS confirmation test is
"virtually 100 percent accurate, assuming that proper chain-of-custody

procedures are followed..."

The NRC has adopted the provisions of the HHS Guidelines with some modifi-

cations to further ensure the integrity and accuracy of test results using

appropriate scientific methods and rigid chain-of-custody procedures at the

site and in the testing laboratory. The confirmatory testing proceis also
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eliminates any false presumptive positive tests resulting from a cross-reacting

drug detected during initial screening. As cross-reacting substances are

generally prescription or over-the-counter medications, testing procedures

in the NRC fitness-for-duty program will include an inquiry on the individual's

use of these medications.

Chain-of-custody procedures and a system of reviews, checks, and balances

during collection and analysis of specimens outlined in the NRC Guidelines

limit and prevent errors and possible subversions. To protect the worker from

inappropriate sanction due to any errors in the testing process, cross-reacting

substances, or legitimate medical use of controlled sustances, a Medical Review

Officer (MRO) screens all presumed positive test results and may interview

those individuals who have tested positive with the GC/MS confirmatory test.

The MRO is trained in prescription and over-the-counter (OTC) drug interaction

as well as the physical signs of illicit drug abuse. The worker has an oppor-

tunity to identify any ingested licit, prescription, OTC drugs as well as certain

food substances that may affect a test result. The chaip-of-custody and collection

procedures outlined in the NRC Guidelines, along with computer techniques of

tracking specimens, limit the probability of mishandling, mislabeling, and

misidentification of samples. The NRC Guidelines also outline procedures for

the collection of samples to ensure the integrity of the samples and to limit

opportunities for sample tampering. To further limit the possibility of subversion

of the integrity of the testing process, the NRC Guidelines require licensees to

carefully select persons responsible for administering the testing program based

upon the highest standards for honesty and integrity and to implement measures

appropriate to ensure that these standards are maintained. Background evaluations

of testing program personnel would be conducted to verify the integrity of such

individuals given the potential misuse of that position. Behavioral observation

and periodic re-conduct of the background evaluations would assure continued

integrity. Supervisory personnel and an individual's co-workers would be

prohibited from performing as collection site personnel and consequently from

being involved in the chain-of-custody process.

The NRC does not believe that "passive inhalation" of marijuana smoke will

lead to false positives. Studies conducted to simulate conditions that result

in passive inhalation have not accurately reflected conditions outside the

laboratory often using artificially devised and extremely confined areas with
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poor ventilation, followed by immediate testing after prolonged exposure. The

cut-off leve-ls in the NRC Guidelines will be set sufficiently high to preclude

the possibility of controversy due to chances that a positive test resulted

from passive inhalation. The NRC notes that a trustworthiness question may be

raised even in the case of passive inhalation. The only effect associated

with the time of day of the sample is that urine samples collected earlier in

the day contain higher concentrations of drugs or drug metabolites. Samples

collected earlier in the day do not generate more false positives as initial

positives are still confirmed with the GC/MS test. Erroneous reading of test
results would be limited by chain-of-custody procedures and the system of

reviews required of testing laboratories.
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7.0 TRAINING AND BEHAVIORAL OBSERVATION

7.1 Summary of Comments

The NRC received numerous comments regarding the scope of training required of

licensee, contractor, and vendor personnel granted unescorted access to

protected areas. Most commenters concurred that training should be provided

to all employees covered under the rule to ensu-e that they understand the

licensee's fitness-for-duty program, their responsibilities, the consequences

of substance abuse, and the availability of assistance through the Employee

Assistance Program (EAP). In accordance with NUMARC, many commenters supported

the training of supervisory and managerial personnel in behavioral observation

techniques and procedures for initiating appropriate corrective action, includ-

ing referral of employees for medical assessment or counseling. However, a

majority of commenters also expressed strong opposition to the proposed level

of training required of non-supervisory personnel assigned escort duties

(Section 26.22[b]).

The NRC also received a significant number of comments regarding the require-

ment that initial training of licensee personnel be completed prior to assign-

ment of duties within the scope of this rule and within three months of initial

supervisory assignment, as applicable (Sections 26.21[bj and 26.22[c]). Most

of these commenters requested that the NRC revise the proposed rule to allow

drug awareness and behavioral observation training to be completed within six

months of initial supervisory assignment. Commenters also suggested that

refresher training be completed every two years rather than annually.

7.2 Summary of Responses

The NRC has revised the proposed rule to clarify its intent that escort

personnel are not required to receive training in supervisory responsibilities.

The revised rule requires that all'non-supervisory personnel assigned to

escort duties must be familiar with techniques for recognizing drugs and indi-

cations of the use, sale, or possession of drugs; be familiar with techniques

for recognizing aberrant behavior; and be knowledgeable of the proper procedures

for reporting incidents of aberrant behavior to the appropriate management

authorities.
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The NRC received many comments opposing the required completion of drug

awareness and behavioral observation training of supervisory and managerial

personnel within three months of initial supervisory assignment. However,

because of the critical position that supervisory'and managerial personnel

serve in detecting impaired workers, the NRC has determined that the current

provision regarding supervisory training is necessary and will remain as

stated in the rule.

The NRC has also determined that the provision requiring licensee personnel to

receive annual refresher training in drug awareness and behavioral observation

techniques will remain as stipulated in the proposed rule. Because supervisory

personnel represent the first line of defense against fitness-for-duty problems,

it is critical that they be trained to recognize these problems and handle them

appropriately. Therefore, the NRC believes that the training of supervisory

and managerial personnel in behavioral observation techniques will provide

licensees with an invaluable tool for the detection and deterrence of drug-and

alcohol-related impairment and for the detection of impairment from other

causes. Because of-the significant level of knowledge and ,tr ining required to

accurately detect subtle indications of-drug or alcohol impairment and the

critical need to identify drug and alcohol abusers before they compromise

public safety, the NRC believes it is prudent to require supervisory training

on an annual basis, or more frequently when necessary. In addition, the NRC
will continue to require annual refresher training of all non-supervisory

personnel to ensure that licensee and contractor employees understand the

requirements of the licensee's fitness-for-duty program, are-aware of their

responsibilities, and, in the case of licensee employees, are aware of oppor-

tunities for assistance available through EAP services. NRC audits of licensee

programs and interviews with contractor and licensee personnel have indicated

a need for this level of refresher training.

32



8.0 FOR-CAUSE TESTING

8.1 Summary of Comments

8.1.1 Suitability of For-Cause Testing

As summarized earlier, many commenters stated that they were in favor of

for-cause testing in place of alternative testing methods such as random

testing.

8.1.2 Definition of Impairment

Several commenters including NUMARC stated that the current definition of for-

cause testing is too broad. Suggestions for improvement included replacing

"is impaired" with "may be impaired" or "may have demonstrated aberrant

behavior." Finally, commenters stated that most of the examples in paragraph

26.24(a)(3) of when for-cause testing should be required need better

definition. Several examples were suggested.

8.1.3 Testing Following an Accident

Several commenters stated that requiring for-cause testing following an accident

would inhibit root cause analysis of the accident. One commenter stated that

for-cause testing should be required after a serious accident.

8.1.4 Initiation of Testing

Several commenters addressed who should be allowed to initiate for-cause

testing. Several commenters stated that "impaired behavior" can only be

determined by a physician or other health care professional. Others thought

that a minimum of two management officials must document an employee's

impairment. One commenter stated that for-cause testing should not be the

result of a "discrete expression of concern by a nameless accuser."
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8.2 Summary of Responses

The NRC agrees with the commenters that the definition of the circumstances in

which "for-cause testing" is appropriate should be clarified. The definition

provided in Section 26.3 has been deleted and the language in Section

26.24(a)(3) has been revised. The NRC does not agree that impaired behavior

can only be determined by a physician or other health care professional.

Supervisors are close to their workers and directly monitor worker perfor-

mance, often on a daily basis. The NRC also does not agree that a minimum of

two managers should be required to document a worker's impaired behavior. In

some cases, the impaired behavior may be observed by only one manager during a

task that cannot be easily repeated.
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9.0 SANCTIONS

9.1 Summary of Comments

9.1.1 Period of Denial of Access

Sections 26.27(b)(1) and (b)(2) stipulate that, as a minimum, the first

positive test confirmed by the Medical Review Officer shall result in

immediate removal from access for at least 14 days and referral to an EAP for

assessment and counseling. Any subsequent confirmed positive test would

result in removal from unescorted access for a minimum of three years. A

worker who is involved in the sale, use, or possession of illegal drugs while

within the protected area of a power plant would be removed from covered

activities for a minimum of five years. This section further specifies that

the rule does not prohibit the licensee from taking more stringent actions.

This section prompted many and varied comments. Many licensee commenters

including NUMARC argued that theentire Section 26.27 .should .be deleted

because licensee management has the respdnsibility to decide these issues.

They believe that establishing sanctions is not within the Commission's

statutory authority. Other licensees recommended that the rule should not

prescribe any specific time periods for these events because each must be

treated on a case-by-case basis. For instance, a licensee commented that

some relatively minor situations do not require even fourteen days to assess

the worker's drug usage, determine a solution to the problem, and safely

return the worker to unescorted access.

There was no particular consensus among those commenters who mentioned

specific time periods for removal from access. Local No. 51 of the

International Brotherhood of Electrical Workers recommended that a worker be

suspended for five days after the first confirmed positive test and for ten

days after the second. The System Council U-2 of the IBEW recommended

discharge for six months after the second confirmed positive. Local No. 51

also believed that the three-year removal from access is too severe as it

would almost certainly lead to dismissal. Permanent dismissal was recommended. by
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Houston Lighting and Power even for the worker's first confirmed positive test.

Carolina Power and Light believed that the 14-day requirement is adequate.

Many licensees believed that they should have the option to undertake measures

ranging from counseling through discharge following the first positive test

result. They stress that they must have the flexibility to do whatever it

takes to assure at least a chance at successful rehabilitation of the worker.

There was somewhat less variance in the comments on the appropriate response

to a determination that a worker has been involved in the sale, use, or

possession of illegal drugs within a protected area. Several licensees stated

that the worker should be discharged in such circumstances. NUMARC recommended

that the worker be permanently barred from access. Another licensee would

discharge the employee but allow the person to be considered for rehire after

three years.

9.1.2 Follow-up Tests

Section 26.27(b)(3) of the proposed rule required that workers whose access is

reinstated "shall be given unannounced follow-up tests at least.once.every

three months for three-years after reemployment to verify continued abstinence

from drugs." This requirement prompted a variety of responses. Various union

representatives stated that this testing rate and duration would be
"excessive, harsh, and punitive" and argued for less frequent testing over a

shorter probation period. NUMARC recommended that workers regaining access be

tested once every three months but for one year only. On the other side of

the spectrum of views, Public Service Electric and Gas stated that the

condition of such workers requires "close monitoring, tracking, and continued

urine sampling." Rancho Seco's practice in such circumstances requires weekly

urinalysis during the first quarter after return to work and monthly testing

thereafter. (The length of the probation period was not mentioned.) A third

set of commenters indicated that the frequency and duration of such follow-up

tests need not be prescribed in the rule but should be left to the employer's

determination.
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9.2 Summary of Responses

9.2.1 Period of Denial of Access

The Commission's intent in Section 26.27 is that a worker who may pose a

threat to safety be removed from safety-sensitive duties.as long as he or she

remains such a threat. These sanctions are not meant to serve as punishment

for substance abuse. Thus, the section allows but does not mandate the

permanent denial of unescorted access to protected areas in any of the

enumerated drug-related events. The section also recognizes that the severity

of threat to safety is a complex matter. Obviously, a long-term heroin addict

with an expensive habit would likely be a far more serious threat than a

recreational marijuana user. Yet, an effective fitness-for-duty program must

be prepared to deal with both types of problems.

It is the NRC's belief that Section 26.27(b)(1) includes an appropriate mix of

flexibility and stringency. The 14-day period seems reasonable in that, in

almost all cases, it would take at least.that long to. diagnose a worker's

problem, determine a solution, and assure that the problem is addressed before

the worker can again be granted access; this may, indsome cases, be limited to

counseling. Also, the NRC believes that 14 days is needed to conclude that the

first confirmed positive test may have resulted from behavior that does not in

fact pose a serious safety threat. This minimum period is not meant to

constitute punishment. Instead, this period is intended to ensure an adequate

time for assessment of the worker's condition and requirements. The NRC does

not take a position on whether a worker in this situation should be denied

unescorted access longer than 14 days. That is to be decided by the licensee.

Removal from unescorted access for a minimum of three years after a second

confirmed positive test is, on the other hand, quite a stringent requirement.

Some commenters noted that dismissal may occur in such cases. The NRC believes

that this measure is appropriate, however, in light of this rule's goal of

assuring that worker's are not impaired due to substance abuse. A second

positive test would indicate that the person is most likely not able to stop
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using the substance in question and could, therefore, pose a threat to safety.

The severity of a three-year loss of unescorted access may also provide an

incentive for employees to voluntarily enter into rehabilitation programs when

they realize the seriousness of the substance abuse problem.

Section 26.27(b)(2) also appears to be well suited to the rule's goal. The

tenor of most comments on this section favored more'stringent measures than

the section would require, and the NRC wishes these commenters to note that

the five-year period is intended to be only the minimum removal from

unescorted access necessary to protect public health and safety. The'

five-year period should operate as both a deterrent to the proscribed

activities and as a measure that may in fact result in permanent denial of

access in most cases where involvement in illegal drugs is detected in

protected areas.

9.2.2 Follow-up Tests

The NRC recognizes the need to adjust the frequency of follow-up testing as

required in Section 26-.27(b)(3).' Research indicates that~recidivism i.s most

likely during the first 90 days following treatment (Hubbard and Marsden'

1986; Rounsaville. 1986). Most relapses to substance use will take place

during that first 90-day period. If a person can remain substance-free during

that period, he or she will have a chance to continue to be abstinent.

In light of this research, the Commission has amended this section. Rather

than requiring a uniform frequency of testing for the entire three-year

probation period, the heightened potential for recidivism during the early

stages of that period should be recognized with a rate of testing more

frequent than once every three months. Conversely, the reduced chance for

using drugs during the rest of the three-year period should be acknowledged by
a lower frequency of unannounced tests than this section currently requires.

As amended, this section requires that workers whose access is reinstated be

given unannounced follow-up tests at least once every month during the first
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four months of restored access. During the next two years and eight months, the

worker should be tested at least once every three months to verify continued

abstinence. As compared to the proposed rule's requirement, the higher

testing rate during the first four months would provide the worker with an

increased incentive to remain abstinent as well as create an increased

probability of detecting any resumption of substance use that may occur.

Thereafter, the lower testing rate would be less onerous for the worker while

still providing added assurance that resumption of substance use would be

detected.
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10.0 IMPAIRMENT FROM OTHER CAUSES

10.1 Summary of Conmnents

A number of commenters discussed issues pertaining to impairment from causes

other than workers' use of illegal drugs.

10.1.1 Identified Additional Sources of Impairment

Workers' use of substances was mentioned most often in these comments,

especially the use of alcohol, prescription medications, and over-the-

counter medications; the use of caffeine was also mentioned. Comments were

also made about the following specific sources of worker impairment: (1)

emotional and mental stress in general and stress specifically related to

poor attitudes, poor morale, and family problems; (2) fatigue, including

fatigue caused by mandatory long hours of duty, rotating shifts, and workers

working shifts incompatible with their biological clocks; (3) illness,

including allergies; and (4) physical and physiological impairments. One

commenter noted that illnesses, particularly colds and flu, are major causes

of impairment because both the illness and the medication a worker takes to

treat the illness can cause impairment. With regards to fatigue, one

commenter objected to the proposed rule because, under the rule, it was his

interpretation that workers may be disciplined and possibly terminated due to

fatigue caused by work schedules and overtime.

A number of commenters did not specifically address any one of these sources

of impairment, but expressed one or more of the following general concerns:

(1) the rule should be expanded to address several or all of these potential

causes of impairment, regardless of the source of the impairment; (2) it is

inappropriate for the rule to focus on illegal drug use and not to also

address, in detail, the use of legal drugs, alcohol, or both; and (3) the

rule requires licensees to address impairment from sources other than illegal

drug use and to provide reasonable assurance that on-duty workers are not

impaired from the use of'any substance, but it provides no guidelines or

direction towards this end.
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Some commenters noted that urine testing is an inadequate means of detecting

impairment caused by many of these factors, and thought that specific tests

for impairment, medical clarification exams, or supervisors' observations

should be used to detect impairment.

10.1.2 Legal Drugs

Some commenters thought that the rule should not address legal drugs. One

commenter stated that-impairment should not be addressed and that the concern

should be limited to illegal drug use. Another commenter thought that the

language of the rule should be changed to state that the goal of the rule is

to achieve a workplace free of illegal drugs and their effects rather than a

"drug-free workplace." This commenter also noted that this change should not

preclude a licensee from prohibiting on-site use of alcohol. Several

conmnenters stated that expanding the rule to address legal drugs would raise

substantial legal concerns (e.g., making the use of legal drugs illegal,

forcing a violation of physician/patient confidences) and one commenter thought

that these concerns merely highlight the fact that any drug testing is an
.affront to personal liberty.

NUMARC stated that prescription drugs should be addressed only generally;

workers should be required to notify their supervisors of intended use of

prescription drugs and care should be taken in response to positive tests

that occur as a result of prescription drug use. If prescription drugs are

included in the testing program, the response to positive test results should

be based on medical advice and workers must not be penalized unless they are

abusing the legal/prescription drug. This position was strongly supported,

with about half of those commenters who discussed legal drugs supporting the

NUMARC position.

Several commenters stated that only the drugs listed in the HHS Guidelines

should be the basis for industry testing. The addition of drugs beyond those

specified in the HHS Guidelines would create a conflict with HHS restrictions.

Further, a number of commenters were concerned that the procedures specifying
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how licensees are to identify additional drugs and incorporate them into their

programs would defeat the goal of establishing uniformity. Commenters also

thought that these procedures were unworkable, burdensome, and open to legal

challenges.

A number of commenters stated that the rule should not be expanded to address

legal drugs, and that workers should not be denied the use of medications

necessary or beneficial to their health and well-being. Several commenters

stated that-regulation on prescription drugs is outside of the appropriate

scope of NRC regulations and'that such decisions should be made by physicians

and on an individual basis. Other commenters thought that testing for legal

drugs is unnecessary, but workers should report the use of those drugs either

to their supervisors or to the medical department for an individual decision

to be made about what actions should be taken to ensure against on-the-job

impairment. One commenter indicated that the prescribing physician could be

consulted when making this determination.

Other commenters stated that it was appropriate to expand the .test.ing program

to include legal .drugs that'may cause impairment. Some.of these commenters

want the rule to specifically state this, while others want the rule to

address the testing protocol for these drugs in detail, as has been done for

the classes of drugs for which the rule does require testing. The following

drugs or drug classes where identified by various commenters as warranting

special concern: barbiturates, benzodiazepine, methaqualone, methadone, and

propoxyphene. For some of these drugs and drug classes, cut-off levels were

proposed.

Commenters also pointed out that some of the classes of drugs currently

tested for include drugs that can be used for legitimate medical reasons

without creating significant impairment, and the rule should be expanded to

ensure such legitimate use of these drugs is protected. Several commenters

stated that requiring workers to report the use of prescription drugs to

their supervisors adequately addressed the concerns surrounding the use of

legal drugs.
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10.1.3 Alcohol

Many comnmenters made statements about whether or not alcohol should be added

to the rule. The majority of these commenters, about 60 percent, stated that

the rule should be expanded to address alcohol, but that details of how alcohol

will be addressed should be published for public comment before the changes

are implemented. These commenters include NUMARC, a number of commenters who

stated that they support the position stated by NUMARC, and a number of

commenters who made this statement without linking it to NUMARC. About 25

percent of the commenters addressing this issue stated that alcohol should be

addressed in the rule without such a qualification. About 15 percent of the

commenters who addressed this issue stated that alcohol should not be addressed

in the rule. Other commenters expressed the concern that the extent to which

alcohol is addressed in the rule should not make implementation an insur-

mountable burden.

The following reasons were given for delaying implementation of an alcohol

rule: (1) time should be allowed for the industry to.study and develop

additional suitable and effective programs to handle alcohol-related problems,

much the same as has been provided for drug program development, and (2) prior

to final rulemaking, the details of the alcohol requirements should be made

available for public comment.

The following reasons were given for including alcohol in the rule: (1)

alcohol use and misuse is prevalent, (2) alcohol use can lead to on-duty

impairment, (3) alcohol misuse creates fitness-for-duty problems comparable

to and perhaps more substantial than the problems caused by illegal drug use,

and (4) an NRC regulation requiring testing for alcohol would lend support to

established programs.

The following reasons were given for excluding alcohol from the rule: (1)

programs already in place and guidance being produced by Edison Electric

Institute (EEl) effectively deal with alcohol-related problems, making

additional guidance or regulations unnecessary; (2) if additional prescriptive

detail is provided, and if that guidance conflicts with established programs,
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the rule could result in a less effective approach to dealing with alcohol-

related fitness-for-duty problems.

Many specific recommendations were made about the desirable characteristics

of an alcohol testing program. A number of commenters recommended using breath

tests for blood alcohol concentrations (BACs), although some commenters said

that blood tests are more accurate and should therefore be used. Most

commenters stated that alcohol should be treated in a manner similar to other

drugs, and that testing for alcohol and other drugs should be done on the same

occasions. NUMARC, along with about 35 other commenters, stated that tests for

alcohol should be done on a random basis, as compared to three commenters who

stated that alcohol should only be included in for-cause tests. A few com-

menters thought that alcohol testing as part of pre-access or preemployment

screening was unnecessary. Several commenters addressed BAC cut-off levels by

stating the level they recommended, stating the level they were currently

using, or urging the NRC to establish a cut-off level. Recommended or currently

used cut-off levels ranged from 0.04 percent to 0.10 percent, with the vast

majority of commenters citing the 0;04 percent cut-off level. One licensee

requested the NRC to establish the 0.04 percent cut-off level, but stated that

if the NRC does not establish this'level, they would use the 0.10 percent BAC

cut-off level used in their local state motor vehicle codes. With regards to

sanctions in the event of a violation of alcohol policy, commenters expressed

both the opinion that it is appropriate to regard a positive alcohol test the

same as a positive drug test, and the opinion that sanctions for violations of

the alcohol policy should differ from sanctions for violation of the drug

policy and should be left to the discretion of the licensee.

One -commenter recommended a rule requiring a period of pre-work abstinence

from drinking, such as the eight-hour rule used in the aviation industry.
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10.2 Summary of Responses

The NRC agrees that the possible sources of impairment identified by these

commenters constitute important fitness-for-duty concerns that s.hould be

addressed in licensees' programs. Further, the NRC believes that the rule

does address these issues, in that the rule requires licensees to provide

reasonable assurance that workers are not impaired from any cause and requires

licensees to make EAPs available to workers to assist them with these types of

problems.

10.2.1 Additional Sources of Impairment Not Warranting Action at This Time

The NRC does not believe that the health and safety of the public is best

served by the NRC providing, at this time, additional prescriptive

regulations regarding emotional and mental stress, fatigue, illness, and

physical and physiological impairments. The NRC believes that there are a

number of ways of effectively addressing these problems, that often the

approach used must be tailored to the specific case at hand, and that sound

management practices, which are consistent with *the licensee's management

style, can be expected to be more fruitful than would detailed prescriptive

regulations.

Additional Sources of Impairment Warranting Action at This Time

The NRC agrees with the commenters who stated that the rule should be

expanded to address impairment that is caused by workers' use of alcohol and
legal drugs. The NRC believes that these are especially significant areas of

concern because of the negative effects of alcohol and prescription sedatives

on vigilance and judgment, which are important components of many jobs within

protected areas. The NRC also believes that there is often a relationship

between illegal drug abuse and the abuse and misuse of legal drugs and

alcohol. The distinction between some types of medication use and drug abuse
is not absolute. All use of prescription and over-the-counter drugs lies

somewhere in a spectrum that has responsible safe use at one end, dangerous
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abuse at the other end, and practices such as irresponsible misuse and

accidental misuse somewhere in the middle. For these reasons, the NRC

believes that a licensee's policies regarding workers' use of legal drugs

and alcohol is as important for ensuring public health and safety as the

licensee's policy regarding illegal drug use.

The nexus between illegal drug.abuse and the abuse or misuse of legal drugs

and alcohol makes it difficult to separate these issues. For example, in

some cases the proposed rule addresses classes of drugs that are both abused

illegally and used in legal medications (e.g., opiates and amphetamines).

Therefore, within a drug testing program adhering to the proposed rule, an

overlap between illegal and legal drugs already exists.

Additionally, many of the issues that must be resolved when addressing each of

these areas are very similar. For example, if chemical testing is to be used

to detect the use of one or more legal drug(s) or alcohol, then the issues

pertaining to the testing protocol that must be addressed when testing for

illegal drugs--such a-s chain of custody, establishing cut-off levels,

laboratory quality assurance--must all be addressed. Further, all of these

issues should be addressed because individual workers may have closely-related

substance abuse problems involving illegal drugs, legal drugs, and/or

alcohol. Effectively detecting and deterring the abuse of some substances
(illegal drugs) while failing to detect and deter the abuse or misuse of others

(legal drugs, alcohol, or both) may result in some workers who have drug problems

merely substituting one impairing drug with another rather than giving up the

unacceptable use of any drugs. This close tie between illegal drug abuse as a
fitness-for-duty concern and legal drugs and alcohol as fitness-for-duty concerns,

along with the significance of these issues, warrants the NRC addressing all

of these issues in a fitness-for-duty rule.

The NRC does not agree that it is beneficial to wait until licensees have

studied these problems and attempted to develop their own solutions before

taking action. The NRC believes that, as was the case when the NRC derayed
rulemaking regarding illegal drug use, such a practice may contribute to
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inconsistent policies in the industry and that it is possible that some

policies will be developed that prove to be inadequate. Further, such a

waiting period would result in an unacceptable delay in the implementation of

important components of the NRC's fitness-for-duty rule.

10.2.2 Legal Drugs

The NRC does not think that it is appropriate to publish detailed regulations

concerning legal medications at this time. The NRC acknowledges that the task

of establishing the panel of drugs for which testing is warranted, and the

appropriate testing protocols to be used when performing those tests, is an

important and difficult task that warrants careful consideration. Further,

the NRC believes that all of the approaches recommended by commenters

regarding the regulation of workers' use of legal drugs may prove unacceptable.

Some of the recommended approaches can be expected to provide inadequate

assurance that a worker's use of legal drugs does not result in on-duty impair-

ment. Other approaches may prove to be unnecessarily intrusive. For example,

it may be unnecessary for workers to report to a supervisor or Medical Review

Officer their use or intended use of some of prescription drugs.

The NRC believes that requiring workers to report to the Medical Review

Officer their use or intended use of some types of drugs is essential,

however, and should be considered by licensees. However, the NRC believes

that defining these drugs in terms such as "all prescription drugs" or "all

drugs that may cause impairment" may be a poor method of developing such a

list. There may be over-the-counter drugs, such as over-the-counter

stimulants and sedatives, that have significant potential for causing on-duty

impairment and thus warrant being reported. Conversely, there may be

prescription drugs that have very little potential for causing impairment and

do not warrant being reported. Specific policies could be produced that would

eliminate the need for workers to report their use of these drugs. For

example, it may be possible to assure that some drugs do not create

significant problems simply by providing guidance to workers about when the

drugs can be used or about the maximum doses of the drugs that can be used by
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on-duty workers. The development of such guidance could simplify licensees'

fitness-for-duty programs, promote consistency throughout the industry, and

reduce the intrusive nature of the fitness-for-duty programs. However, the

NRC believes that such guidance should be developed by the industry. Input

from the medical community woUld be especially valuable in this area and should

be sought. Should timely progress not be made in this area, the NRC may institute

additional rulemaking.

The rule has been modified to require licensees to educate workers about the

effects legal drugs may have on job performance. Also, in line with comments,

the NRC accepts that chemical testing for some legal drugs is appropriate, and

that the testing protocol for these drugs, including proposed cut-off levels,

should be included in the final rule. Therefore, the final rule will require

that the testing protocol include testing for barbiturates and benzodiazepines,

using the testing protocols and cut-off levels established in the rule.

10.2.3. Alcohol

The NRC believes that alcohol is a fitness-for-duty concern. The NRC believes

that no on-duty alcohol consumption should be permitted, and that conducting

breath tests to determine workers BACs is a necessary step towards detecting and

deterring any on-duty use or any unacceptable off-duty use of alcohol.

Breath tests, when conducted following the protocols in the NRC "Mandatory

Guidelines for Nuclear Power Plant Drug and Alcohol Testing Programs"

(Appendix A to Part 26), provide relatively accurate and reliable measures of

BACs, and are sufficient for all screening tests. Workers should have the

right to have confirmatory tests performed at their request. Because of the

improved accuracy obtained when using blood samples, confirmatory tests, may

at the option of the individual being tested, be performed using blood samples

analyzed with gas chromatographic methods as described in the Federal Register.

48



-------------------------------- Begin Option A--------------------------

The NRC believes that the scientific literature strongly demonstrates that

BACs can be correlated with impairment, and that a BAC cut-off level of 0.04

percent is appropriate. This cut-off level is low enough to provide reasonable

assurance that alcohol-caused impairment will be detected when breath tests

.are performed, and high enough to eliminate practical and technological

problems'associated with very low cut-off levels. The NRC therefore requires

that blood alcohol concentration cut-off levels be set at 0.04 percent or lower

and requires licensees to evaluate the significance of lower BACs. The NRC

recognizes that there are practical problems associated with a zero or near-zero

cut-off level, and encourages licensees to consider the potential impacts of these

problems carefully before using very low cut-off levels.

------------------------------- End Option A-----------------------------
------------------------------- Begin Option B---------------------------

The NRC concurs with those experts on alcohol use who maintain that even very

low BACs can indicate some impairment. Further, the NRC recognizes that little.

is known about the impairing effects of alcohol 't very low BACs, because few

studies have been done to date examining the effects of alcohol at very low BACs.

Therefore the NRC is not prescribing a cut-off level for alcohol tests that is

to be associated with the denial of access. Licensees may establish levels that

warrant sanctions at their discretion. However, subsequent to any test indicating

the presence of alcohol in a worker's blood, the worker shall be evaluated before

being allowed unescorted access.

-------- m--------------End Option B------

The NRC recognizes the value of a required period of abstinence from drinking

that should precede all scheduled tours of work. The NRC therefore is
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requiring licensees to include such provisions in their fitness-for-duty

programs.

The NRC does not agree with those commenters who state that chemical tests

for on-duty alcohol-caused impairment need only be performed on certain drug

testing occasions, such as when for-cause testing is performed. The NRC

believes that licensees should not indicate to workers that alcohol use that

results in on-duty impairment is of less concern than is illicit drug use.

Further, the NRC believes-that any use of alcohol that results in on-duty

impairment poses a significant potential threat to public health and safety.

Finally, the NRC agrees with comments that state that it would be easy for a

worker to pass an announced test for alcohol misuse, such as a pre-employment

or pre-access authorization screening. However, this is true for many illicit

drugs that, like alcohol, are eliminated from the body relatively quickly. As

is the case when testing for these illegal drugs, detection of rule violations

may be rare, as workers need only abstain for a reasonable period prior to the

test to be assured of passing the test. However, it as. also very likely that

those who are detected through such tests will have a very substantial problem

that must be addressed. Some licensees who currently include tests for alcohol

in their preemployment screening process have discovered several alcohol abusers

who would have gone undetected without the screening process. For these reasons,

the NRC requires that chemical tests for the misuse of alcohol should be conducted

whenever tests for illegal substance abuse are performed.

With regards to sanctions related to alcohol in the final rule, the NRC agrees

that it may not be essential that the actions taken to address alcohol misuse

be identical to the actions taken to address illegal substance abuse. However,

the NRC does believe that it is essential that licensees test for the misuse

of alcohol and that detected impaired workers are removed from duty. Further,

sanctions must be adequately severe to deter drinking practices that result in

on-duty impairment, and severe enough, as compared to the sanctions associated

with illegal drug use, to ensure that workers who abuse illegal drugs are not

encouraged to merely switch from a pattern of unacceptable drug taking activity

to a pattern of unacceptable alcohol consumption. One way of doing this is to
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take actions in the event of a violation of the alcohol policy that are the

same as, or similar to, the actions taken when the illicit drug policy is
violated. In the absence of such actions, an effective program must provide

assurance that a high level of deterence is present and that workers who are

impaired as a result of alcohol misuse are removed from duty.
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11.0 CONFIDENTIALITY OF TEST RESULTS

11.1 Summary of Comments

A number of commenters were concerned about the confidentiality of test

results and the potential impact of the rule on the privacy of workers. There

was concern that test results might be inappropriately released to the

detriment of workers. A number of specific suggestions were made to protect

workers' rights.

11.1.1 Confidentiality of Results

One commenter favored identifying samples by a number coded to an individual

worker rather than by name. Other commenters believed that there should be a

protocol defining which licensee's workers should have access to fitness-for-

duty records at various stages of the testing process. Several commenters

expressed the view that test results should not be releasable to licensees or

contractors under 10 CFR 26.27(b) without the written approval of the affected

worker. One commenter proposed that all medical personnel involved in the

fitness-for-duty process adhere to the American Occupational Medical

Association's (AOMA's) "Code of Ethical Conduct for Physicians Providing

Occupational Medical Services," and the AOMA "Ethical Guidelines for Drug

Screening in the Workplace."

11.1.2 Use of Samples for Other Purposes

A number of commenters were also concerned that specimens taken from workers

would be used for purposes beyond the scope of the proposed fitness-for-duty

rules and suggested that language be added to the regulations limiting use of

the samples to designated purposes.

11.1.3 Tests Conducted by the Licensee

The proposed rule (10 CFR 26.24[d]) would allow licensees to conduct

preliminary tests of a sample before forwarding it to a laboratory. Several

commenters were concerned that results of such preliminary tests would be

inappropriately disclosed and acted upon prior to confirmation by the contract
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laboratory. They proposed that access to the results of such preliminary

tests should be strictly limited, perhaps to the licensee's laboratory staff

only.

11.1.4 Confidentiality for Employee Assistance Programs

One commenter noted the lack of specific confidentiality requirements in the

proposed section (26.25) on employee assistance programs and stated that such

protections were necessary for the programs to be successful. Another commenter

stated that the term "safety considerations," as used in this section, should

be defined. A commenter also requested that language be added that employee

assistance program EAP counselors would notify management when a belief exists

that any worker's condition (self-referred or not) may constitute a hazard to

himself or others.

11.1.5 Access to Records

Several commenters suggeSted'that access to the results of chemical testing

should be limited to the greatest extent possible, especially given the

potential damage to a worker from disclosure of false positive results. In

particular, many commenters believed that test results should not be released

to law enforcement agencies.

There were a number of comments concerning access to fitness-for-duty records

by NRC employees and representatives. Several commenters expressed the view

that the NRC has no need for access to individual names and that if such

information were provided it might be inappropriately disclosed or made

available to the public. It was noted that licensees are expressly directed

not to include the names of individuals under the proposed reporting

requirements to NRC (26.73[a][3]), but that NRC is eligible to receive names

under proposed Section 26.29(b).

Two conmnenters suggested that the Protection of Information section (26.29)

include references to contractors and vendors as well-as licensees. They

further suggested that the reference to employment decisions be replaced by
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access decisions. Another commenter raised the question of whether

contractors as well as licensees should be able to obtain fitness-for-duty

information under the proposed regulation at Section 26.29(b). An additional

commenter suggested that release of fitness-for-duty information under a court

order be added to the list of permitted disclosures under Section 26.29(b).

11.2 Summary of Responses

11.2.1 Confidentiality of Results

The NRC believes that further requirements for the protection of worker

records at the testing laboratory beyond the requirements of the NRC

Guidelines are not needed at this time. Section 2.8 of the Guidelines

contains specific protections for such records.

The NRC concurs in the comment that information on a worker denied unescorted

access or removed from his position under a fitness-for-duty program shall be

provided to licensees and contractors subject to this part but only upon a

written release by the affected'worker. Appropriate language has been added

to Section 26.27(a). The effect of the language is that if the worker elects

not to provide such a release to the hiring licensee or contractor, the worker

would be denied unescorted access to protected areas.

The comment that Medical Review Officers subscribe to the AOMA Code of

Ethical Conduct and their ethical guidelines for drug screening in the

workplace has merit. The NRC will continue to study this suggestion. For

purposes of the present rulemaking, however, the NRC is satisfied that the

statement of qualifi'cations for Medical Review Officers in Section 2.7(b) of

the NRC Guidelines is adequate and sufficient.

11.2.2 Use of Samples for Other Purposes

The NRC believes that addition of a specific provision in the rule limiting use

of laboratory results to the purpose and scQpe of the rule is not required. The

protections afforded by the NRC Guidelines and Section 26.29(b) are deemed to be
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sufficient. Moreover, there should be no incentive for employers to disclose

the information to unauthorized persons because of the possibility of liability

related to such disclosure.

11.2.3 Tests Conducted by the Licensee

The NRC concurs that there is a potential for abuse of positive test results

from preliminary tests conducted by the licensee. These preliminary tests do

not have the accuracy of laboratory-conducted confirmatory tests. Consequently,

the final rule limits access to the preliminary test results to the licensee's

testing personnel.

11.2.4 Confidentiality for Employee Assistance Programs

The EAP requirement at Section 26.25 specifies that such programs are to

provide confidential assistance except where safety considerations must

prevail. The NRC believes that the plain meaning of these terms is sufficient

for this rulemaking.and that further clarification in the rule is not

required. The NRC concurs in the suggestion that employee assistance program

counselors notify management when there is a reasonable belief that any worker's

condition may constitute a hazard to himself or herself or oth&rs, and the rule's

language has been clarified.

11.2.5 Access to Records

The NRC has elected to retain the provisions on entities entitled to access to

laboratory records as proposed in Section 26.29(b) with the exception that

release of the information under a court order is added. The NRC does not
anticipate requesting the results of laboratory tests correlated to individual

names. The reporting requirements in Section 26.73(b) in fact specifically

state that individual names should not be included in written reports submitted

to the NRC. Nevertheless, the NRC wishes to reserve the right to have access

to specific results when needed for particular situations involving safety and

investigative matters such as malfeasance in the administration or management

of the fitness-for-duty program. The NRC also has decided to retain the provi-

sion providing access to appropriate law enforcement officials. It is noted
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that there is no requirement to routinely provide such officials with labora-

tory results. Moreover, it is unlikely that such results would be requested

because the officials would have no prior knowledge of the results of labora-

tory tests.

The NRC concurs in the comment that contractors within the scope of the

rulemaking should be included in the disclosure and access provisions of

Section 26.29(b) and the final rule reflects this addition. The reference

to employment decisions in the proposed rule has been replaced by access

decisions.
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12.0 EMPLOYEE ASSISTANCE PROGRAMS

12.1 Summary of Comments

The NRC received a significant number of comments from licensees regarding

employee assistance programs. The majority of commenters agreed that employee

assistance programs services are an effective method of combatting the broad

spectrum fitness-for-duty problems.* However, most of the commenters specified

that under the proposed rule the scope of licensee employee assistance program

services should be limited to regular, full-time licensee personnel; contractor

or vendor personnel should not be covered. Several other commenters indicated

that employee assistance program services should not be regulated by the NRC

rule in any manner, and-would be better addressed by the licensees themselves.

12.2 Summary of Responses

The NRC believes that employee assistance program services provide a valuable

tool in combatting fitness-for-duty problems in the nuclear power industry..

Therefore, as currently stipulated in the rule, it is the responsibility of each

licensee to ensure that all licensee personnel have access to employee assistance

programs services and that contractor employee assistance programs meet the

criteria of the licensee's employee assistance programs. The NRC has also noted

that supervisory personnel should not initiate employee referrals for counseling

or treatment. Rather, supervisory personnel should refer employees to an

employee assistance program counselor for assistance.
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13.0 IMPORTANCE OF HEALTH AND HUMAN SERVICES GUIDELINES

13.1 Summary of Comments

13.1.1 Proposed Alternatives to the HHS Guidelines

Several commenters suggested that an alternative to the HHS Guidelines is the

College of American PathQlogists (CAP) Forensic Urine Drug Testing (FUDT)

program. The commenters contend that the CAP FUDT program is as equally

rigorous as the HHS Guidelines but better suited to licensee's needs because:

(1) it has an educational component for laboratories, (2) it has accredited

25 laboratories as of October 11, 1988, whereas NIDA has accredited none, (3)

the CAP FUDT program allows laboratories to test for additional drugs and at

other cut-off levels than those specified in the HHS Guidelines, and (4) the

CAP FUDT program does not require approval from the HHS Secretary.

One commenter suggested that an alternative to the HHS Guidelines is the "AFL-CIO

Guide for Drug and Alcohol Testing on the Job." Several commenters pointed out

that stringent quality, controls are required of testing laboratories under state
programs; two commenters stated that New York State had a stringent laboratory

certification program.

13.1.2 Applicability of HHS Guidelines to the Nuclear Power Industry

A few commenters indicated that the HHS Guidelines should be adopted by the

NRC in their entirety. The large majority of commenters stated that, although

the HHS Guidelines provide many excellent procedures for ensuring the quality

of drug testing programs, the HHS Guidelines contain terminology and provisions

that are inappropriate for application to the nuclear power industry. The

inappropriate terminology and provisions noted by the commenters include

(1) references to "agencies," to Public Law 100-71, to the Privacy Act, and to

the HHS Secretary; (2) limitations in the panel of drugs for which certified

laboratories can test; (3) cut-off level specifications defined for screening

and confirmatory tests; (4) requirements that a licensed physician, as a

Medical Review Officer, review all test results; (5) the conflict with on-site
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testing created by the requirement that all testing be done by certified

laboratories; (6) laboratory certification procedures; and (7) limitations on

splitting specimen samples. To ensure that the HHS Guidelines are appropriately

adapted to the proposed rule, many commenters recommended that the pertinent

sections of the HHS Guidelines be incorporated into the rule itself.

13.1.3 Limitations in the Panel of Drugs for which Certified Laboratories Can Test

A number of commenters specifically supported the intention and value of

establishing uniformity across licensees in the panel of drugs, with a smaller

number supporting a more flexible approach that allows licensees discretion to

deal with local variability in drug use.

A number of commenters objected to the procedures specifying how licensees

are'to identify additional illegal drugs and incorporate them into their

programs, on the grounds that these mechanisms defeat the purpose of uniformity,

are unworkable, are burdensome, and open licensees to legal challenges. Some

of these same commenters, along with others, recommended that the HHS-specified

panel of drugs be expanded to include (for example) alcohol,methadone,-

barbiturates, benzodiazepine, propoxyphene, methaqualone, and prescription and

over-the-counter drugs, Comments made at the public hearing-expressed concern
about the potential for intrusion into personal medical information if the

panel of drugs is not strictly specified and limited.

13.1.4 Cut-off Levels Defined for Screening and Confirmatory-Tests

A substantial number of comments were received on the cut-off levels for

screening and confirmatory tests, many suggesting specific cut-off levels for

particular drugs. An important disagreement among commenters centered around

the issue of uniformity in cut-off levels. Some commenters recommended that

standard cut-off levels be established and applied by all licensees in order

to minimize inconsistency across licensees, maximize the defensibility of the

cut-off levels, and avoid conflict with the certified laboratory testing

procedures. These commenters thought that discretionary cut-off levels were

unworkable because they would be challenged in court and were inconsistent
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with certified laboratory procedures specified in the HHS Guidelines. Among

these commenters, some supported the existing HHS cut-off levels and some

recommended that the HHS levels be modified, generally to be more stringent.

A number of commenters suggested standards matching those used by the military.

Other commenters, particularly those representing licensees with ongoing drug

testing programs, recommended that licensees be allowed discretion -to establish

cut-off levels more stringent than the minimum specified in the rule. As a

compromise, some commenters suggested that laboratory procedures and testing be

modified to require them to compile results at both the minimum uniform standard

cut-off and the discretionary levels established by the licensees.

These commenters provided different reasons for establishing various cut-off

levels, ranging from very stringent to more lenient. A few commenters supported

the establishment of cut-off levels based on an objective of establishing a

drug-free workplace, recommending essentially zero tolerance and setting

cut-off levels just high enough to avoid positives from dietary consumption of

legal substances. Others proposed the establishment of cut-off levels that

were the lowest (most stringent) levels associated wit~h impairment. Others,

sometimes explicitly recognizing that the establishment of cut-off levels

involves administrative considerations, recommended the use of "standard" and

moderate levels that assist in the establishment of an accepted, widely-used

standard and reduce vulnerability to legal challenges. Still others, generally

those representing the workers and unions, supported cut-off levels that test

for impairment rather than use and that set levels where job performance is

probably affected.

A number of licensees commented that they are currently operating drug testing

programs which have more stringent (lower) cut-off levels than the HHS Guidelines,

especially for marijuana. Commenters were divided in their position regarding

adoption of the HHS Guidelines for cut-off levels. Some supported the HHS

Guidelines; others supported the more stringent levels proposed by NUMARC. A

large number of commenters thought that the HHS cut-off level for marijuana was

too lenient, citing experience from ongoing programs that a very high propor-

tion (over 80 percent in Commonwealth Edison's 6-year-old program) of positive

marijuana test results fall between 20 and 100 ng/ml. A number of commenters

provided specific recommendations for screening and confirmatory cut-off levels

for individual drug types.
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13.1.5 Regulation of On-Site Screening Test

Although the majority of comments in this category addressed specific aspects

of on-site testing, several commenters objected to conducting on-site screening

tests by licensees on the grounds that suchtesting should not be conducted by

employers and that it would be more costly, create too high a risk of false

results, and result in claims of inequitable treatment. Other commenters,

principally representatives of licensees and a health care products manufacturer,

supported on-site screening tests as effective, timely, and less costly, particularly

if only specimens that tested positive in the on-site aliquot test are sent to

the certified laboratory. Some commenters favored modification of the proposed

rule (Section 26.24[d]) to allow licensees to establish HHS-certified on-site

laboratories and to avoid conflict with the HHS Guidelines. Changes in the

specified procedures for on-site testing were also recommended, including

enabling certified laboratories to match the cut-off levels established by the

on-site program. The need for careful attention to conflicts with specific

wording in the HHS Guidelines was noted. (Further discussion of the cut-off

level issue is provided elsewhere.)

13.1.6 Requirements for Review of Test Results by a Medical Review Officer

A number of comments were received concerning the qualifications and role of

the MedicalReview Officer as specified in the HHS Guidelines, paragraph

2.7(b) (53 FR 11985, dated April 11, 1988). Commenters recommended that, should

the HHS Guidelines be generally adopted, these specifications should be modified

to eliminate the requirement that the MRO be a licensed physician. They recom-

mended broadening the definition to include other licensed medical care providers

with training and knowledge in substance abuse disorders and their treatment,

identification and use of controlled substances, and prescription practices of

pharmacies, and to provide for consultation of the MRO with a licensed physician

for resolution of unusual circumstances. One commenter recommended changing

the term "Medical Review Officer" to "Medical Review Professionals" to avoid

possible confusion with licensee executive officers.
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13.1.7 Laboratory Certification Procedures

A number of commenters thought that the number of blind samples was excessive

and recommended that the requirement for licensees to submit blind samples be

eliminated or substantially reduced. One commenter pointed out the potentially

negative effects of having licensees prepare the false documentation associated

with blind samples, and others questioned whether a sufficient supply of blind

samples would be available on a timely basis. A number of commenters also

questioned whether sufficient certified laboratory capacity would be available

to implement the proposed rule. Comments both supported and opposed the

requirement that laboratories be certified by HHS. Those supporting such certi-

fication recommended modification of the proposed rule to specify that licensees

are to use HHS-certified laboratories that are directed to conduct drug tests

consistent with NRC and licensee requirements. Several other commenters

objected to the requirement for HHS certification, noting that it would likely

prevent them from using high-quality local laboratories, and would prevent them

from testing additional drugs or setting more stringent cut-off levels (unless

such modifications are made in the application of the certification process,

as discussed above). They recommended that the NRC adopt a provision authori-

zing licensees to utilize a drug testing laboratory that is either certified

via the HHS Guidelines or is certified under a state program that is generally

comparable to the HHS program. Other commenters suggested authorization of

laboratories certified by The College of American Pathologists Forensic Urine

Drug Testing (CAP FUDT) program.

13.1.8 Splitting Specimen Samples

A number of commenters recommended the use of split samples to provide an

additional quality control measure and to further protect the rights of the

workers by allowing a second check on confirmed positive results. Commenters

differed in their specific recommendations concerning the number (2 or 3) and

specific procedures for testing the reserved sample(s).
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13.2 Summary of Responses

13.2.1 Proposed Alternatives to the HHS Guidelines

The NRC believes that the rigor required by the HHS Guidelines is not matched

by any of the proposed alternatives. The NRC Guidelines address many of the

concerns expressed by the commenters. The NRC believes that the highest

standards are needed to assure that the testing process is accurate, produces

valid results, and provides suitable protection for those being tested.

13.2.2 Applicability of HHS Guidelines to the Nuclear Power Industry

The NRC believes that many of the basic requirements of the HHS Guidelines

must remain a vital component of the NRC drug testing regulations. However,

the NRC is aware that the Guidelines, as written by HHS to apply to testing by

Federal agencies, do not perfectly fit the circumstances of the licensees

regulated by the NRC. There are many references to legal authorities and

other matters that are-peculiar to Federal. agencies (e.g., references to the

Privacy Act; to Executive Order.12564, to the Secretary) and terminology that

may be confusing in the NRC-regulated industry context. In addition, the HHS

drafted the Guidelines to apply to the physical and organizational circum-

stances of Federal agencies. Obviously, the circumstances of industries

regulated by the NRC are very different from those of Federal agencies.
Furthermore, as discussed below, other aspects of the rule, i.e., expansion

of the panel of drugs and more stringent cut-off levels, require modification
of the HHS Guidelines to maintain consistency and facilitate implementation.

Consequently, the NRC agrees with many commenters and is, in its rule, directly
implementing in its own regulations revisions to the Guidelines that are

applicable to NRC licensee fitness-for-duty programs. These revisions are

intended to leave intact the safeguards for accuracy and privacy in drug

testing established by the HHS Guidelines while ensuring that the parties regu-

lated by the NRC can practically implement the requirements. Editorial changes

.have been made in the Guidelines to adapt the terminology to the NRC and its
licensees' fitness-for-duty programs.
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13.2.3 Limitations in the Panel of Substances That Certified Laboratories Can

Test

Under the HHS Guidelines (2.1[a]), a Federal agency's random drug testing

program may test a urine sample only for certain specifiec drugs. The NRC's

proposed rule modifies this requirement by expanding the minimum panel of

substances for which samples from the pre-access and random sampling program

are to be tested to include alcohol, benzodiazepines, and barbiturates, in

addition to marijuana, cocaine, opiate metabolites, phencyclidine, and

amphetamines. Furthermore, the rule will allow licensees to include, with

specific notification to employees and the NRC, additional drugs found to be

prevalent in their geographic area. Licensee would be required to develop

appropriate test protocols and cut-off levels. Under Section 26.24(c), a

licensee may test the specimen obtained under the NRC rule only for the

substances specified in the licensee's fitness-for-duty pre-access and random

substance testing program (i.e., the minimum panel plus any additional

substances specified by the licensee). For-cause tests are not lijnited to a

specified panel of substances.

In determining which drugs to add to those required in the HHS Guidelines, the

Commission assessed evidence regarding the extent of use of the various drugs
recommended by commenters and the potential for impairment from the licit use,

where appropriate, or abuse of those drugs. The NRC concluded that the panel

of drugs in the HHS Guidelines adequately covers the most extensively abused

illegal drugs, but does not sufficiently address the major drug class of sedatives

(i.e., benzodiazepines and barbiturates). The use and abuse of sedatives by

nuclear power plant workers are of significant concern for several reasons.

Although most sedative drugs are obtained legally through prescriptions or in

over-the-counter mediations, these drugs are subject to abuse. In fact, some
researchers have suggested that sedative abuse is more prevalent than the

abuse of opiates in this country. In addition, continued abuse of these
substances can lead to dependency and "physician-hopping" or illegal behaviors

to obtain supplies of the drugs. Consequently, detection of the use of

sedatives and an evaluation by the Medical Review Officer of the manner in

which a worker is using sedatives are important to prevent the development of

sedative-abuse problems.
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Of greater significance is that the use of sedatives while on the job, even at

physician-prescribed doses, may result in significant impairment. Although

many types of performance are detrimentally affected by the use of sedatives,

attention and the ability to maintain vigilance are particularly impaired.

And, when combined with alcohol, the impairing effects of sedatives, especially

bartiturates, are long-lasting and severe. Therefore, the NRC has concluded

that detection and deterrence of the use of these drugs, except under the

most carefully controlled and supervised conditions, is as necessary to ensure

public health and safety as detecting and deterring the abuse of illegal drugs.

In response to objections by licensees to the requirement that they must

consult with local law enforcement authorities and drug counseling services to
determine whether other drugs are being used in the geographical locale of the

facility and the local workforce and, where appropriate, add these drugs to

the list of drugs being tested, the NRC has made this element of the program

optional. To address the issue of changing drug use patterns, the NRC may

conduct periodic reviews of the minimum drug panel that could result in the

inclusion of additional substances.

13.2.4 Cut-off Levels Defined for Screening and Confirmatory Tests

In response to comments concerning the appropriate cut-off levels at which

samples will be considered positive, the NRC proposes the screening and

confirmatory cut-off levels set forth in the NRC Mandatory Guidelines for

Drug and Alcohol Testing. These levels define the standards for establishing
presumptive positive and negative results for the minimum panel according to

the NRC rule. However, in response to numerous comments by licensees, many of

whom have existing drug programs with more stringent cut-off levels for the

substances included in the proposed minimum drug panel, the NRC rule establishes

minimum standards for the panel of drugs and allows licensees the discretion of

setting more stringent cut-off levels for these drugs. For example, instead of

using their normal cut-off levels for for-cause and follow-up testing, licensees

could obtain data on any trace amounts of drugs for medical evaluation of at-risk

65



persons. Certified laboratories are authorized to test and report results at

these more stringent cut-off levels, if so requested by the licensee. In keeping

with the objective of uniformity and the establishment of a comparable database,

however, the laboratories are also required to report results for the "standard"

cut-off levels established in the rule.

13.2.5. Regulation of On-Site Screening Test

Although the NRC is sensitive to the concerns of workers expressed in the

comments, the stringent quality assurance requirements of the rule and the

rigor of the HHS certification process have convinced the NRC to retain the

option of on-site testing. Under the NRC rule, licensees may perform the

breath tests for alcohol and the preliminary screening tests of urine specimens

provided that the licensee's staff possess the necessary training and skills

for the tasks assigned, their qualifications are documented, and adequate

quality controls are implemented. These requirements have been included in the

NRC Guidelines. Following preliminary screening, these licensees would submit

all positive specimens and a sample.of negative specimens to an HHS-certified

laboratory for a 'second screen and for confirmatory testing.. This will sub-

stantially reduce the number of specimens that must be packaged, sent, and

handled at the certified laboratory. The NRC rule does not prohibit licensees

from establishing laboratories and seeking HHS certification. Should HHS

certification be obtained, the licensee would be allowed to conduct both

screening and confirmatory tests at this laboratory.

13.2.6 Requirements for Review of Test Results by a Medical Review Officer

After careful review of the comments received regarding the Medical Review

Officer and examination of the Medical Review Officer Manual prepared by the

Department of Health and Human Services (September 1988), which describes the

role and responsibilities of the MRO, the NRC has concluded that this position

does require the qualifications of a licensed physician. To maintain consis-

tency with the HHS program, the NRC has decided to retain the title Medical

Review Officer.
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13.2.7 Laboratory Certification Procedures

The NRC has given careful consideration to the number of blind samples licensees

must submit to the certified laboratory and has determined that the number

specified in the NRC Guidelines is necessary to maintain adequate quality

control. In addition, licensees which expand their drug panel beyond the NRC

specified minimum panel are responsible for submitting a sufficient number of

appropriately "spiked" blind samples to meet equivalent laboratory quality

control requirements for those additional drugs. The NRC has consulted with

personnel of the Office of Workplace Initiatives in the National Institute on

Drug Abuse and has been assured that sufficient blind samples and laboratory

capacity will be available to implement the proposed rule on a timely basis.

Given the importance of protecting workers from false positive test results

and the absence of clear evidence that alternative certification procedures

provide an equivalent level of rigor, the NRC rule maintains the requirement

for laboratories to obtain HHS certification in order to perform confirma-

tory chemical tests on specimens submitted for tests under the provision of the

NRC rule.. In addition to HHS certification, laboratories used by licensees.

must demonstrate comparable performance and rigor in testing for the additional

substances included in the licensee's specified panel of substances (i.e., the

NRC minimum panel plus any discretional additions of the licensee).

13.2.8 Splitting Specimen Samples

The NRC is sensitive to the concerns of nuclear power plant workers regarding
the adverse consequences of false positive test results and the advantages of

using split samples to provide an additional quality control measure and

further protect the rights of workers by allowing a second check on confirmed

positive results. The first aliquot, along with appropriate chain-of-custody

documentation could be (1) transmitted to the HHS-certified laboratory for

screening and confirmatory testing or (2) transmitted to the authorized on-site

screening laboratory for preliminary testing. The second aliquot of the split

sample, along with appropriate chain-of-custody documentation, could be placed

in a secure refrigeration unit or forwarded to a second laboratory for

retention. Should the specimen test positive, the second aliquot could be

tested by the second HHS-certified laboratory.
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In the case of on-site screening, the second aliquot could be discarded if the

preliminary test (screen) is negative. If the screening test is conducted

off-site, the second aliquot could be discarded immediately upon notification of

a negative test result for the specimen. Even though there is a high degree

of assurance of the accuracy of the test results provided by the chain-of-custody

and HHS-certified laboratory procedures, chain-of-custody concerns by tested

workers would remain no matter how precise the process or valid the results.

Therefore, the NRC has decided not to mandate nor prohibit split samples; the

approach may be used by licensees where additional confidence in the process

by the workforce is sought.
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14.0 RELATIONSHIP TO ACCESS AUTHORIZATION

14.1 Summary of Comments

This section covers comments relating to the potential overlap of the

proposed FFD rule and Industry Guidelines appended to the proposed Access

Authorization Policy Statement (AAPS) appearing at 53 FR 7534, March 9, 1988.

14.1.1 What is an Appropriate "Suitable Inquiry"?

A number of commenters raised the issue that the "suitable inquiry"

requirement in Section 26.27(a) is too severe and also conflicts with the

background investigation elements section of the AAPS. Proposed Section

26.27(a) requires that licensees conduct a suitable inquiry prior to granting

unescorted access to determine if a worker has tested positive for drugs in

the past. The term "suitable inquiry" as defined in Section 26.3 requires

verification of employment history for the previous five years and to determine

whether the worker had any positive drug tests. Many commenters pointed out

that this requirement will be-very difficult and costly to meet in part because

prior employers will be reluctant, because of liability concerns, to release

records of drug use, even with a signed release form. One commenter pointed

out, for example, that under Section 26.29(b) a licensee would not be authorized

to release such information to another employer who is not also a licensee.

The commenters noted that the required background investigation in Section

6.2.1 of the Industry Guidelines appended to the AAPS covers similar material

to the fitness-for-duty rule, but is not as severe. The investigation con-

tains several elements, one of which is a check on an applicant's character

and reputation including prior illegal use or possession of a controlled

substance. Information is to be obtained from four references, two supplied

by the applicant and two developed by the utility. Employment verification is

to be obtained for a minimum of three years. In addition, the evaluation

criteria in Section 7.1 of the AAPS require utilities to assess the impact of

past illegal use or possession of a controlled substance.
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One commenter pointed out that the proposed suitability inquiry requirements

will conflict with the required background checks for security personnel in

10 CFR Part 73, Appendix B. These background checks require the licensee to

investigate a number of elements related to selection of security personnel

including whether an individual has any history of alcoholism or drug

addiction. There are no specific time periods associated with the required

background checks.

14.1.2 Overlap in Training Requirements

One commenter stated that the training requirements for supervisors and

escorts in Section 26.22 already exist in Section 9(c) of the Industry

Guidelines and that the requirements in the fitness-for-duty rule could

therefore be eliminated.

14.1.3 Relationship of Employee Assistance Programs to the Proposed Access

Authorization Policy Statement

One commenter raised the question of whether a voluntary referral to an employee

assistance program raises an access authorization issue under the Industry

Guidelines appended to the proposed access authorization policy statement.

Under the Guidelines, illegal use of drugs is an evaluation criterion for

unescorted access (Section 7.1[b]) and an element of the continual behavioral

observation program (Section 9[a]).

14.1.4 Temporary Unescorted Access Authorization

One commenter noted the temporary unescorted access authorization in Section

6.4 of the Guidelines and stated that it should be made clear that during the

suitable inquiry period, the temporary access authorization would be

available.
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14.2 Summary of Responses

14.2.1 What is an Appropriate "Suitable Inquiry"?

The NRC recognizes the potential overlap between the required background

investigations in the fitness-for-duty rule and the AAPS. The NRC agrees that

the background investigation required in the fitness-for-duty rule may be

difficult to conduct in some cases and that the desired information may not

always be forthcoming. Consequently, the term "suitable inquiry" in Section

26.3 has been modified to provide for the "best effort" provisions of paragraph

6.2.1 of the Industry Guidelines, that is, attempts should be made to obtain

information for the entire five year period, but under no circumstances may

unescorted access be granted based on an employement check of less than three

years. In addition, a requirement has been added to Section 26.27(a) that a

suitable inquiry will be conducted only after obtaining a signed release from

the worker or prospective worker authorizing the inquiry.

The. NRCrecognizes the potential additional requirements under the fitness-for-

duty rule as compared to currently required background checks for security

personnel contained in Appendix B to Part 73. Nevertheless, the required

checks with prior employers in the fitness-for-duty rule are considered

necessary for the safety and security reasons noted earlier.

14.2.2 Overlap in Training Requirements

The NRC recognizes that there is some overlap in the two training requirements,

but does not find any inconsistencies. Moreover, the fitness-for-duty require-

ments are more comprehensive, to include techniques for recognizing drugs and

understanding the role and responsibilities of other fitness-for-program elements

such as the employee assistance program. Consequently, no changes were made

in the final rule.
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14.2.3 Relationship of Employee Assistant Program to the Proposed Access

Authorization Policy Statement

The NRC recognizes that there is a connection between the employee assistance

program and proposed access authorization policy statement requirements. Under

Section 26.25, employee assistance program staff will provide confidential assis-

tance except where safety considerations must prevail and when the employee

assistance program counselor believes that a worker's condition poses a hazard

to himself or herself or others. Otherwise, voluntary self-referrals to the

employee assistance program are treated confidentially and are not reported to

management; therefore, that information would not be available for disclosure in

response to an inquiry of previous employers. The NRC is satisfied that there

is not an inconsistency in the employee assistance program and proposed access

authorization policy statement requirements and consequently no changes are

made in the final rule.

14.2.4 Temporary Unescorted Access Authorization

NRC agrees that the temporary unescorted access authorization provision in the

Industry Guidelines will be applicable to fitness-for-duty background

investigations with the added provision that the worker pass a chemical test.

Clarifying language has been added to Section 26.27(a).
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15.0 REPORTING AND RECORD-KEEPING

15.1 Summary of Comments

15.1.1 Fitness-for-Duty Program Performance Data Form

Many comments on the data form were received. All were severely negative.

The consensus was that the stated data requirements are excessive, unnecessary,

and expensive and will contribute nothing to the public health and safety.

Virtually all respondents asked for deletion of the form and its associated

requirements.

15.1.2 Reports to NRC

Section 26.73 directs the licensee to provide information concerning fitness-

for-duty events. This was presumed to include identities of violators and a

record of the incident and its disposition. Some commenters thought that the

NRC. is not qualified to ensure the necessary degree. of confidentiality demanded

for these records, while others pointed out that the NRC handles much sensitive

information including classified information and thus is well qualified to

receive specific fitness-for-duty data. Among the latter, one commenter went

so far as to suggest that the NRC, rather than the licensees, implement and

administer the'violations tracking system. Public Citizen expressed general

support of the reporting requirements and recommended that they be augmented to

include additional information.

15.1.3 Reporting Time Requirements

Section 26.73(a)(2) requires detailed reports on all significant fitness-for-

duty events and actions to be made to the NRC Operations Center by phone

within 24 hours and in writing within 30 days. Many commenters claimed that

the 24-hour requirement is excessive. Others pointed out conflicts or

potential conflicts between reporting requirements in the fitness-for-duty

rule and those cited in 10 CFR 73.71, 10 CFR 50.72, and Reg. Guide 5.62.
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15.1.4 Incident Locale

Commenters posed questions as to whether drug or alcohol-related incidents

should be reported if they occur outside protected areas--either on-site or

off-site.

15.2 Summary of Responses

15.2.1 Fitness-for-Duty Program Performance Data Form

The NRC does not believe that collection of data in a standard format unnecessarily

burdens licensees. Collecting data in a standard format would assure that

approporiate data is collected, and would facilitate periodic analysis and

audits. Certain information is necessary for the NRC to evaluate the

effectiveness of the rule and industry programs and a standard data format

would provide a tool for the Commission's periodic review program. No specific

improvements to the form were suggested by commenters. However, NUMARC has

indicated that industry guidelines will be deyeloped which will include data

co~l.ection elements. The NRCGwill therefore not, at this time, require a

standard set of data to be cbllected by the licensee. Should the industry

guidance not prove adequate, however, the NRC will consider further regulatory

action.

15.2.2 Reports to NRC

The NRC sees no reason to change this provision of the rule. The reporting

requirements in Section 26.73 are reasonable as stated.

15.2.3 Reporting Time Requirements

The NRC will maintain the 24-hour reporting deadline for fitness-for-duty

events involving licensed operators and supervisory personnel. Licensees

should note that this provision supersedes and relaxes the 1-hour reporting

period required for the fitness-for-duty categories of safeguards events in

10 CFR 73.71. The NRC will publish a revision to Regulatory Guide 5.62 to

ensure consistency with this rule.
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15.2.4 Incident Locale

Because one of the purposes of the rule is to gauge reliability of staff with

unescorted access, incidents indicative of substance abuse are relevant

independent of where they occur. The NRC has, therefore, modified the wording

of Section 26.73, "Reporting Requirements," to make it clear that incidents

occurring off-site or external to protected areas must be reported.

16.0 -AUDITS OF FITNESS-FOR-DUTY PROGRAMS

16.1 Summary of Comments

Approximately one-third of the comments received concerning audits of fitness-

for-duty programs addressed the frequency requirement for the audits, which is

13 months in the proposed rule. The majority of these commenters stated that

the rule should be revised to require an audit every three years, after an

initial audit is performed within 13 months of implementation of the program.

Most-of the other commenters stated that the audit frequency should be once

every three or five'years. One commenter stated that the audit period should

remain on a 13-month cycle.

Two commenters questioned how information that is protected under Section

26.29(b) can be used when sharing audit results of contractors as described in

Section 26.80(a). Section 26.29(b) prohibits disclosing some of the

information that would be collected during an audit.

Many commenters stated that the word "effectiveness" in Sections 26.80(a) and

26.80(b) is too'subjective and that "compliance with the regulations" should

be the requirement.

Several commenters stated that the phrase in Section 26.80(b), "individuals

qualified in the subjects being audited," should be clarified.

One commenter stated that Section 26.80(a) should be revised to delete the

requirement for the licensee to be responsible for the effectiveness of

contractor programs and implementation of appropriate corrective action for

contractor programs since this should be the contractor's responsibility.
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Two commenters stated that Section 26.80(a) should be clarified as to whether

or not a licensee may accept audits for contractors conducted by other

-licensees.

One commenter stated that the requirement in Sections 26.80(a) and 26.80(c)

that audit reports be maintained bn-site and at corporate headquarters be

changed to corporate headquarters only. The basis for this comment is that

some utilities have several reactor sites and maintaining the reports at each

site would be a redundant effort.

16.2 Summary of Responses

The NRC has maintained the Section 26.80(a) requirement for an audit frequency

of nominally every 12 months. This decision is based on the need to assure the

reliability and accuracy of chemical testing procedures. As industry

experience with fitness-for-duty programs accumulates and is made available to

the NRC, the Commission may re-evaluate the frequency of required audits, as

warranted.

The NRC agrees that Sections 26.29(b) and 26.80(a) contain a conflict

concerning protection of information. Section 26.29(b) has been revised to

explicitly allow licensees to have access to personal information that may need

to be examined during audits.

The NRC intentionally has used the word "effectiveness" throughout the rule to

ensure that all affected parties maintain an overall concern for the rule's

objectives rather than focusing on documentation of program compliance with

"the letter of the law." Although compliance is important, the Commission's

over-riding concern is an answer to the question, "Is the program working?"

The NRC believes that current wording in the rule is adequate to define

auditor qualifications. The intent of this section is to ensure that an

individual, for example, who is not a licensed physician and has no knowledge

of substance abuse is not assigned to evaluate the effectiveness of a

particular Medical Review Officer's decision making. Similarly, the NRC
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expects that persons who are evaluating testing laboratories will be

knowledgeable about the forensic implications of laboratory procedures.

Because individuals who possess the requisite skills to conduct these audits

are likely to be relatively rare and their services needed only infrequently,

licensees will probably find it necessary to contract for appropriate audit

staff rather than staffing an entire audit team from the licensee's Quality

Assurance program. Current wording in the rule is intended to recognize and

encourage such an approach to staffing program audits.

The NRC does not agree with the commenter who suggested that licensees should

not be responsible for contractor programs. As noted in the discussion of

comments pertaining to the scope of the rule, the licensee is the granting

authority for unescorted access to protected areas and so is responsible for

the fitness-for-duty and the reliability of any individuals to whom unescorted

access is granted, whether contractor or licensee employee. Only by monitoring

the effectiveness of contractor programs that the licensee accepts and requiring

necessary changes can the licensee be assured that the trust implied by the

granting of unescorted access is warranted.

The intent of the-wording in the proposed rule -is to reduce the burden on

licensees by allowing audits of contractors to be shared between licensees and

to reduce the burden on contractors who provide personnel to several utilities

by reducing the number of required audits. However, each licensee has the

ultimate responsibility to ensure that all contractors performing activities

within the scope of the rule comply with the rule.

The NRC agrees it is unnecessary to dictate where the licensees should

maintain copies of the audit reports as long as a copy is available for NRC

inspection. Section 26.80(a) has been changed accordingly.
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17.0 IMPLEMENTATION SCHEDULE

17.1 Summary of Comments

The NRC received numerous comments on the proposed implementation schedule for

the rule. Eighteen comments were received from individual licensees. In

addition, a number of other licensees submitted letters endorsing the NUMARC

position.on the rule as a whole, including NUMARC's position on the

implementation schedule. Commenters generally agreed that 90 days was

insufficient time to implement the provisions of the rule. Problems with the

development of training material, modification of existing EAPs, development

of administrative procedures, negotiations with unions, and the establishment

of contracts with chemical testing laboratories were cited by many of the

commenters as reasons for the need for a longer period for implementation.

Most commenters suggested that 180 days be allowed for implementation of all

provisions of the rule. Some commenters proposed that additional time beyond

180 days be allowed for the implementation of the random testing provisions of

the rule.

17.2 Summary of Responses

The NRC places a high priority on the implementation of the fitness-for-duty

programs and policies required by the present rule. Many licensees already

have in place most of the key program elements. However, because of the

complex provisions of the rule, the need for some licensees to establish

contractual relations with laboratories, the need to develop implementation

procedures, the need to augment.existing training materials, and the need to

coordinate the provisions of the rule with numerous contractors and negotiate

with unions, the NRC is convinced that the quality of the programs will be

enhanced by extending the implementation of all provisions of the rule until

180 days following publication of the interim final rule. Because of the

importance of the rule, the NRC cannot support the further extension of the

implementation of the random testing provision of the rule past the 180-day

deadline.
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Although licensees need not submit written policies and procedures to the

NRC for approval prior to implementing their programs, the Commission has

reserved to itself the authority to review the program at any time to

assure that the program meets the performance objectives of the rule. If

the review or other inspections detect a shortcoming in the program, the

Commission can then require corrective action.

18.0 Legal Issues

18.1 Summary of Comments

18.1.1 Constitutionality of Rule

Several commenters noted that significant issues of constitutionality with

regard to drug testing in the workplace have been raised under the Fourth

Amendment and that these issues are currently being reviewed within the

judicial system. Two drug testing cases are on the current calendar of the

United States Supreme Court. (National Treasury Employees Union v. Von Raab,

816 F.2d 170 (5th Cir. 1987), cert. granted, 108 S.'Ct. 1072 (1988); Railway

Labor Executives Association v. Burnley, 839 F.2d 575 (9th Cir. 1988), cert.

granted , 108 S.Ct. 2033 (1988)). Generally, commenters representing operators

of power reactors support the constitutionality of the rule, while commenters

representing labor organizations or individuals challenge the rule's con-

stitutionality. A few of these commenters suggested that the Commission delay

its rule until the Supreme Court has acted on the cases before it.

A few commenters stated that the taking of the urine sample for analysis

presented a violation of a person's right of privacy under the First Amendment

to the Constitution.

A few commenters questioned whether the rule might not violate the self incri-

mination provision of the Fifth Amendment to the Constitution, in particular

with regard to the potential for release of adverse test results to local

police.
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18.1.2 Federal Rehabilitation Act

A few commenters suggested that the Commission should address the Federal

Rehabilitation Act of 1973, as amended by the Rehabilitation, Comprehensive

Services, and Developmental Disabilities Amendments of 1978 (29 U.S.C, Sections

701-:796) in relation to its fitness-for-duty rule.

18.1.3 Preemption of State and Local Laws

Several commenters noted that some states have enacted laws that appear to

conflict with the Commission's rule, and requested clarification whether the

Commission's rule would be preemptive of state and local law.

18.1.4 Appeal Procedure

Some commenters questioned the need for and scope of the appeal procedure
required by the rule. Reference to due process was seen as importing

unnecessarily complicated judicial type procedures, and that fairness was

the goal. Reference to collective bargaining procedures was v4ewed as

undesirable because those procedures often incorporate binding arbitration

which would also unduly complicate the appeal of denial of unescorted access

because of an adverse fitness-for-duty finding. Finally, appeals should be

limited to permanent employees of the licensee and not be extended to the

employees of contractors.

18.1.5 Protection of Information

Some commenters raised questions about the protection of information,

specifically reporting of information to local police, and disclosure of
information to arbitrators and the affected individuals. One commenter

asked the Commission to address the relationship between protection of

information under the Commission's rule and the information protection

requirements of 42 CFR Part 2, dealing with drug and alcohol abuse

treatment programs.
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18.1.6 Collective Bargaining Rights

A commenter raised a question about the relationship of the Commission's

rule to the right of workers under the National Labor Relations Act to

bargain over conditions of employment and asked that the Commission

state its position.

18.1.7 Employee Assistance Program

A commenter asked for the Commission to indicate its legal authority for

including employee assistance programs in the rule.

18.1.8 Administrative Procedures for Alcohol

A few commenters questioned whether the notice of proposed rulemaking

was adequate to address issues regarding alcohol use and to support the

inclusion of alcohol-related provisions in the final rule.

18.2 Summary of Responses

18.2.1 Constitutionality of Rule

It is the Commission's considered opinion at this point that continued assurance

of nuclear safety in the operation of power reactors fully justifies the rule

being promulgated. The imperatives of safe operation of nuclear power reactors

demand a workplace where the reliability, integrity and physical and mental

fitness for their assigned duties of all categories of workers with unescorted

kccess to plant vital equipment is unquestioned. The program being mandated by

this rule is reasonably related to the achievement of the Commission's safety

objective. The Commission has no doubt that the rule will significantly enhance

safety of operations at nuclear power reactors. It goes without saying, however,

that the Commission will review this rule in light of relevant future Supreme

Court decisions, and make whatever revisions those decisions require.
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Although decisions and opinions in the two cases cited above would aid the

Commission's understanding of the Constitutional limitations on drug testing,

neither presents issues to the Court for its consideration in the context of

the imperatives of nuclear safety. Thus, questions of the constitutionality

of this rule may remain unresolved even after the Court renders its decisions

in the two cases. Given this, and the important safety benefits of the rule,

the present litigation does not present a sufficient reason for delay in issuing

this 'rule.

It is already well established that persons working in nuclear power plants

have diminished expectations of privacy in the workplace with respect to

fitness-for-duty issues. For example, control room operators are licensed

under rules (10 CFR Part 55) that require medical examination biennially and

general good health. Security personnel are subject to medical and mental

qualifications, including use of alcohol and drugs (see 10 CFR Part 73,

Appendix B). All personnel and their hand-carried items (such as lunch boxes)

are subject to search upon entering the protected areas of nuclear power

plants, including pat down searches when metal and explosive detectors are

not working or when there is suspicion that the person may be attempting to

bring proscribed items into the protected area (see 10 CFR 73.55). Most, if

not all, licensees of nuclear power plants also are committed through their

security plans under 10 CFR Part 73, to conduct background investigations,

administer psychological examinations, and observe employees for indications

of aberrant behavior. Licensees also have behavioral observation programs

that follow Edison Electric Institute guidelines. Finally, all persons with

unescorted access to nuclear power plants are, by Federal law, subject to a

criminal history records check that requires the taking of fingerprints and

the submission of the fingerprints to the Federal Bureau of Investigation

(see 10 CFR 73.57). The provision of a urine sample or taking of a

breathalyzer test is a small increment in the diminished expectation of

privacy under which persons work in a nuclear power plant. Accordingly, the

Commission concludes that its rule does not constitute an unconstitutional

invasion of the right of privacy. Indeed, persons working in nuclear power

plants may already be considered to be highly regulated, and, in regard to

Fourth Amendment issues, within the ambit of Shoemaker v. Handel,

795 F.2d 1136 (3rd Cir. 1986), cert. denied, 479 U.S. 986 (1986).
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On the assumption that the rule being promulgated is within the Constitution

in other respects, the rule's provisions on protection of information do not

infringe upon the right of a person to not incriminate himself. In the

Commission's view, the case of Schmerber v. California, 384 U.S. 757 (1966)

controls the issue. In that case, the Court upheld the taking of a blood

sample for alcohol analysis against a Fifth Amendment challenge. A urine

sample is no more incriminating.

18.2.2 Federal Rehabilitation Act

The Federal Rehabilitation Act of 1973, as amended, does not include, within

the concept of "handicapped person", an individual who is an'ilcohol or drug

abuser whose current use of alcohol or drugs prevents that individual from

performing the duties of the job in question or whose employment, by reason

of such current alcohol or drug abuse, would constitute a direct threat to

property or the safety of others (see 10 CFR 4.101(a) and 29 U.S.C. 706(7)(B)).

An individual whose urine or breath sample tests positive for drugs or alcohol

is obviously a current user whose continued unescorted access to plant vital

equipment constitutes a direct threat to nuclear safety. However, a person

who enters into an employee assistance program and whose subsequent tests

are negative is not a current user and would be entitled to the protection of

the Federal Rehabilitation Act if it were applicable to his place of work

because of his employer's receipt of or benefit from Federal financial

assistance. Federal financial assistance is defined at 10 CFR 4.4(d) and

means essentially the provision by the Federal Government of any funds or

personnel or property free of charge or at reduced rates. The Commission

does not provide any Federal financial assistance to nuclear power reactor

licensees. On the contrary, the Commission charges power reactor licensees

for the regulatory services it renders (see 10 CFR Parts 170 and 171).

Whether or not other Federal agencies provide such assistance is not known

to the Commission. Each licensee implementing the Commission's fitness-for-

duty rule will need to determine for itself whether it is receiving such

assistance.
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18.2.3 Preemption of State and Local Laws

The Atomic Energy Act of 1954, as amended, preempts to the Federal Government

the field of regulation of nuclear power reactors in all matters pertaining to

radiological safety of operation. See 10 CFR 8.4, Pacific Gas and Electric Co.,

v. State Energy Resources Conservation and Development Comm., 461 U.S. 190 (1983).

However, State laws on possession, sale or use of controlled substances and

alcohol were enacted with broad social goals in mind rather than radiological

safety. Thus, such laws would not be preempted. There would be preemption in

the rare case where a state sought to control fitness-for-duty of nuclear plant

employees for radiological safety purposes or a state law made compliance with

NRC's fitness-for-duty rule different or impossible-

18.2.4 Appeal Procedure

The Commission believes that an appeal or review procedure with respect to the

results of tests is needed because elementary fairness to the adversely affected

individual will help assure employee cooperation in the implementation of the

licensee's program. 5uch cooperation should contribute to successful implementa=...

tioh of the rule. Fairness is represented in the rule by the employee assistance

program, the appeal procedure, and the protection of information. Therefore,

the appeal procedure is retained, but modified to replace reference to due

process with reference to impartiality and objectivity and removal of reference

to collective bargaining agreements. Because the focus of the rule is on

fitness for unescorted access and not directed at an employment relationship,

and because the licensee will be making the access determination based on

fitness-for-duty for all persons needing unescorted access, whether they are

permanent employees, temporary employees or contractor employees, the procedure

is not being limited to permanent employees of the licensee. The Commission

notes, however, that in union plants the review procedure covers drug and

alcohol issues subject to collective bargaining and that the removal of the

reference to collective bargaining agreements in the rule does not preclude

bargained for procedures, including binding arbitration, from being employed

in resolving disputes over fitness-for-duty determinations. The allowance

of an internal management review is discretionary only, and not mandatory

-except in the absence of any other procedure.
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18.2.5 Protection of Information

It is not the Commission's intention that results of testing be routinely

available to local law enforcement agencies except under court order since the

test result does not, in and of itself, demonstrate whether the use of the drug

or alcohol was on-site or off-site, legal or illegal. The Commission is, however,

firmly convinced that on-site criminal conduct, such as sale or possession of

illegal substances, not be protected by the Commission's rule. The Commission

agrees that the individual to whom the information pertains should be able to

see the records in which the information is contained. The Commission also

agrees that such records should be available to an arbitrator, or other

adjudicator who is being asked to resolve a fitness-for-duty dispute, provided

the records are relevant to the particular dispute. Section 26.29 has been

modified to clarify its application accordingly.

With regard to 42 CFR Part 2, it is the Commission's conclusion that it has no

relationship to the Commission's rule. 42 CFR.Part 2 comprises the regulations

of the Department of Health and 'uman Services implementing Section 408.of the

Drug Abuse Prevention' Treatment, and'Rehabilitation Act (42 U.S.C. 290 et.

seq.). It states the rules for maintaining confidentiality of patient records

for persons in drug or alcohol abuse prevention and treatment programs regulated

by or receiving assistance from the United States Government. First, the

Commission is providing no assistance to any such program in the private sector.

Second, it is not regulating such a program. The requirement for an employee

assistance program does not mandate a treatment program that would fall under

the regulations in 42 CFR Part 2. As noted in the response to the issue of

preemption, the employee assistance program is not a preempted area. Its

content is open to bargaining and the application of other nonconflicting

State laws. Further, licensees are not precluded from referring employees to

treatment programs to which the HHS rules might apply as long as the minimum
program required by Section 26.25 is provided by the licensee. In that case

outside patient records would be totally separate from records required by

10 CFR Part 26 and would be protected according to other applicable rules.
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18.2.6 Collective Bargaining Rights

According to Memorandum GC 87-5, issued by the General Counsel of the National
Labor Relations Board on September 8, 1987, drug or alcohol testing for current

employees and job applicants is a mandatory subject of collective bargaining

and that the implementation of a drug or alcohol testing program is a substan-

tial change in working conditions. Although the Commission's rule requires a
drug and alcohol testing program and sets certain standards for it, the rule

is not one directed at labor relations, but rather at nuclear safety. The

Commission's rule applies equally to union and nonunion workers. It does not

affect, even indirectly, the right of self-organization provided by the National

Labor Relatiot~s Act. The rule does not preclude collective bargaining over

issues in drug or alcohol testing programs that are not addressed by it. In

the Commission's view, its rule and the opinion of the NLRB General Counsel are

compatible documents. See, Metropolitan Life Insurance Co. v. Massachusetts,

471 U.S. 724, 755 (1985).

18.2.7 Employee Assistance Program

The authority statement for the rule states that it is promulgated under

Section 161, among others, of the Atomic Energy Act. Included within

Section 161 is section 161i(3) which gives the Commission authority to

promulgate rules to govern any activity authorized pursuant to the

Atomic Energy Act, including operation of facilities, to protect health

and safety. The employee assistance program required by the rule is an
incremental addition to safety by giving persons with fitness-for-duty
problems a nonthreatening avenue to resolve those problems, thus removing

a potential for compromising the safety of operation of a nuclear power

reactor. In the Commission's view the employee assistance program can

be incorporated in a Commission rule under the broad scope of Section

161 of the Atomic Energy Act.

87



18.2.8 Administrative Procedures for Alcohol

Under the Administrative Procedure Act (5 U.S.C. 553) the Commission is

obligated to provide in its notice of proposed rulemaking either the terms

or substance of the proposed rule or a description of the subject and issues

involved. With respect to alcohol, the proposed rule specifically included

it in the scope of the licensees' fitness-for-duty programs (Section 26.20).

The performance objectives are applicable to any substance, legal or illegal,

that can adversely affect a person's ability to perform. There is no doubt

that alcohol is such a substance. The rule text did not, however, include

prescriptive requirements for alcohol. However, the Commission expressly asked

for comment on the extent to which guidance should be given as to alcohol and

prescription drugs. Standards for blood alcohol content were extensively dis-

cussed in the Statement of Considerations along with a Commission request for

comment on whether the Commission should prescribe a cutoff level for alcohol.

Thus, the notice of proposed rulemaking clearly covered alcohol both in the

terms of the proposed rule and in describing in some detail the subject and

issues involved. The public was well advised that alcohol testing was a

subject within the rulemaking and that the Commission expected to resolve

basic issues regarding testing for alcohol in the comment period on the

proposed rule. Therefore, the inclusion in the final rule of basic additional

requirements for alcohol testing is, in the Commission's view, well within the

scope of the proposal. There is no requirement that the additional rule text

dealing with alcohol testing be published for separate comment, and not as part

of the final rule.
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19.0 Costs/Benefits

19.1 Summary of Conhhlents

Several commeenters stated that the NRC should justify the rulemaking under

the provisions of 50.109(a)(3), however, no commenters supported the alter-

native that a backfitting analysis is not necessary under the provisions

of 50.109(a)(ii).

Several commenters said that the estimated costs in the Backfit Analysis were

substantially under-estimated in the following cost element areas: costs to

administer the testing and training programs, particularly the estimate of

the numbers of additional staff that would be necessary to administer the

program; length of time estimated for individual employee training, both

initial and refresher; time to take a test between leaving and returning to

work area; added cost of using HHS certified laboratories and quality control

measures; and, costs to conduct background checks.

In addition to these comments, one person, whose comments were included as

enclosures by two respondents from one union, contended that: the number of

persons that would be tested is under-estimated and did not include contractor

personnel; incremental costs are incorrect because not all plants have fully

developed programs; average life of plants should be 40 years rather than 25;

use of 10 percent discount rate is unrealistic; and, costs associated with

alcohol, legal drug use, and other kinds of performance impairment were

ignored.

This commenter also contends that: written policies and procedures and labor

contract modifications involve recurring as well as initial costs; employee

turnover needs to be factored into training and testing; costs of employee

assistance programs do not include medical and counseling staff, training

materials, and medical testing and treatment; costs of legal challenges result-

ing from the program omitted awards of back pay and/or damages and underesti-

mated volume of appeals; and, indirect costs to workers from false positives

(lost jobs or wages, humiliation, etc.) are not included.
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In addition to these cost comments, one person, whose comments were included as

enclosures by two respondents from one union, contended that benefits are

over-estimated dnd not documented. In particular, the commenter challenged:

benefits of reduction in lost productivity due to employees being unfit for

duty; the nexus between use of illegal drugs and impairment of work perfor-

mance; and, reduction in insurance rates resulting from more comprehensive drug

testing.

19.2 Summary of Responses

The NRC agrees with the comments that the rulemaking should be justified under

the provisions of 10 CFR 50.109 (a)(3). The Backfit Analysis has been modified

based on consideration of the above cost comments as follows:

19.2.1 Cost to Administer the Testing and Training Programs

Staff agrees and has adjusted the cost estimate to include the costs of:

a. additional personnel to administer the testing and training programs;

b. one person for program administration and record keeping;

c. one person for collection and processing of specimens; and

d. a Medical Review Officer.

Miscellaneous costs have also been increased to better reflect the costs

of forms and record development, and the costs of protected storage for

records.

19.2.2 Length of Time for Individual Training

Based on the comments, the estimate of training costs has been adjusted to

reflect the following:

a) at least one hour of initial training for all employees;
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b) at least four additional hours of initial training for supervisors.

19.2.3 Time to Take a Test

Several commenters noted that the estimate of 30 minutes of an employee's lost

productive time is too low. Lost productive time can include time to secure

and restart work in progress and travel between the employee's work station and

the specimen collection station. The Backfit Analysis estimate was based on

an assumption of 15 minutes for travel to and from the collection site and

15 minutes at the collection station. This was based on the assumption that

the majority of employees tested would have work stations within the protected

area, and that at most sites the collection station would be efficiently

located in or near the protected area to accommodate the large number of tests

to be conducted. Also, the staff had assumed that after selecting an indi-

vidual for testing on a given day, selection of when the test will be conducted

that day would take into account holding down lost production time. Staff

discussed these assumptions with licensees who have been conducting testing.

Some suggested 90 minutes might be appropriate. Other licensees questioned

said that 30 minutes is adequate, but that longer times could result from

administrative inefficiencies. Based on the comments and the further dis-

cussions the estimated time has been increased to 60 minutes.

19.2.4 Added Cost of Using HHS-Certified Laboratories and Quality Control Measures

Staff reexamined the cost estimates of initial and confirmatory tests by

contacting three laboratories to determine their charges for initial screening

and confirmatory tests. Prices quoted were $16, $17, $20, and $25 per initial

test, and $50, $65, and $75 per confirmatory test. The lab that was on the

high end for initial test cost was on the low end for confirmatory test cost,

and had two prices, which depended on the number of samples in the contract.

No laboratories have been certified under the HHS guidelines. It is speculative

to assess whether the labs contacted would have to undergo any additional

expenditures to be so certified and whether they would pass such costs on to

their customers or would absorb those costs to remain competitive. Costs could
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go down due to economies of scale, but could go up initially due to increased

demand for certified labs exceeding the supply. Staff sees no compelling rea-

son to change the Backfit Analysis cost estimates of $20 per initial screening

and $75 per confirmatory test.

An additional cost of quality control is the blind samples to be included along

with the employee specimens. The Backfit Analysis included a cost to the

utilities of $50 per blind performance test specimen. This cost is in addition

to the cost of initial screening and confirmatory tests on these specimens.

Staff believes that this is a reasonable representation of the quality control

costs that will be incurred, and has made no change to this cost.

19.2.5 Costs to Conduct Background Checks

The staff disagrees that there is a need to include the costs of conducting

background checks in the incremental cost estimate. Industry has already

committed to these background checks through NUMARC in its Access Authorization

Program, and thus costs associated with background checks would be expended

regardless of whether or not they were required by the Fitness-for-Duty rule.

19.2.6 Number of Persons to be Tested

The Backfit Analysis assumed an average of 1500 employees and contractors would

be tested randomly at each plant. This estimate was based on experience with

the fingerprint cards submitted to the NRC in compliance with 10 CFR 73.57,

which requires these cards to be submitted for all persons granted unescorted

access to the protected area. This is the same population as would be covered

by the Fitness-for-Duty rule. After receiving the comments, staff checked

these estimates with several licensees and was satisfied that the estimate is
appropriate. Staff disagrees that any change is needed to this element of the

cost estimate.

19.2.7 Incremental Costs

The comment that not all plants have fully developed programs would be incon-

sistent with full implementation of industry commitments to follow the EEl
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guidelines. Any costs incurred because commitments have not been met are

considered costs for corrective action and not an impact of the present rule-

making.

19.2.8 Average Life of Plants

The NRC issues licenses with a 40 year limit. For many plants this time starts
at the date of the construction permit, resulting in 30 years remaining for

operation. Some plants are being licensed for 40 years from the date of the

operating license, resulting in a longer operating period. Some plants are
just beginning their operations while others have already been operating under

license for many years. Whether the useful life of some will be extended

through license renewal is somewhat speculative and has not been considered.

However, the effect on the total cost will be small in any event because costs

beyond 25 years contribute little to the total cost in the present worth

approach the NRC is using for its cost estimates.

19.2.9 Use of 10 Percent Discount Rate

The NRC uses • 10 percent discount rate in its regulatory impact analyses to be

consistent with applicable OMB guidance. Because of concerns that this rate

may be unrealistic at the present time, the NRC also shows the costs associated

with a perhaps more realistic 5 percent discount rate.

19.2.10 Costs Associated with Other Performance Impairments

Staff disagrees that any change to the Backfit Analysis is needed for these

costs. Activities associated with preventing alcohol abuse, legal drug use,

and other kinds of performance impairment consist of training, testing and

employee assistance programs. The costs assumed for these cost elements

already cover these activities.

19.2.11 Recurring Costs

The staff disagrees that any change to the Backfit Analysis is needed for
recurring costs of written procedures and contract modifications. Staff agrees
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that licensees incur recurring costs for periodic revision to these documents,

but sees no significant difference to these recurring costs attributable to the

Fitness-for-duty rule. Costs of periodic revisions would accrue even without

the Fitness-for-duty rule. Furthermore, only the costs for compliance with the

rule need be considered, not costs of elective changes. The Backfit Analysis

contains only the one time cost to modify these documents to meet the rule

requirements.

19.2.12 Employee Turnover

One commenter noted that the NRC seemed to assume an employee turnover rate of
zero. Staff recognizes that newly hired workers also would need orientation

training, but considers this to not add to the incremental costs because such

training is already part of the industry's existing fitness-for-duty programs.

Staff considers the one time cost for current employees to be an additional

cost beyond the current industry fitness-for-duty costs because the revisions

to the industry program at many plants will require retraining of existing

staff in these new procedures and rules of employment insofar as they differ

from existing fitness-for-duty procedures and rules of employment. Staff

disagrees that any change to the incremental costs is needed for employee

turnover.

19.2.13 Costs of Employee Assistance Programs

Staff agrees that the costs of medical and counseling staff, training mate-

rials, and medical testing and treatment were underestimated, and has revised

the Backfit Analysis to include additional personnel to administer the testing

and training programs, in addition to the additional employee assistance program

staff provided for in the draft analysis.

19.2.14 Costs of Legal Challenges

Staff agrees that there may be some costs associated with these legal chal-
lenges, but has no basis for assessing these costs. Attention to quality

controls, whose costs were included, should serve to minimize these legal

costs.
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19.2.15 Indirect Costs to Workers from False Positives

The program has been designed to essentially eliminate false positives by use

of diverse state of the art testing procedures and quality controls, including

the use of certified laboratories, blind samples, chains of custody, and

retention of portions of specimens for retesting. The staff agrees that the

costs to an individual could be substantial should such an event occur but has

not included these indirect costs in a quantitative manner for lack of a means

for estimating them fairly. The NRC has considered these indirect costs in a

qualitative sense, and has determined that the benefits warrant any such

indirect costs (which are highly unlikely) in addition to the quantified direct

costs.

19.2.16 Benefits Overestimated

Benefits are described in Items 3 and 4 of the Backfit Analysis. The latter

included the statement that, in addition to the more important benefits of

preventing unacceptable risk to the public from radiological releases, benefits

will likely accrue to licensees from the potential reduction in absenteeism,

lost worker productivity, medical and insurance costs, and plant downtime.

Staff agrees that these claimed benefits have not been quantified or docu-

mented. Staff did not intend to imply that the cost reductions associated

with these benefits would outweigh the costs of implementation of the Fitness-

for-duty program, only that these benefits would exist and would serve to

somewhat offset the expenses of the program. Lack of quantification of these

benefits tends to make the Backfit Analysis cost increase estimates conservative.

With respect to the relationship of illegal drugs and impairment of work perfor-

mance, see discussion under Item 3, Impairment vs Reliability, above, and

NUREG/CR 5227, "Fitness-for-duty in the Nuclear Power Industry: A Review

of the Technical Issues."
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SUMMARY OF SIGNIFICANT CHANGES FROM

THE PROPOSED RULE

The NRC amended several sections of the proposed rule in response to comments

received from the public on the issues and in response to questions raised

in the Notice of Proposed Rulemaking. The following is a summary of the

significant changes.

The scope of the rule was amended to include power reactors under construction

and to extend the date for implementation of all requirements to 180 days after

publication of the rule.

The definition of "confirmed positive test" was amended to clarify that the test

is not a confirmed positive until the Medical Review Officer has reviewed the

test results. The Medical Review Officer's review must be completed and

licensee management notified within 10 days of the initial presumptive positive

screening test.

The definition of "suitable inquiry" was amended to clarify that a best-effort

verification of employment history is intended to be consistent with paragraph

6.2.1 of the "Industry Guidelines for Nuclear Power Plant Access Authorization

Programs" (53FR7534). A conforming amendment was made to the management

actions section that required the inquiry.

The general performance objectives were amended to clearly show that the

reliability and trustworthiness of nuclear power plant personnel must also

be assured.

The requirements for written policies and procedures were amended to include

a prohibition against the consumption of alcohol prior to and during work,

and the requirement to address situations where a person has been called in to

perform unscheduled work.

The requirements for training of escorts have been amended to clarify NRC's

intent that escorts need not be trained as supervisors.
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The period in which a test must be performed prior to the initial granting

of unescorted access was specified as 60 days.

The random testing rate was established as 100 percent per year.

The basis for for-cause tests was clarified.

NRC testing guidelines modeled after the HHS Guidelines, have been developed
as the standards for the collection, protection, and testing of specimens

for drugs and alcohol. These NRC Guidelines, to obtain higher confidence of
detection of use (which bears on the potential for impairment and reliability

and trustworthiness), will set lower cutoff levels for marijuana and other
substances than set by the HHS Guidelines. In addition, the NRC Guidelines

will add three substances to the required testing protocol.

Licensees will be required to certify to the NRC that their fitness-for-duty

programs have been implemented.

Testing laboratories shall be laboratories certified by the Department of

Health and Human Services.

A requirement has been added to limit access to the results of preliminary

tests.

Tests for alcohol are required to be performed in conjunction with other sub-

stance tests. Tests are to be administered by a breath analysis. A con-
firmatory test may be done with another breath measurement instrument, or if

demanded by the person being tested, by gas chromatography analysis of blood.

The requirements for management actions were revised to add the use of alcohol
which resulted in on-duty impairment as a subject of the inquiry to previous

employers.
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The requirement for making available information concerning prior violations

of a fitness-for-duty program was amended to include a requirement that the

inquiry be supported by a signed release from the individual being investigated.

The frequency of unannounced tests following reinstatement was amended to

require more frequent testing for the first four months.

A requirement was added to the section on management actions for licensees

to impose sufficient sanctions for alcohol, prescription drugs and over-

the-counter drugs to deter substance substitution.

The appeals process requirements were clarified.

The requirements to protect information have been amended to clarify that

personal information can be disclosed to persons deciding matters on review

or appeal, to persons pursuant to a court order, and to auditors (in addition

to those listed in the proposed rule).

Records retention periods have been changed to five years.

Reporting requirements have been amended to include abuse of alcohol onsite

by a licensed reactor operator or supervisory personnel.

The requirement to maintain a copy of the audit report onsite has been deleted.

MODIFICATION OF ENFORCEMENT POLICY

The Commission is modifying its General Statement of Policy and Procedure for

NRC Enforcement Actions, 10 CFR Part 2, Appendix C (Enforcement Policy) to
reflect the Commission's new rule on Fitness-for-Duty, 10 CFR Part 26. The

changes to the Enforcement Policy are being published concurrently with the

new rule.
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The modifications to the Enforcement Policy are being made in Supplement VII

"Miscellaneous Matters" to provide examples of violations of fitness-for-duty

requirements. The examples are A.6, B.6, B.7, B.8, C.6, C.7, C.8, C.9, D.4,

D.5, and E.4. As with the examples in the other Supplements to the

Enforcement Policy, the new examples are neither controlling nor exhaustive nor

do they establish new requirements. The examples are to be used as guidance

in considering the severity levels of violations of requirements.

In developing the examples, the Commission notes that it is not the unfit

person that establishes the violation but rather the licensee's failures,

including those of its contractors and vendors, that create violation. For

example, if the licensee has effectively implemented its fitness-for-duty

program meeting NRC requirements and, based on behavior observation,

identifies and removes a person not fit for duty, there may not be a

regulatory violation.

The example for Severity Level I is of very significant concern because it

represents the failure to implement a fitness-for-duty program. This example

would be applicable to a situation where essentially the licensee does not

have a program in place.

The examples for Severity Level II are also very significant because they

involve the failure to take action when there is the potential to have a

direct impact on safety-related activities.

The examples for Severity Level III are significant because they represent

significant individual violations or significant breakdowns in basic elements

of a fitness-for-duty program. Basic elements include important aspects of

the program, such as: training, appeals, records, testing integrity,

randomness in testing, audits, prescreening, management response, contractor

oversight, and employee assistance. A breakdown in the program categorized at

a Severity Level III will normally involve more than one signficant failure of

a single element or single failures of a number of elements.
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Severity Level IV and V violations are matters which, while requiring correction,

are less significant to the overall fitness-for-duty program.

FINDING OF NO SIGNIFICANT

ENVIRONMENTAL IMPACT: AVAILABILITY

An environmental assessment was included in the notice of the
proposed rulemaking at 53 FR 36822. The Commission has determined under the

National Environmental Policy Act of 1969, as amended, and the Commission's
regulations in Subpart A of 10 CFR Part 51, that this rule is not a major

Federal action significantly affecting the quality of the human environment

and therefore an environmental impact statement is not required.

PAPERWORK REDUCTION ACT STATEMENT

This final rule amends information collection requirements that are subject to

the Paperwork Reduction Act of 1980 (44 U.S.C. 3501 et seq). This rule has

been submitted to the Office of Management and Budget for review and approval
of the paperwork requirements. Public reporting burden for this collection of

information is estimated to average 8 hours per response, including the time
for reviewing instructions, searching existing data sources, gathering and
maintaining the data needed, and completing and reviewing the collection of

information. Send comments regarding this burden estimate or any other aspect

of this collection of information, including suggestions for reducing this
burden, to the Records and Reports Management Branch, Division of Information

Support Services/IRM, Office of Administration and Resources Management, U. S.
Nuclear Regulatory Commission, Washington, DC 20555; and to the Office of

Information and Regulatory Affairs, Office of Management and Budget,

Washington, DC 20503.
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REGULATORY ANALYSIS

An analysis of the costs and benefits of the final rule is included in

the backfit analysis described below.

BACKFIT ANALYSIS

Several commenters stated that the NRC should justify the rulemaking under

the provisions of 50.109(a)(3). The NRC agrees, and finds that the rule will

provide a substantial increase in the overall protection of public health and

safety, and that the direct and indirect costs of implementation are justified

in view of the increased protection.

The backfit analysis is available for inspection and copying for a fee at

the NRC Public Document Room at 2120 L Street, NW, Washington, D.C. 20555.

Single copies may be obtained by writing to the U.S. Nuclear Regulatory

Commission, Washington, D.C. 20555.

REGULATORY FLEXIBILITY ACT CERTIFICATION

In accordance with the Regulatory Flexibility Act of 1980, 5 U.S.C. 605(b),
the Commission hereby certifies that this rule will not have a significant

economic impact on a substantial number of small entities. This new 10 CFR

Part 26 applies to certain owners and operators of civilian nuclear power

reactors and their contractors. The companies that own power reactor fa-

cilities do not fall within the scope of "small entities" set forth in the

Regulatory Flexibility Act or the small business size standards set out in

regulations issued by the Small Business Administration in 13 CFR Part 121.

Any costs to the minor number of small entities affected, i.e., contractors,

will apply only to those contractor employees working at the nuclear power

reactors, and would probably be reimbursed through the contract.
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LIST OF SUBJECTS IN 10 CFR PART 2 AND 26

Part 2 - Administrative practice and procedure, Antitrust, Byproduct material,

Classified information, Civil penalty, Enforcement, Environmental protection,

Nuclear materials, Nuclear power plants and reactors, Penalty, Sex

discrimination, Source material, Special nuclear material, Violations, Waste

treatment and disposal.

Part 26 - Alcohol abuse, Alcohol testing, Appeals, Chemical testing, Drug

abuse, Drug testing, Employee assistance programs, Fitness for duty,

Management actions, Nuclear power reactors, Protection of information,

Reporting and recordkeeping requirements.
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For the reasons set in the preamble and under the authority of the

Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974,

as amended, and 5 U.S.C 553, the NRC is adopting a new 10 CFR Part 26, and

amending 10 CFR Part 2.

PART 2 - RULES OF PRACTICE FOR DOMESTIC LICENSING PROCEEDINGS

1. The authority citation for Part 2 continues to read in part as

follows:

AUTHORITY: SEC. 161, 68 Stat. 948, as amended (42 U.S.C. 2201);

sec. 201, 88 Stat. 1242, as amended (42 U.S.C. 5841).

2. Appendix C, Supplement VII, is amended by adding example 6 to para-

graph A, examples 6, 7, and 8 to paragraph B, examples 6, 7, 8 and 9 to

paragraph C, examples 4 and 5 to paragraph D, and example 4 to paragraph E

to read as follows:

Appendix C -- General Statement of Policy and Procedure for NRC Enforcement

Actions
* * * * *

Supplement VII -- Severity Categories

A. Severity I. * * *

6. Failure to substantially implement the required fitness-for-duty
program. 18/

B. Severity II. * * *

6. Failure to remove an individual from unescorted access who has been

involved in the sale, use, or possession of illegal drugs within

18/ The examples for violations for fitness-for-duty relate to violations

of 10 CFR Part 26.
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the protected area or to take action for on duty misuse of alcohol,

prescription drugs, or over-the-counter drugs;

7. Failure to test for cause when observed behavior within the protected

area or credible information concerning activities within the pro-

tected area indicates possible unfitness for duty based on drug or

alcohol use; or

8. Deliberate failure of the licensee's Employee Assistance Program to

notify licensee's management when EAP's staff is aware that an

individual's condition may adversely affect safety related activities.

C. Severity III. * * *

6. Failure to complete a suitable inquiry on the basis of 10 CFR

Part 26, keep records concerning the denial of access, or respond

to inquiries concerning such denials such that, as a result of

the failure, a person previously denied access for fitness for duty

reasons was improperly granted access;

7. Failure to take the required action for a person confirmed to have

been tested positive for illegal drug use or take action for onsite

alcohol use; not amounting to a Severity Level II violation;

8. Failure to assure, as required, that contractors or vendors have

an effective fitness-for-duty program; or

9. Breakdown in the fitness-for-duty program involving a number of

violations of the basic elements of the fitness-for-duty program

that collectively reflect a significant lack of attention or

carelessness towards meeting the objectives of 10 CFR 26.10.

D. Severity IV. * * *

4. Isolated failures to meet basic elements of the fitness-for-duty

program not involving a Severity Level I, II, or III violation.

5. Failure to report acts of licensed operators or supervisors pursuant

to 10 CFR 26.73.

E. Severity V. * * *

4. Minor violations of fitness for duty requirements.
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3. Part 26 is added to 10 CFR Chapter I to read as follows:

Part 26 -- Fitness for Duty Programs

Sec.

26.1 Purpose.

26.2 Scope.

26.3 Definitions.

26.4 Interpretations.

26.6 Exemptions.

26.8 Information collection requirements: OMB approval.

General Performance Objectives

26.10 General performance objectives.

Program Elements and Procedures

26.20 Written policy and procedures.

26.21 Policy communication and awareness training.

26.22 Training of supervisors and escorts.

26.23 Contractors and vendors.

26.24 Chemical testing.

26.24a Construction site program.

26.25 Employee assistance programs.

26.27 Management actions and sanctions to be imposed.

26.28 Appeals.

26.29 Protection of information.

Inspections, Records and Reports

26.70 Inspections.

26.71 Record keeping requirements.

26.73 Reporting requirements.
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Audits

26.80 Audits.

Enforcement

26.90 Violations.

Appendix A - Guidelines for Nuclear Power Plant Drug and Alcohol Testing

Programs.
Authority- Secs. 53, 81, 103, 104, 107, 161, 68 Stat. 930, 935, 936, 937,

939, 948, as amended (42 U.S.C. 2073, 2111, 2112, 2133, 2134, 2137, 2201);

secs. 201, 202, 206, 88 Stat. 1242, 1244, 1246, as amended (42 U.S.C. 5841,

5842, 5846).

For the purposes of sec. 223, 68 Stat. 958, as amended (42 U.S.C. 2273)

§§ 26.20, 26.21, 26.22, 26.23, 26.24, 26.25, 26.27, 26.28, 26.29 and 26.80

are issued under secs. 161b and i, 68 Stat. 948, and 949 as amended [42 U.S.C.

2201(b) and (i)];§§ 26.70, 26.71, and 26.73 are issued under sec. 161o, 68

Stat. 950, as amended [42 U.S.C. 2201(o)].

General Provisions

§ 26.1 Purpose.
This Part prescribes requirements and standards for the establishment and

maintenance of certain aspects of fitness-for-duty programs and procedures by

the licensed nuclear power industry.

§ 26.2 Scope.
(a) The regulations in this Part apply to licensees authorized to operate

a nuclear power reactor. Each licensee shall implement a fitness-for-duty

program which complies with this Part. The provisions of the fitness-for-duty

program must apply to all persons granted unescorted access to protected areas,

and to licensee, vendor, or contractor personnel required to physically report
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to a licensee's Technical Support Center (TSC) or Emergency Operations Facility

(EOF) in accordance with licensee emergency plans and procedures. The regu-

lations in this Part do not apply to NRC employees, or to law enforcement

personnel or offsite emergency fire and medical response personnel while

responding on-site.

(b) Certain regulations in this Part apply to licensees holding permits to

construct a nuclear power plant. Each construction permit holder, with a plant

under active construction, shall comply with the following sections of this

Part: 26.10; 26.20; 26.23; 26.24a; 26.70; and 26.73.

(c) The requirements in this Part must be implemented by each licensee

authorized to construct or operate a nuclear power reactor no later than

(insert date 180 days after the effective date of the final rule).

§ 26.3 Definitions.

"Aliquot" means a portion of a specimen used for testing.

"Commission" means the Nuclear Regulatory Commission or its duly

authorized representatives.

"Confirmatory test" means a second analytical procedure to identify the

presence of a specific drug, drug metabolite or alcohol which is independent

of the initial screening test and which uses a different technique and

chemical principle from that of the initial screening test in order to ensure

reliability and accuracy.

"Confirmed positive test" means the result of a confirmatory test that has

established the presence of drugs, drug metabolites, or alcohol in a specimen

at or above the cut-off level, and that has been deemed positive by the Medical

Review Officer (MRO) after evaluation.

"Contractor" means any company or individual with which the licensee has

contracted for work or service to be performed inside the protected area

boundary, either by contract, purchase order, or verbal agreement.

"Cut-off level" means the value set for designating a test result as

positive.

"Follow-up testing" means chemical testing at unannounced intervals,

to ensure that an employee is maintaining abstinence from the abuse of drugs or

alcohol.
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"Illegal drugs" means those drugs included in Schedules I through V of the

Controlled Substances Act (CSA), but not when used pursuant to a valid prescrip-

tion or when used as otherwise authorized by law.

"Initial or screening tests" means an immunossay screen for drugs or drug

metabolites to eliminate "negative" urine specimens from further consideration

or a breathalyzer test for alcohol. Initial screening may be performed at the
licensee's testing facility; a second screen and confirmation testing must be

conducted by a HHS-certified laboratory.

"Medical Review Officer" means a licensed physician responsible for
receiving laboratory results generated by an employer's drug testing program

who has knowledge of substance abuse disorders and has appropriate medical
training to interpret and evaluate an individual's positive test result

together with his or her medical history and any other relevant biomedical

information.

"Protected area" has the same meaning as in §73.2(g) of this chapter, an

area encompassed by physical barriers and to which access is controlled.

"Random test" means a system of unannounced drug testing administered in a

statistically random manner to a group so that all persons within that group

have an equal probability of selection.

"Suitable inquiry" means best-effort verification of employment history

for the past five years, but in no case less than three years,
obtained through contacts with previous employers to determine if a person was,

in the past, tested positive for illegal drugs, subject to a plan for treating

substance abuse, removed from, or made ineligible for activities within the

scope of 10 CFR Part 26, or denied unescorted access at any other nuclear power

plant or other employment in accordance with a fitness-for-duty policy.

"Vendor" means any company or individual, not under contract to a licensee,

providing services in protected areas.

§ 26.4 Interpretations.
Except as specifically authorized by the Commission in writing, no

interpretation of the meaning of the regulations in this Part by any officer or

employee of the Commission other than a written interpretation by the General

Counsel will be recognized to be binding upon the Commission.
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§ 26.6 Exemptions.

The Commission may, upon application of any interested person or upon its

own initiative, grant such exemptions from the requirements of the regulations

in this Part as it determines are authorized by law and will not endanger life

or property or the common defense and security and are otherwise in the public

interest.

§ 26.8 Information collection requirements: OMB approval.

(a) The Nuclear Regulatory Commission has submitted the information

collection requirements contained in this Part to the Office of Management and

Budget (OMB) for approval as required by the Paperwork Reduction Act of 1980

(44 U.S.C. 3501 et seq.). OMB has approved the information collection

requirements contained in this Part under control number____

(b) The approved information collection requirements contained in this

Part appear in §§ 26.20, 26.21, 26.22, 26.23, 26.24, 26.29, 26.71, 26.73, and

26.80.

(c) The total burden for these record keeping requirements is estimated

to be 313 hours per site per year. In implementing the record keeping require-

ments the affected licensee shall report to the Commission any comments con-

cerning the accuracy of the estimate and any suggestions for reducing the

burden.

General Performance Objectives

§ 26.10 General performance objectives.

Fitness-for-duty programs must:

(a) Provide reasonable assurance that nuclear power plant personnel will

perform their tasks in a reliable and trustworthy manner and are not under the

influence of any substance, legal or illegal, or mentally or physically impaired

from any cause, which in any way adversely affects their ability to safely and

competently perform their duties;

(b) Provide reasonable measures for the early detection of persons who are

not fit to perform activities within the scope of this Part; and

(c) Have a goal of achieving a drug-free workplace and a workplace free of

the effects of such substances.
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Program Elements and Procedures

§ 26.20 Written policy and procedures.

Each licensee subject to this Part shall establish and implement written

policies and procedures designed to meet the general performance objectives and

specific requirements of this Part. Each licensee shall retain a copy of the

current written policy and procedures as a record until the Commission

terminates each license for which the policy and procedures were developed and,
if any portion of the policies and procedures are superseded, retain the

superseded material for three years after each change. As a minimum, written
policies and procedures must address fitness for duty through the following:

(a) An overall description of licensee policy on fitness for duty. The
policy must address use of illegal drugs and abuse of legal drugs (e.g., alcohol,

prescription and over-the-counter drugs). Written policy documents must be in

sufficient detail to provide affected individuals with information on what is
expected of them, and what consequences may result from lack of adherence to
the policy. As a minimum, the written policy must prohibit the consumption of

alcohol (1) within a specified time period preceding any scheduled working

tour, and (2) during the period of any working tour. Licensee policy should
also address other factors that could affect fitness for duty such as mental

stress, fatigue and illness.

(b) A description of programs which are available to personnel desiring
assistance in dealing with drug, alcohol, or other problems that could adversely

affect the performance of activities within the scope of this Part.

(c) Procedures to be utilized in testing for drugs and alcohol, including
procedures for protecting the employee and the integrity of the specimen, and
the quality controls used to ensure the test results are valid and attributable

to the correct individual.

(d) A description of immediate and follow-on actions which will be taken,

and the procedures to be utilized, in those cases where employees, vendors, or

contractors assigned to'duties within the scope of this Part are determined to

have been involved in the use, sale, or possession of illegal drugs; or to have
consumed alcohol during the mandatory pre-work abstinence period, while on duty,

or to excess prior to reporting to duty as demonstrated with a test that can be

used to determine blood alcohol concentration.
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(e) A procedure that will ensure that persons called in to perform an

unscheduled working tour are fit to perform the task assigned. As a minimum,

this procedure must --

(1) Require a statement to be made by a called-in person as to whether

he or she has consumed alcohol within the length of time stated in the pre-duty

abstinence policy;

(2) If alcohol has been consumed within this period, require a determin-

ation of fitness for duty by breath analysis or other means; and

(3) Require the establishment of controls and conditions under which

a person who has been called-in can perform work, if necessary, although alcohol

has been consumed.

(f) The Commission may at any time review the licensee's written policy

and procedures to assure that they meet the performance objectives of this Part.

§ 26.21 Policy communications and awareness training.

(a) Persons assigned to activities within the scope of this Part shall be

provided with appropriate training to ensure they understand --

(1) Licensee policy and procedures, including the methods that will be

used to implement the policy;

(2) The personal and public health and safety hazards associated with

abuse of drugs and misuse of alcohol;

(3) The effect of prescription and over-the-counter drugs and dietary

conditions on job performance and on chemical test results, and the role of

the Medical Review Officer;

(4) Employee assistance programs provided by the licensee; and

(5) What is expected of them and what consequences may result from lack of

adherence to the policy,

(b) Initial training must be completed prior to assignment to activities

within the scope of this Part. Refresher training must be completed on a

nominal 12 month frequency or more frequently where the need is indicated. A

record of the training must be retained for a period of at least three years.

§ 26.22 Training of supervisors and escorts.
(a) Managers and supervisors of activities within the scope of this Part

must be provided appropriate training to ensure they understand --
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(1) Their role and responsibilities in implementing the program;

(2) The roles and responsibilities of others, such as the personnel,

medical, and employee assistance program staffs;

(3) Techniques for recognizing drugs and indications of the use, sale, or

possession of drugs;

(4) Behavioral observation techniques for detecting degradation in

performance, impairment, or changes in employee behavior and

(5) Procedures for initiating appropriate corrective action, to include

referral to the employee assistance program.

(b) Persons assigned to escort duties shall be provided appropriate

training in techniques for recognizing drugs and indications of the use, sale,

or possession of drugs, techniques for recognizing aberrant behavior, and the

procedures for reporting problems to supervisory or security personnel.

(c) Initial training must be completed prior to assignment of duties

within the scope of this Part and within 3 months after initial supervisory

assignment, as applicable. Refresher training must be completed on a nominal

12 month frequency, or more frequently where the need is indicated. A

record of the training trust be retained for a period of at least three years.

§ 26.23 Contractors and vendors.

(a) All contractor and vendor personnel performing activities within the

scope of this Part for a licensee must be subject to either the licensee's

program relating to fitness for duty, or to a program, formally reviewed and

approved by the licensee, which meets the requirements of this Part. Written

agreements between licensees and contractors or vendors for activities within

the scope of this Part must be retained for the life of the contract and will

clearly show that --

(1) The contractor or vendor is responsible to the licensee for adhering

to the licensee's fitness-for-duty policy, or maintaining and adhering to an

effective fitness-for-duty program which meets the standards of this Part; and

(2) Personnel having been denied access or removed from activities within

the scope of this Part at any nuclear power plant for violations of a fitness-

for-duty policy will not be assigned to work within the scope of this Part

without the knowledge and consent of the licensee.
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(b) Each licensee subject to this Part shall assure that contractors

whose own fitness-for-duty programs are relied on by the licensee adhere to

an effective program, which meets the requirements of this Part, and shall

conduct audits pursuant to § 26.80 for this purpose.

§ 26.24 Chemical testing.

(a) To provide a means to deter and detect substance abuse, the licensee

shall implement the following chemical testing programs for persons subject to

this Part:

(1) Testing within 60 days prior to the initial granting of unescorted

access to protected areas or assignment to activities within the scope of this

Part.

(2) Unannounced tests imposed in a random manner. The tests must be

administered so that a person completing a test is immediately eligible for

another unannounced test. As a minimum, tests must be administered on a nominal

weekly frequency.
O Alternative A: The tests must be conducted in a manner that assures

that at least 90 percent of the individuals within the scope of the rule

are tested each year, that testing is performed throughout the year and

that testing rates for individuals already tested with negative results

not be lower than 30 percent per year (2 1/2 percent per month) for the

remainder of the testing year.
O Alternative B: The tests must be administered throughout the year at

an annual rate equivalent to 300 percent of the population subject to

testing.

o Alternative C: Each worker shall be randomly assigned a day during the
next 365 days on which to be tested, and then shall be randomly reassigned

to a day in the following 365 day period.
O Alternative D: Each worker shall be subjected to an unannounced test

on an individual rather than work unit basis once during the year. In

addition, random testing at a rate of 50 percent shall be used during the

year to assure ongoing deterrence.
O Alternative E: Random testing shall be conducted at a rate equal to at

least 100 percent of the workforce.

113



(3) Testing for-cause, i.e., as soon as possible following any observed

behavior indicating possible substance abuse; after accidents involving a

failure in individual performance resulting in personal injury, in a radiation

exposure or release of radioactivity in excess of regulatory limits, or actual

or potential substantial degradations of the level of safety of the plant if

there is reasonable suspicion that the worker's behavior contributed to the

event; or after receiving credible information that an individual is abusing

drugs or alcohol.

(4) Follow-up testing on an unannounced basis to verify continued abstention

from the use of substances covered under this Part.

(b) Testing for drugs and alcohol must at a minimum, conform to the

"Guidelines for Nuclear Power Plant Drug and Alcohol Testing Programs,"

issued by the Nuclear Regulatory Commission and appearing in Appendix A to this

rule, hereinafter referred to as the NRC Guidelines. Licensees, at their dis-

cretion, may implement programs with more stringent standards (e.g., lower cutoff

levels, broader panel of drugs). Management actions with respect to persons who
fail a more stringent standard, but do not test positive under the NRC Guidelines

must be the same as if the individual failed the NRC standards.

(c) Licensees shall test for all eight substances described in paragraph

2.1(a) of the NRC Guidelines. In addition, licensees may consult with local

law enforcement authorities, hospitals, and drug counseling services to
determine whether other substances with abuse potential are being used in the

geographical locale of the facility and the local workforce. When appropriate,

other substances so identified may be added to the panel of substances for
testing. Appropriate cutoff limits must be established by the licensee for

these substances.

(d) Licensees may conduct initial screening tests of an aliquot prior to

forwarding selected specimens to a laboratory certified by the Department of

Health and Human Services, provided the licensee's staff possesses the

necessary training and skills for the tasks assigned, their qualifications are

documented, and adequate quality controls are implemented. Quality control

procedures for initial screening tests by a licensee's testing facility must

include the processing of blind performance test specimens and the submission

to the HHS-certified laboratory of a sampling of specimens initially tested as
negative. Access to the results of preliminary tests must be limited to the

licensee's testing staff, the Medical Review Officer, the Fitness-for-duty

Program Manager, and employee assistance program staff when appropriate.
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(e) The Medical Review Officer's review of the test results must be

completed and licensee management notified within 10 days of the initial

presumptive positive screening test.

(f) Quality controls and procedures for HHS-certified laboratories shall

be consistent with the Department of Health and Human Services standards for

"Certification of Laboratories Engaged in Urine Drug Testing for Federal

Agencies." (53 FR 11970, 11986 - 11989, dated April 11, 1988). HHS-certified

laboratories shall conduct initial screening tests on all specimens forwarded

for testing and shall perform confirmation tests on all specimens that are

screened as presumptive positive. Licensees shall submit blind performance

test specimens to HHS-certified laboratories in accordance with the NRC Guide-

lines (Appendix A).

(g) Tests for alcohol must be administered by a breath analysis. A breath

alcohol content indicating a blood alcohol concentration of 0.04 percent must

be a positive test result. Any alcohol concentration below this level must

also be evaluated to determine whether the licensee's policy on alcohol has

been violated.

-------------------------------------- OR -------------------------------

(g) Tests for alcohol must be administered by a breath analysis, with any

alcohol concentration evaluated to determine whether the licensee's policy on

alcohol use has been violated.

If a confirmatory test is requested by the person being tested, the

confirmatory test may be done with another breath measurement instrument that

meets evidential standards described in Section 2.7(0)(3) of Appendix A.

Should the person demand further confirmation, the test must be a gas chroma-

tography analysis of blood.

§ 26.24a Construction site program.

Construction permit licensees shall implement a chemical testing program,

including random tests, and shall make provisions for employee assistance pro-

grams, imposition of sanctions, appeal procedures, the protection of information,

and record keeping.

§ 26.25 Employee assistance programs (EAP).

Each licensee subject to this Part shall maintain an employee assistance

program to strengthen fitness-for-duty programs by offering assessment, short-
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term counseling, referral services, and treatment monitoring to employees

with problems that could adversely affect the performance of activities within
the scope of this Part. Employee assistance programs should be designed to

achieve early intervention and provide for confidential assistance. The

employee assistance program staff shall inform licensee management when a
determination has been made that any individual's condition constitutes a
hazard to himself or herself or others (including those who have self-referred).

§ 26.27 Management actions and sanctions to be imposed.
(a) Prior to the initial granting of unescorted access to a protected area

or the assignment to activities within the scope of this Part to any person,
the licensee shall obtain a written statement from the individual as to whether

activities within the scope of this Part were ever denied the individual. The
licensee shall complete a suitable inquiry on a best-efforts basis to determine

if that person was, in the past, tested positive for drugs or use of alcohol

that resulted in on-duty impairment, subject to a plan for treating substance
abuse (except for self-referral for treatment) , or removed from activities

within the scope of this Part, or denied unescorted access at any other nuclear
power plant in accordance with a fitness-for-duty policy. If such a record is
established, the new assignment to activities within the scope of this Part or
granting of unescorted access must be based upon a management and medical

determination of fitness for duty and the establishment of an appropriate
follow-up testing program, provided the restrictions of paragraph (b) of this
section are observed. To meet this requirement, the identity of persons denied

unescorted access or removed under the provisions of this Part and the circum-
stances for such denial or removal, including test results, will be made

available in response to a licensee's, contractor's, or vendor's inquiry
supported by a signed release from the individual. Failure to list reasons
for removal or revocation of unescorted access shall be sufficient cause for
denial of unescorted access. The temporary access provision in Section 6.4 of
the "Industry Guidelines for Nuclear Power Plant Access Authorization Programs"

shall be applicable to this Part with the added provision that the prospective

worker must pass a chemical test conducted according to the requirements of

§ 26.24(a)(1).

(b) Each licensee subject to this Part shall, as a minimum, take the
following actions. Nothing herein shall prohibit the licensee from taking more
stringent action.
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(1) Impaired workers, or those whose fitness may be questionable, shall be

removed from activities within the scope of this Part, and may be returned only

after determined to be fit to safely and competently perform activities within

the scope of this Part.

(2) Lacking any other evidence to indicate the use, sale, or possession

of illegal drugs onsite, a confirmed positive test result must be presumed to

be an indication of offsite drug use. The first confirmed positive test must,

as a minimum, result in immediate removal from activities within the scope of

this Part for at least 14 days and referral to the EAP for assessment and

counseling during any suspension period. Plans for treatment, follow-up, and

future employment must be developed, and any rehabilitation program deemed

appropriate must be initiated during such suspension period. Satisfactory

management and medical assurance of the individual's fitness to adequately

perform activities within the scope of this Part must be obtained before

permitting the individual to be returned to these activities. Any subsequent

confirmed positive test must result in removal from unescorted access to

protected areas and activities within the scope of this Part for a minimum of

three years from the date of removal.
(3) Any individual determined to have been involved in the sale, use, or

possession of illegal drugs while within a protected area of any nuclear power
plant must be removed from activities within the scope of this Part. The

individual may not be granted unescorted access to protected areas or assigned

to activities within the scope of this Part for a minimum of five years from

the date of removal.

(4) Persons removed for periods of three years or more under the pro-

visions of paragraphs (b)(2) and (3) of this section for the illegal sale, use

or possession of drugs and who would have been removed under the current

standards of a hiring licensee, may be granted unescorted access and assigned

duties within the scope of this Part by a licensee subject to this Part only

when the hiring licensee receives satisfactory medical assurance that the

person has abstained from drugs for at least three years. Satisfactory

management and medical assurance of the individual's fitness to adequately

perform activities within the scope of this Part must be obtained before

permitting the individual to perform activities within the scope of this Part.

Any person granted unescorted access or whose access is reinstated under these
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provisions must be given unannounced follow-up tests at least once every month

for four months and at least once every three months for the next two years

and eight months after unescorted access is reinstated to verify continued

abstinence from proscribed substances. Any confirmed use of drugs through this

process or any other determination of subsequent involvement in the sale, use

or possession of illegal substances must result in permanent denial of unescorted

access.

(5) Paragraphs (b) (2), (3), and (4) of this section do not apply to

alcohol, valid prescriptions, or over-the-counter drugs. Licensee sanctions

for confirmed misuse of alcohol, valid prescription, and over-the-counter drugs

as determined by the Medical Review Officer shall be sufficient to deter abuse

of legally obtainable substances as a substitute for abuse of proscribed drugs.

(c) Refusal to provide a specimen for testing and resignation prior to

removal for violation of company fitness-for-duty policy concerning drugs must

be recorded as removals for cause. These records must be retained for the pur-

pose of meeting the requirements of § 26.27(a).
(d) If a licensee has a reasonable belief that an NRC employee may be

under the influence of any substance, or otherwise unfit for duty, the licensee

may not deny access but shall escort the individual. In any instance of this

occurrence, the appropriate Regional Administrator must be notified immediately

by telephone. During other than normal working hours, the NRC Operations

Center must be notified.

§ 26.28 Appeals.

Each licensee subject to this Part, and each contractor implementing a

fitness-for-duty program under the provisions of § 26.23, shall establish a

procedure for licensee and contractor employees to appeal the results of an

alcohol or drug test. The procedure must provide notice and an opportunity to

respond and may be an impartial internal management review. A licensee review

procedure need not be provided to employees of contractors when the contractor

is administering his own alcohol and drug testing.

§ 26.29 Protection of Information.

(a) Each licensee subject to this Part, who collects personal information

on an individual for the purpose of complying with this Part, shall establish

and maintain a system of files and procedures for the protection of the per-

sonal information. This system must be maintained until the Commission termi-

nates each license for which the system was developed.
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(b) Licensees and contractors shall not disclose the personal information

collected and maintained to persons other than assigned Medical Review Officers,

other licensees or their authorized representatives legitimately seeking the

information as required by this Part for unescorted access decisions and who

have obtained a release from current or prospective employees or contractor

personnel, NRC representatives, appropriate law enforcement officials under

court order, the subject individual or his or her representative, or to those

licensee representatives who have a need to have access to the information in

performing assigned duties, including audits of licensee's and contractor's

programs, to persons deciding matters on review or appeal, and to other persons

pursuant to court order. This section does not authorize the licensee to

withhold evidence of criminal conduct from law enforcement officials.

Inspections, Records, and Reports

§ 26.70 Inspections.

(a) Each licensee subject to this Part shall permit duly authorized

representatives of the Commission to inspect, copy, or take away copies of its

records and inspect its premises, activities, and personnel as may be necessary

to accomplish the purposes of this Part.

(b) Written agreements between licensees and their contractors and vendors

must clearly show that the --

(1) Licensee is responsible to the Commission for maintaining an effective

fitness-for-duty program in accordance with this Part; and

(2) Duly authorized representatives of the Commission may inspect, copy,

or take away copies of any licensee, contractor, or vendor's documents, records,

and reports related to implementation of the licensee's, contractor's, or

vendor's fitness-for-duty program under the scope of the contracted activities.

§ 26.71 Record keeping requirements.

Each licensee subject to this Part and each contractor implementing a

licensee approved program under the provisions of § 26.23 shall --

(a) Retain records of inquiries conducted in accordance with § 26.27(a),

that result in the granting of unescorted access to protected areas, until

five years following termination of such access authorizations;

(b) Retain records of confirmed positive test results which are concurred

in by the Medical Review Officer, and the related personnel actions for a

period of at least five years;

119



(c) Retain records of persons made ineligible for three years or longer

for assignment to activities within the scope of this Part under the provisions

of § 26.27(b)(2), (3), (4) or (c), until the Commission terminates each license

under which the records were created; and

Md) Collect and compile fitness-for-duty program performance data. The

data must be analyzed and appropriate actions taken to correct program weak-

nesses. The data and analysis must be retained for three years.

§ 26.73 Reporting requirements.

(a) Each licensee subject to this Part shall inform the Commission of

significant fitness-for-duty events including:

(1) Sale, use, or possession of illegal drugs within the protected area

and,

(2) Any acts by any person licensed under 10 CFR Part 55 to operate a

power reactor or by any supervisory personnel assigned to perform duties within

the scope of this Part, (i) involving the sale, use, or possession of a con-

trolled substance, (ii) resulting in confirmed positive tests on such persons,

(iii) involving use of alcohol within the protected area, or (iv) resulting in

a determination of unfitness for scheduled work due to the consumption of

alcohol.

(b) Notifications must be made to the NRC Operations Center by telephone

within 24 hours of the discovery of the event by the licensee.

(c) Fitness-for-duty events shall be reported under this section rather

than reported under the provisions of §73.71.

(d) By (insert date 180 days after the effective date of the final rule)

each licensee shall certify to the NRC that its fitness-for-duty

program is implemented. The certification shall describe any licensee

cut-off levels more stringent than those imposed by this Part.
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Audits

§ 26.80 Audits.

(a) Each licensee subject to this Part shall audit the fitness-for-duty

program nominally every 12 months. In addition, audits must be conducted,

nominally every 12 months, of those portions of fitness-for-duty programs

implemented by contractors. Licensees may accept audits of contractors

conducted by other licensees and need not re-audit the same contractor for the

same period of time. Each sharing utility shall maintain a copy of the audit

report, to include findings, recommendations and corrective actions.

Licensees retain responsibility for the effectiveness of contractor programs

and the implementation of appropriate corrective action.
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(b) Audits must focus on the effectiveness of the program and be conducted

by individuals qualified in the subject(s) being audited, and independent of

both fitness-for-duty program management and personnel directly responsible for

implementation of the fitness-for-duty program.

(c) The result of the audit, along with recommendations, if any, must be

documented and reported to senior corporate and site management. The resolution

of the audit findings and corrective actions must be documented. These docu-

ments must be retained for three years. NRC Guidelines require licensee audits

of HHS-certified laboratories as described in Appendix A.

Enforcement

§ 26.90 Violations.

(a) An injunction or other court order may be obtained to prohibit a

violation of any provision of --

(1) The Atomic Energy Act of 1954, as amended;

(2) Title II of the Energy Reorganization Act of 1974; or

(3) Any regulation or order issued under these Acts.

(b) A court order may be obtained for the payment of a civil penalty

imposed under section 234 of the Atomic Energy Act of 1954, for violations

of--

(1) Section 53, 57, 62, 63, 81, 82, 101, 103, 104, 107, or 109 of the

Act;

(2) Section 206 of the Energy Reorganization Act of 1974;

(3) Any rule, regulation, or order issued under these Sections.

(4) Any term, condition, or limitation of any license issued under these

Sections; or

(5) Any provisions for which a license may be revoked under section 186

of the Atomic Energy Act of 1954.

(c) Any person who willfully violates any provision of the Atomic Energy

Act of 1954, as amended, or any regulation or order issued under the

requirements of the Act, include regulations under this Part, may be guilty of

a crime and, upon conviction, may be punished by fine or imprisonment or both,

as provided by law.
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GUIDELINES FOR NUCLEAR POWER PLANT DRUG AND ALCOHOL TESTING PROGRAMS

Subpart A - General

1.1 Applicability
1.2 Definitions

Subpart B - Scientific and Technical
Requirements

2.1 The Substances
2.2 General Administration of Testing
2.3 Preventing Subversion of Testing
2.4 Specimen Collection Procedures
2.5 HHS-Certified Laboratory Personnel
2.6 Licensee Testing Facility Personnel
2.7 Laboratory and Testing Facility

Analysis Procedures
2.8 Quality Assurance and Quality

Control
2.9 Reporting and Review of Results

Subpart C - Employee Protection

3.1 Protection of Employee Records
3.2 Individual Access to Test and

Laboratory Certification Results

Subpart D - Certification of Laboratories
Engaged in Chemical Testing

4.1 Use of HHS-Certified Laboratories

Subpart A - General

1.1 Applicability.

(1) These guidelines apply to licensees authorized to operate nuclear power
reactors.

(2) Licensees may set more stringent cut-off levels than specified herein
or test for substances other than specified herein.

(3) Only laboratories which are HHS-certified are authorized to perform
urine drug testing for NRC licensees, vendors, and licensee contractors.
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1.2 Definitions.

For the purposes of this part, the following definitions apply:
"Aliquot." A portion of a specimen used for testing.
"BAC." Blood alcohol concentration (BAC), which can be measured directly

from blood or derived from a measure of the concentration of alcohol in a
breath specimen, is a measure of the mass of alcohol in a volume of blood such
that an individual with 100 mg of alcohol per 100 ml of blood has a BAC of
0.10 percent.

"Commission." The U.S. Nuclear Regulatory Commission or its duly authorized
representatives.

"Chain-of-custody." Procedures to account for the integrity of each
specimen by tracking its handling and storage from the point of specimen
collection to final disposition of the specimen.

"Collection site." A place designated by the licensee where individuals
present themselves for the purpose of providing a specimen of their urine,
breath, and/or blood to be analyzed for the presence of drugs or alcohol.

"Collection site person." A person who instructs and assists individuals
at a collection site and who receives and makes an initial examination of the
specimen(s) provided by those individuals. A collection site person shall have
successfully completed training to carry out this function or shall be a
licensed medical professional or technician who is provided instructions for
collection under this part and certifies completion as required herein. In any
case where: (a) a collection is observed or (b) collection is monitored by
nonmedical personnel, the collection site person must be a person of the same
gender as the donor.

"Confirmatory test." A second analytical procedure to identify the
presence of a specific drug, drug metabolite, or alcohol which is independent
of the screening test and which uses a different technique and chemical
principle from that of the initial test in order to ensure reliability and
accuracy. (At this time gas chromatography/mass spectrometry [GC/MS] is the
only authorized confirmation method for cocaine, marijuana, opiates, ampheta-
mines, phencyclidine, alcohol, benzodiazepines, and barbiturates).

"Confirmed positive test." The result of a confirmatory test that has
established the presence of drugs, drug metabolites, or alcohol in a specimen
above the cut-off level, and that has been deemed positive by the Medical
Review Officer (MRO) after evaluation.

"HHS-certified laboratory." A urine and blood testing laboratory that
maintains certification to perform drug testing under the Department of Health
and Human Services (HHS) "Mandatory Guidelines for Federal Workplace Drug
Testing Programs" (53 FR 11970).

"Illegal drugs." Those drugs included in Schedules I through V of the Con-
trolled Substances Act (CSA), but not when used pursuant to a valid pre-
scription or when used as otherwise authorized by law.

"Initial or screening test." An immunoassay screen for drugs or drug
metabolites to eliminate "negative" urine specimens from further consideration
or a breathalyzer test for alcohol.

"Licensee's testing facility." A drug testing facility operated by the
licensee or one of its vendors or contractors to perform the initial testing of
urine samples and to perform initial breath tests for alcohol. Such a testing
facility is optional and not required to maintain HNS certification under this
part.
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"Medical Review Officer". A licensed physician responsible for receiving
laboratory results generated by an employer's drug testing program who has
knowledge of substance abuse disorders and has appropriate medical training to
interpret and evaluate an individual's positive test result together with his
or her medical history and any other relevant biomedical information.

"Permanent record book." A permanently bound book in which identifying
data on each specimen collected at a collection site are permanently recorded
in the sequence of collection.

"Reason to believe." Reason to believe that a particular individual may
alter or substitute the urine specimen.

"Split sample." A portion of a urine specimen that may be stored by the
licensee to be tested in the event of appeal.

Subpart B - Scientific and Technical Requirements

2.1 The Substances.

(a) Licensees shall, as a minimum, test for marijuana, cocaine, opiates,
amphetamines, phencyclidine, benzodiazepines, barbiturates, and alcohol for
pre-access, for-cause and random tests.

(b) Licensees may test for any illegal drugs during a for-cause test.
(c) Licensees shall establish rigorous testing procedures that are

consistent with the intent of these guidelines for any other drugs not
specified in these guidelines for which testing is authorized under 10 CFR 26,
so that the appropriateness of the use of these substances can be evaluated by
the Medical Review Officer to ensure that individuals granted unescorted access
are fit for maintaining access to and for performing duties in protected areas.

(d) Specimens collected under NRC regulations requiring compliance with
this part may only be designated or approved for testing as described in this
part and shall not be used to conduct any other analysis or test without the per-
mission of the tested individual.

(e) This section does not prohibit procedures reasonably incident to
analysis of a specimen for controlled substances (e.g., determination of ph on
tests for specific gravity, creatinine concentration, or presence of adult-
erants).

2.2 General Administration of Testing.

The licensee testing facilities and HHS-certified laboratories described
in this part shall develop and maintain clear and well-documented procedures
for collection, shipment, and accession of urine and blood specimens under this
part. Such procedures shall include, as a minimum, the following:

(a) Use of a chain-of-custody form. The original shall accompany the
specimen to the HHS-certified laboratory. A copy shall accompany any split
sample. The form shall be a permanent record on which identity data (or codes)
on the employee and on the specimen collection process and all transfer of
custody of the specimen is retained.

(b) Use of a tamperproof sealing system designed in a manner such that
the specimen container top can be sealed against undetected opening, the
container can be identified with a unique identifying number identical to that
appearing on the chain-of-custody form, and space has been provided to initial
the container affirming its identity. For purposes of clarity, this requirement
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assumes use of a system made up of one or more pre-printed labels and seals (or
a unitary label/seal), but use of other, equally effective technologies is
authorized.

(c) Use of a shipping container in which one or more specimens and
associated paperwork may be transferred and which can be sealed and initialled
to prevent undetected tampering.

(d) Written procedures, instructions, and training shall be provided as
follows:

(1) Licensee collection site procedures and training of collection site
personnel shall clearly emphasize that the collection site person is respon-
sible for maintaining the integrity of the specimen collection and transfer
process, carefully ensuring the modesty and privacy of the individual tested,
and is to avoid any conduct or remarks that might be construed as accusatorial
or otherwise offensive or inappropriate.

(2) A non-medical collection site person shall receive training in
compliance with this appendix and shall demonstrate proficiency in the applica-
tion of this appendix prior to serving as a collection site person. A medical
professional, technologist, or technician licensed or otherwise approved to
practice in the jurisdiction in which collection occurs may serve as a
collection site person if that person is provided the instructions described in
2.2(3) and performs collections in accordance with those instructions.

(3) Collection site persons shall be provided with detailed, clearly-
illustrated, written instructions on the collection of specimens in compliance
with this part. Individuals subject to testing shall also be provided standard
written instructions setting forth their responsibilities.

(4) The option to provide a blood specimen for confirmatory analysis following
a positive breath test shall be specified in the written instructions provided
to individuals tested. The instructions shall also state that failure to request
a confirmatory blood test indicates that the individual accepts the breath test
results.

2.3 Preventing Subversion of Testing.

Licensees shall carefully select and monitor persons responsible for
administering the testing program (e.g., collection site persons, laboratory
technicians, specimen couriers, and those selecting and notifying personnel to be
tested), based upon the highest standards for honesty and integrity, and shall
implement measures to ensure that these standards are maintained. At a minimum,
these measures shall ensure that the integrity of such persons is not compromised
or subject to efforts to compromise due to personal relationships with any
individuals subject to testing.
As a minimum:

(1) Supervisors, co-workers, and relatives of the individual being tested
shall not perform any collection, assessment, or evaluation procedures.

(2) Appropriate background checks and psychological evaluations shall be
completed prior to assignment of any tasks associated with the administration
of the program, and shall be conducted at least once every three years.

(3) Persons responsible for administering the testing program shall
be subjected to a behavioral observation program designed to assure that they
continue to meet the highest standards for honesty and integrity.
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2.4 Specimen Collection Procedures.

(a) "Designation of Collection Site." Each drug testing program shall have
one or more designated collection sites which have all necessary personnel,
materials, equipment, facilities, and supervision to provide for the col-
lection, security, temporary storage, and shipping or transportation of urine
or blood specimens to a drug testing laboratory. A properly equipped mobile
facility that meets the requirements of this part is an acceptable collection
site.

(b) "Collection Site Person." A collection site person shall have
successfully completed training to carry out this function. In any case where
the collection of urine is observed, the collection site person must be a
person of the same gender as the donor. Persons drawing blood shall be quali-
fied to perform that task.

(c) "Security." The purpose of this paragraph is to prevent unauthorized
access which could compromise the integrity of the collection process or the
specimen. Security procedures shall provide for the designated collection site
to be secure. If a collection site facility cannot be dedicated solely to drug
and alcohol testing, the portion of the facility used for testing shall be
secured during that testing.

(1) A facility normally used for other purposes, such as a public rest
room or hospital examining room, may be secured by visual inspection to ensure
other persons are not present, and that undetected access (e.g., through a rear
door not in the view of the collection site person) is impossible. Security
during collection may be maintained by effective restriction of access to
collection materials and specimens. In the case of a public rest room, the
facility must be posted against access during the entire collection procedure
to avoid embarrassment to the individual or distraction of the collection site
person.

(2) If it is impractical to maintain continuous physical security of a
collection site from the time the specimen is presented until the sealed mailer
is transferred for shipment, the following minimum procedures shall apply:
The specimen shall remain under the direct control of the collection site
person from delivery to its being sealed in the mailer. The mailer shall be
immediately mailed, maintained in secure storage, or remain until mailed under
the personal control of the collection site person. These minimum procedures
shall apply to the mailing of specimens to licensee testing facilities from
collection sites (except where co-located) as well as to the mailing of
specimens to HHS-certified laboratories.

(d) "Chain-of-Custody." Licensee chain-of-custody forms shall be properly
executed by authorized collection site personnel upon receipt of specimens.
Handling and transportation of urine and blood specimens from one authorized
individual or place to another shall always be accomplished through chain-of-
custody procedures. Every effort shall be made to minimize the number of
persons handling the specimens.

(e) "Access to Authorized Personnel Only." No unauthorized personnel shall
be permitted in any part of the designated collection site where specimens
are collected or stored. Only the collection site person may handle specimens
prior to their securement in the mailing container or monitor or observe
specimen collection (under the conditions specified in this part). In order to
promote security of specimens, avoid distraction of the collection site person,
and ensure against any confusion in the identification of specimens, a
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collection site person shall conduct only one collection procedure at any given
time. For this purpose, a collection procedure is complete when the specimen
container has been sealed and initialed, the chain-of-custody form has been
executed, and the individual has departed the collection site.

(f) "Privacy." Procedures for collecting urine specimens shall allow
individual privacy unless there is reason to believe that a particular indivi-
dual may alter or substitute the specimen to be provided. For purposes of this
appendix the following circumstances are the exclusive grounds constituting a
reason to believe that the individual may alter or substitute a urine specimen:

(1) The individual has presented a urine specimen that falls outside the
normal temperature range, and the individual declines to provide a measurement
of oral body temperature by sterile thermometer, as provided in paragraph
(g)(14) of this appendix, or the oral temperature does not equal or exceed that
of the specimen.

(2) The last urine specimen provided by the individual (i.e., on a
previous occasion) was determined by the laboratory to have a specific gravity
of less than 1.003 and a creatinine concentration below .2 g/L.

(3) The collection site person observes conduct clearly and unequivocally
indicating an attempt to substitute or adulterate the sample (e.g., substitute
urine in plain view, blue dye in specimen presented, etc.).

(4) The individual has previously been determined to have used a substance
inappropriately or without medical authorization and the particular test is
being conducted as a part of a rehabilitation program or on return to service
after evaluation and/or treatment for a confirmed positive test result.

(g) "Integrity and Identity of Specimens." Licensees shall take pre-
cautions to ensure that a urine specimen is not adulterated or diluted during
the collection procedure, that a blood sample or breath exhalent tube cannot
be substituted or tampered with, and that the information on the specimen
container and in the record book can identify the individual from whom the
specimen was collected. The following minimum precautions shall be taken to
ensure that authentic specimens are obtained and correctly identified:

(1) To deter the dilution of urine specimens at the collection site,
toilet bluing agents shall be placed in toilet tanks wherever possible, so the
reservoir of water in the toilet bowl always remains blue. There shall be no
other source of water (e.g., no shower or sink) in the enclosure where
urination occurs. If there is another source of water in the enclosure, it
shall be effectively secured or monitored to ensure it is not used (undetected)
as a source for diluting the specimen.

(2) When an individual arrives at the collection site for a urine or
breath test, the collection site person shall ensure that the individual is
positively identified as the person selected for testing (e.g., through
presentation of photo identification or identification by the employer's
representative). If the individual's identity cannot be established, the
collection site person shall not proceed with the collection.

(3) If the individual fails to arrive for a urine or breath test at the
assigned time, the collection site person shall contact the appropriate
authority to obtain guidance on the action to be taken.

(4) After the individual has been positively identified, the collection
site person shall ask the individual to sign a consent-to-testing form and to
list all of the prescription medications and over-the-counter preparations that
he or she can remember using within the last three weeks.
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(5) The collection site person shall ask the individual to remove any
unnecessary outer garments such as a coat or jacket that might conceal items or
substances that could be used to tamper with or adulterate the individual's
urine, breath, or blood specimen. The collection site person shall ensure that
all personal belongings such as a purse or briefcase remain with the outer
garments outside of the room in which the blood, breath, or urine sample is
collected. The individual may retain his or her wallet.

(6) The individual shall be instructed to wash and dry his or her hands
prior to urination.

(7) After washing hands prior to urination, the individual shall remain
in the presence of the collection site person and shall not have access to any
water fountain, faucet, soap dispenser, cleaning agent or any other materials
which could be used to adulterate the urine specimen.

(8) The individual may provide his/her urine specimen in the privacy of a
stall or otherwise partitioned areas that allows for individual privacy.

(9) The collection site person shall note any unusual behavior or
appearance on the specimen custody and control form.

(10) In the exceptional event that a designated collection site is
inaccessible and there is an immediate requirement for urine specimen col-
lection (e.g., an accident investigation), a public or on-site rest room may be
used according to the following procedures. A collection site person of the
same gender as the individual shall accompany the individual into the rest room
which shall be made secure during the collection procedure. If possible, a
toilet bluing agent shall be placed in the bowl and any accessible toilet tank.
The collection site person shall remain in the rest room, but outside the
stall, until the specimen is collected. If no bluing agent is available to
deter specimen dilution, the collection site person shall instruct the
individual not to flush the toilet until the specimen is delivered to the
collection site person. After the collection site person has possession of the
specimen, the individual will be instructed to flush the toilet and to
participate with the collection site person in completing the chain-of-custody
procedures.

(11) Upon receiving a urine specimen from the individual, the collection
site person shall determine that it contains at least 60 milliliters of urine.
If there is less than 60 milliliters of urine in the container, additional
urine shall be collected in a separate container to reach a total of 60
milliliters. (The temperature of the partial specimen in each separate
container shall be measured in accordance with paragraph (f)(13) of this
section, and the partial specimens shall be combined in one container.) The
individual may be given a reasonable amount of liquid to drink for this purpose
(e.g., a glass of water). If the individual fails for any reason to provide 60
milliliters of urine, the collection site person shall contact the appropriate
authority to obtain guidance on the action to be taken.

(12) After the urine specimen has been provided and submitted to the
collection site person, the individual shall be allowed to wash his or her
hands.

(13) Immediately after the urine specimen is collected, the collection
site person shall measure the temperature of the specimen. The temperature
measuring device used must accurately reflect the temperature of the specimen
and not contaminate the specimen. The time from urination to temperature
measurement is critical and in no case shall exceed 4 minutes.

(14) If the temperature of a urine specimen is outside the range of 32.50 -
37.7 0C/90.5 0 - 99.8 0 F, that is a reason to believe that the individual may have
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altered or substituted the specimen, and another specimen shall be collected
under direct observation of a same gender collection site person and both
specimens shall be forwarded to the laboratory for testing. An individual may
volunteer to have his or her oral temperature taken to provide evidence to
counter the reason to believe the individual may have altered or substituted
the specimen caused by the specimen's temperature falling outside the prescribed
range.

(15) Immediately after a urine specimen is collected, the collection
site person shall also inspect the specimen to determine its color and look
for any signs of contaminants. Any unusual findings shall be noted in the
permanent record book.

(16) All urine specimens suspected of being adulterated shall be forwarded
to the laboratory for testing.

(17) Whenever there is reason to believe that a particular individual may
alter or substitute the urine specimen to be provided, a second specimen shall
be obtained as soon as possible under the direct observation of a same gender
collection site person.

(18) Alcohol breath tests shall be conducted after the urine specimen has
been collected, and shall be delayed if any source of mouth alcohol or any
other substances are ingested during this period (e.g., eating, smoking, use of
breath fresheners, regurgitation of stomach contents from vomiting or burping).
The collection site person shall ensure that each breath specimen taken comes
from the end, rather than the beginning, of the breath expiration. Two breath
specimens shall be collected from each individual no less than two minutes apart
and no more that 10 minutes apart. The test results shall be considered
accurate if the result of each measurement is within plus or minus ten percent
of the average of the two measurements. If the two tests do not agree, the
breath tests shall be repeated on another evidential-grade breath analysis
machine.

(19) If the alcohol screening breath test indicates that the individual is
positive for a BAC at or above the 0.04 percent cut-off level, the individual
may request a confirmatory blood test, at his or her discretion. All vacuum tube
and needle assemblies used for blood collection shall be factory-sterilized. The
collection site person shall ensure that they remain properly sealed until used.
Antiseptic swabbing of the skin shall be performed with a nonethanol antiseptic.
Sterile procedures shall be followed when drawing blood and transferring the
blood to a storage container; in addition, the container must be sterile and
sealed.

(20) Both the individual being tested and the collection site person shall
keep urine and blood specimens in view at all times prior to their being sealed
and labeled. If a urine specimen is split (as described in Section 2.7(j)) and
if any specimen is transferred to a second container, the collection site
person shall request the individual to observe the splitting of the urine
sample or the transfer of the specimen and the placement of the tamperproof
seal over the container caps and down the sides of the containers.

(21) The collection site person and the individual shall be present at the
same time during procedures outlined in paragraphs (h) through (j) of this
section.

(22) The collection site person shall place securely on each container an
identification label which contains the date, the individual's specimen number,
and any other identification information provided or required by the drug
testing program. If separate from the labels, the tamperproof seals shall also
be applied.
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(23) The individual shall initial the identification labels on the
specimen containers for the purpose of certifying that it is the specimen
collected from him or her.

(i) The individual shall be asked to read and sign a statement in the
permanent record book certifying that the specimens identified as having been
collected from him or her are in fact the specimen he or she provided.

(ii) The individual shall be provided an opportunity to set forth on the
urine custody and control form information concerning medications taken or
administered in the past 30 days.

(24) The collection site person shall enter in the permanent record book
all information identifying the specimens. The collection site person shall
sign the permanent record book next to the identifying information.

(25) A higher level supervisor in the drug testing program shall review
and concur in advance with any decision by a collection site person to obtain a
urine specimen under the direct observation of a same gender collection site
person based on a reason to believe that the individual may alter or substitute
the specimen to be provided.

(26) The collection site person shall complete the chain-of-custody forms
for both the aliquot and the split sample, if collected, and shall certify
proper completion of the collection.

(27) The specimens and chain-of-custody forms are now ready for transfer to
the laboratory or the licensee's testing facility. If the specimens are not
immediately prepared for shipment, they shall be appropriately safeguarded
during temporary storage.

(28) While any part of the above chain-of-custody procedures is being
performed, it is essential that the specimens and custody documents be under
the control of the involved collection site person. The collection site person
shall not leave the collection site in the interval between presentation of the
specimen by the individual and securement of the samples with identifying
labels bearing the individual's specimen identification numbers and seals
initialled by the individual. If the involved collection site person leaves
his or her work station momentarily, the specimens and custody forms shall be
taken with him or her or shall be secured. If the collection site person is
leaving for an extended period of time, the specimens shall be packaged for
transfer to the laboratory before he or she leaves the site.

(h) "Collection Control." To the maximum extent possible, collection site
personnel shall keep the individual's specimen containers within sight both
before and after the individual has urinated or provided a breath or blood
sample. After the specimen is collected and whenever urine specimens are split,
they shall be properly sealed and labeled. A chain-of-custody form shall be
used for maintaining control and accountability of each specimen from the point
of collection to final disposition of the specimen. The date and purpose shall
be documented on the chain-of-custody form each time a specimen is handled or
transferred, and every individual in the chain shall be identified. Every
effort shall be made to minimize the number of persons handling specimens.

(i) "Transportation to Laboratory or Testing Facility." Collection site
personnel shall arrange to transfer the collected specimens to the drug testing
laboratory or licensee testing facility. To transfer specimens off-site for
initial screening and for a second screen and confirmatory analysis of
presumptive positive specimens, the specimens shall be placed in containers
designed to minimize the possibility of damage during shipment (e.g., specimen
boxes or padded mailers) and those containers shall be securely sealed to
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eliminate the possibility of undetected tampering. On the tape sealing the
container, the collection site person shall sign and enter the date specimens
were sealed in the containers for shipment. The collection site personnel
shall ensure that the chain-of-custody documentation is attached to each
container sealed for shipment to the drug testing laboratory.

(j) "Failure to Cooperate." If the individual refuses to cooperate with
the urine collection or breath analysis process (e.g., refusal to provide a
complete specimen, complete paperwork, initial specimen), then the collection
site person shall inform the Medical Review Officer and shall document the
non-cooperation on the specimen custody and control form. The provision of
blood specimens for use to confirm a positive breath test for alcohol shall be
entirely voluntary, at the individual's discretion. In the absence of a
voluntary blood test the positive breath test shall be considered a confirmed
positive.

2.5 HHS-certified Laboratory Personnel.

(a) "Day-to-Day Management of the HHS-certified Laboratories."
(1) The HHS-certified laboratory shall have a qualified individual to

assume professional, organizational, educational, and administrative respon-
sibility for the laboratories' drug testing facilities.

(2) This individual shall have documented scientific qualifications in
analytical forensic toxicology. Minimum qualifications are:

(i) Certification as a laboratory director by the appropriate State in
forensic or clinical laboratory toxicology; or

(ii) A PhD in one of the natural sciences with an adequate undergraduate
and graduate education in biology, chemistry, and pharmacology or toxicology,
or

(iii) Training and experience comparable to a PhD in one of the natural
sciences, such as a medical or scientific degree with additional training and
laboratory/research experience in biology, chemistry, and pharmacology or
toxicology, and

(iv)In addition to the requirements in (i), (ii), and (iii) above,
minimum qualifications also require:

(A) Appropriate experience in analytical forensic toxicology including
experience with the analysis of biological material for drugs of abuse; and

(B) Appropriate training and/or experience in forensic applications of
analytical toxicology, e.g., publications, court testimony, research concerning
analytical toxicology of drugs of abuse, or other factors which qualify the
individual as an expert witness in forensic toxicology.

(3) This individual shall be engaged in and responsible for the day-to-day
management of the testing laboratory even where another individual has overall
responsibility for an entire multispecialty laboratory.

(4) This individual shall be responsible for ensuring that there are
enough personnel with adequate training and experience to supervise and conduct
the work of their testing laboratories. He or she shall assure the continued
competency of laboratory personnel by documenting their inservice training,
reviewing their work performance, and verifying their skills.

(5) This individual shall be responsible for the laboratory's having a
procedure manual which is complete, up-to-date, available for personnel
performing tests, and followed by those personnel. The procedure manual shall
be reviewed, signed, and dated by this responsible individual whenever procedures
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are first placed into use or changed or when a new individual assumes
responsibility for management of the laboratory. Copies of all procedures and
dates on which they are in effect shall be maintained. (Specific contents of
the procedure manual are described in Section 2.7(0) of this appendix).

(6) This individual shall be responsible for maintaining a quality
assurance program to assure the proper performance and reporting of all test
results; for maintaining acceptable analytical performance for all controls
and standards; for maintaining quality control testing; and for assuring and
documenting the validity, reliability, accuracy, precision, and performance
characteristics of each test and test system.

(7) This individual shall be responsible for taking all remedial actions
necessary to maintain satisfactory operation and performance of the laboratory
in response to quality control systems not being within performance speci-

fications, errors in result reporting or in analysis of performance testing
results. This individual shall ensure that sample results are not reported
until all corrective actions have been taken and he or she can assure that the
tests results provided are accurate and reliable.

(b) "Test Validation." The laboratory's urine drug testing facility shall
have a qualified individual(s) who reviews all pertinent data and quality
control results in order to attest to the validity of the laboratory's test
reports. A laboratory may designate more than one person to perform this
function. This individual(s) may be any employee who is qualified to be
responsible for day-to-day management or operation of the drug testing
laboratory.

(c) "Day-to-Day Operations and Supervision of Analysts." The laboratory's
urine drug testing facility shall have an individual to be responsible for
day-to-day operations and to supervise the technical analysts. This indi-
vidual(s) shall have at least a bachelor's degree in the chemical or biological
sciences or medical technology or equivalent. He or she shall have training
and experience in the theory and practice of the procedures used in the
laboratory, resulting in his or her thorough understanding of quality control
practices and procedures; the review, interpretation, and reporting of test
results; maintenance of chain-of-custody; and proper remedial actions to be
taken in response to test systems being out of control limits or detecting
aberrant test or quality control results.

(d) "Other Personnel." Other technicians or nontechnical staff shall
have the necessary training and skills for the tasks assigned.

(e) "Training." The laboratory's testing program shall make available
continuing education programs to meet the needs of laboratory personnel.

(f) "Files." Laboratory personnel files shall include: resume of training
and experience; certification or license, if any; references; job descriptions;
records of performance evaluation and advancement; incident reports; and
results of tests which establish employee competency for the position he or she
holds, such as a test for color blindness, if appropriate.

2.6 Licensee Testing Facility Personnel.

(a) "Day-to-Day Management of Operations." Any licensee testing facility
shall have an individual to be responsible for day-to-day operations and to
supervise the testing technicians. This individual(s) shall have at least a
bachelor's degree in the chemical or biological sciences or medical technology
or equivalent. He or she shall have training and experience in the theory and
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practice of the procedures used in the licensee testing facility, resulting in
his or her thorough understanding of quality control practices and procedures;
the review, interpretation, and reporting of test results; and proper remedial
actions to be taken in response to detecting aberrant test or quality control
results.

(b) "Other Personnel." Other technicians or nontechnical staff shall
have the necessary training and skills for the tasks assigned.

(c) "Files." Licensees' testing facility personnel files shall include:
resume of training and experience; certification or license, if any; references;
job descriptions; records of performance evaluation and advancement;
incident reports; results of tests which establish employee competency for the
position he or she holds, such as a test for color blindness, if appropriate
and appropriate data to support determinations of honesty and integrity
conducted in accordance with Section 2.3 of this appendix.

2.7 Laboratory and Testing Facility Analysis Procedures.

(a) "Security and Chain-of-Custody."
(I) HHS-certified drug testing laboratories and any licensee testing

facility shall be secure at all times. They shall have in place sufficient
security measures to control access to the premises and to ensure that no
unauthorized personnel handle specimens or gain access to the laboratory
processes or to areas where records and split samples are stored. Access to
these secured areas shall be limited to specifically authorized individuals
whose authorization is documented. All authorized visitors and maintenance and
service personnel shall be escorted at all times in the HHS-certified labor-
atory and in the licensee's testing facility. Documentation of individuals
accessing these areas, dates, and times of entry and purpose of entry must be
maintained.

(2) Laboratories shall use chain-of-custody procedures to maintain control
and accountability of specimens from receipt through completion of testing,
reporting of results, during storage, and continuing until final disposition of
specimens. The date and purpose shall be documented on an appropriate
chain-of-custody form each time a specimen is handled or transferred, and every
individual in the chain shall be identified. Accordingly, authorized tech-
nicians shall be responsible for each urine specimen or aliquot in their
possession and shall sign and complete chain-of-custody forms for those
specimens or aliquots as they are received.

(b) "Receiving."
(1) When a shipment of specimens is received, laboratory and licensee's

testing facility personnel shall inspect each package for evidence of possible
tampering and compare information on specimen containers within each package
to the information on the accompanying chain-of-custody forms. Any direct
evidence of tampering or discrepancies in the information on specimen con-
tainers and the licensee's chain-of-custody forms attached to the shipment
shall be reported within 24 hours to the licensee, in the case of HHS-certified
laboratories, and shall be noted on the laboratory's chain-of-custody form
which shall accompany the specimens while they are in the laboratory's
possession. Indications of tampering with specimens at a testing facility
operated by a licensee shall be reported within 8 hours to senior licensee
management.

(2) Specimen containers will normally be retained within the laboratory's
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or testing facility's accession area until all analyses have been completed.
Aliquots and the chain-of-custody forms shall be used by laboratory or testing
facility personnel for conducting initial and confirmatory tests, as appro-
priate.

(c) "Short-Term Refrigerated Storage." Specimens that do not receive an
initial test within 7 days of arrival at the laboratory or are not shipped
within 6 hours from the licensee's testing facility and any retained split
samples shall be placed in secure refrigeration units. Temperatures shall not
exceed 6VC. Emergency power equipment shall be available in case of prolonged
power failure.

(d) "Specimen Processing." Urine specimens identified as presumptive
positive by a licensee's testing facility shall be shipped to an HHS-certified
laboratory for testing. Laboratory facilities for drug testing will normally
process urine specimens by grouping them into batches. The number of specimens
in each batch may vary significantly depending on the size of the laboratory
and its workload. When conducting either initial or confirmatory tests at
either the licensee's testing facility or an HHS-certified laboratory, every
batch shall contain an appropriate number of standards for calibrating the
instrumentation and a minimum of 10 percent controls. Both quality control
and blind performance test samples shall appear as ordinary samples to
laboratory analysts.

(e) "Preliminary Initial Test."
(1) For the analysis of urine specimens, any preliminary test performed

by a licensee's testing facility and the initial screening test performed by a
HHS-certified laboratory shall use an immunoassay which meets the requirements
of the Food and Drug Administration for commercial distribution. The initial
test of breath for alcohol performed at the collection site shall use a breath
analysis technique which meets the requirements of the National Bureau of
Standards. The following initial cut-off levels shall be used when screening
specimens to determine whether they are negative for these eight substances:

Initial test
level (ng/ml)

Marijuana metabolites ............... 100
Cocaine metabolites ................. 300
Opiate metabolites .................. 300*
Phencyclidine ........................ 25
Amphetamines ...................... 1,000
Benzodiazepine metabolite

(Oxazepam) ...................... 50
Barbiturates ........................ 100

Alcohol ................... (1) 0.04% BAC
or (2) BAC to be determined by licensee

In addition, licensee's may specify more stringent cutoff levels. Results

shall be reported for both levels in such cases.

*25 ng/ml is immunoassay specific for free morphine.
C2) These test levels are subject to change by the NRC in response to

industry experience and changes to the HHS Guidelines by the Department of
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Health and Human Services as advances in technology or other considerations
warrant identification of these substances at other concentrations.

(f) "Confirmatory Test."
(1) Specimens which test negative as a result of this second screening

shall be reported as negative to the licensee and will not be subject to any
further testing.

(2) All urine samples identified as positive on the screening test
performed by a HHS-certified laboratory shall be confirmed using gas chromato-
graphy/mass spectrometry (GC/MS) techniques at the cut-off values listed in this
paragraph for each drug, and at the cut-off values required by the licensee's
unique program, where differences exist. All confirmations shall be by quan-
titative analysis. Concentrations which exceed the linear region of the standard
curve shall be documented in the laboratory record as "greater than highest
standard curve value."

Confirmatory test
level (ng/ml)

Marijuana metabolite ................... 15*
Cocaine metabolite .................... 150"*
Opiates:

Morphine ......................... 300
Codeine .......................... 300

Phencyclidine .......................... 25
Amphetamines:

Amphetamine ...................... 500
Methamphetamine .................. 500

Benzodiazepine metabolite .............. 10**
Barbiturates:

Phenobarbital .................... 100
Thiopental.. ............... 100
Pentobarbital .................... 100
Secobarbital ..................... 100
Amobarbital ...................... 100
Aprobarbital ..................... 100
Hexobarbital ..................... 100
Butabarbital ..................... 100

Alcohol ......................... 0.04% BAC
or (2) BAC to be determined by licensee

* Delta-9-tetrahydrocannabinol-g-carboxylic acid.
** Benzoylecgonine.
*** Oxazepam
In addition, licensees may specify more stringent curoff levels. Results shall
be reported for both levels in such cases.

(3) The analytic procedure for confirmatory analysis of blood samples vol-
untarily provided by individuals testing positive for alcohol on a breath test
shall comply with State standards controlling the testing of blood for alcohol
concentrations.

(4) These test levels and the panel of drugs for testing are subject to
change by the NRC in response to licensee experience and changes by the
Department of Health and Human Services as advances in technology or other
considerations warrant identification of these substances at other concentrations.
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(g) "Reporting Results."
(1) The HHS-certified laboratory shall report test results to the

licensee's Medical Review Officer within 5 working days after receipt of the
specimen by the laboratory. Before any test result is reported (the results of
initial tests, confirmatory tests, or quality control data), it shall be
reviewed and the test certified as an accurate report by the responsible
individual at the laboratory. The report shall identify the substances tested
for, whether positive or negative, and the cut-off(s) for each, the specimen
number assigned by the licensee, and the drug testing laboratory specimen
identifi-cation number. The results (positive and negative) for all specimens
submitted at the same time to the laboratory shall be reported back to the
Medical Review Officer at the same time.

(2) The HHS-certified laboratory and any licensee testing facility shall
report as negative all specimens which are negative on the initial test or
negative on the confirmatory test. Only specimens testing positive on the
confirmatory analysis shall be reported positive for a specific substance.
Specimens which test positive during the preliminary testing at the licensee's
testing facility will not be reported to licensee management or to the Medical
Review Officer and will not be forwarded to the HHS-certified laboratory for
further testing, except as a performance check of the licensee's testing
facility's procedures.

(3) The Medical Review Officer may request from the HHS-certified
laboratory, and the laboratory shall provide, quantitation of test results.
The Medical Review Officer may only disclose quantitation of test results to
the licensee for tests if required in an appeals process. Quantitation of
negative tests for urine specimens shall not be disclosed. Alcohol quanti-
tation for a blood specimen shall be provided to the licensee with the Medical
Review Officer's evaluation.

(4) The laboratory may transmit results to the Medical Review Officer by
various electronic means (e.g., teleprinters, facsimile, or computer) in a
manner designed to ensure confidentiality of the information. Results may not
be provided verbally by telephone from HHS-certified laboratory personnel to
the Medical Review Officer. The HHS-certified laboratory must ensure the
security of the data transmission and limit access to any data transmission,
storage and retrieval system.

(5r The laboratory shall send only to the Medical Review Officer a
certified copy of the original chain-of-custody form signed by the individual
responsible for day-to-day management of the drug testing laboratory or the
individual responsible for attesting to the validity of the test reports and
attached to which shall be a copy of the test report.

(6) The HHS-certified laboratory and the licensee's testing facility shall
provide to the licensee official responsible for coordination of the fitness-
for-duty program a monthly statistical summary of urinalysis and blood testing
and shall not include in the summary any personal identifying information.
Initial test data from the licensee's testing facility and the HHS-certified
laboratory, and confirmation data from HHS-certified laboratories shall be
included for test results reported within that month. Normally this summary
shall be forwarded from HHS-certified laboratories by registered or certified
mail and from the licensee's testing facility not more than 14 calendar days
after the end of the month covered by the summary. The summary shall contain
the following information:

(i) Initial Testing:
(A) Number of specimens received;
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(B) Number of specimens reported out;
and

(C) Number of specimens screened
positive for:

Marijuana metabolites
Cocaine metabolites
Opiate metabolites
Phencyclidine
Amphetamines
Benzodiazepine metabolites
Barbiturates
Alcohol
(ii) Confirmatory Testing:
(A) Number of specimens received for confirmation:
(B) Number of specimens confirmed positive for:
Marijuana metabolite
Cocaine metabolite
Morphine, codeine
Phencyclidine
Amphetamine
Methamphetamine
Benzodiazepine metabolites
Barbiturates
Alcohol
(7) The statistics shall be presented for both the cutoff levels in these

guidelines and any more stringent curoff levels which licensees may specify.
The HHS-certified laboratory and the licensee's testing facility shall make
available analytical results for licensee drug testing programs when requested
by the NRC or the licensee for which the laboratory is performing drug testing
services.

(8) Unless otherwise instructed by the licensee in writing, all records
pertaining to a given urine or blood specimen shall be retained by the HHS-
certified drug testing laboratory and the licensee's testing facility for a
minimum of 2 years.

(h) "Long-Term Storage." Long-term frozen storage (-20 0 C or less) ensures
that positive urine specimens will be available for any necessary retest during
administrative or disciplinary proceedings. Unless otherwise authorized in
writing by the licensee, HHS-certified laboratories shall retain and place in
properly secured long-term frozen storage for a minimum of 1 year all specimens
confirmed positive. Within this 1-year period a licensee or the NRC may
request the laboratory to retain the specimen for an additional period of time,
but if no such request is received, the laboratory may discard the specimen
after the end of 1 year, except that the laboratory shall be required to
maintain any specimens under legal challenge for an indefinite period. Any split
samples retained by the licensee shall be transferred into long-term storage
upon determination by the Medical Review Officer that the specimen has a con-
firmed positive test.

"i) uRetesting Specimens." Because some analytes deteriorate or are lost
during freezing and/or storage, quantitation for a retest is not subject to a
specific cut-off requirement but must provide data sufficient to confirm the
presence of the drug or metabolite.

(j) "Split Samples." Urine specimens may be split, at the licensee's
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discretion, into two parts at the collection site. One half of such samples
(hereafter called the aliquot) shall be analyzed by the licensee's testing
facility or the HHS-certified laboratory for the licensee's purposes as des-
cribed in this appendix. The other half of the sample (hereafter called the
split sample) may be withheld from transfer to the laboratory, sealed, and
stored in a secure manner by the licensee until the aliquot has been determined
to be negative or until the positive result of a screening test has been con-
firmed. As soon as the aliquot has tested negative, the split sample in storage
may be destroyed. If the aliquot tests positive by confirmatory testing, then,
at the tested individual's request, the split sample may be forwarded on that
day to another HHS-certified laboratory that did not test the aliquot. The
chain-of-custody and testing procedures to which the split sample is subject,
including cut-off levels, shall be the same as those used to test the initial
aliquot. The results of any second testing process shall be made available to
the Medical Review Officer and to the individual tested.

(k) "Subcontracting." HHS-certified laboratories shall not subcontract
and shall perform all work with their own personnel and equipment unless
otherwise authorized by the licensee. The laboratory must be capable of
performing testing of the seven classes of drugs (marijuana, cocaine, opiates,
phencyclidine, amphetamines, benzodiazephines, and barbiturates) and of whole
breath, and confirmatory GC/MS methods specified in these guidelines.

(1) "Laboratory Facilities."
(1) HHS-certified laboratories shall comply with applicable provisions of

any State licensure requirements.
(2) HHS-certified laboratories shall have the capability, at the same

laboratory premises, of performing initial tests for each drug and drug
metabolite for which service is offered, and for performing confirmatory tests
for alcohol and for each drug and drug metabolite for which service is offered.
Any licensee testing facilities shall have the capability, at the same pre-
mises, of performing initial screening tests for each drug and drug metabolite
for which testing is conducted. Initial breath tests for alcohol may be
performed at the collection site.

(i) "Inspections." The NRC and any licensee utilizing an HHS-certified
laboratory shall reserve the right to inspect the laboratory at any time.
Licensee contracts with HHS-certified laboratories for drug testing and alcohol
confirmatory testing, as well as contracts for collection site services, shall
permit the NRC and the licensee to conduct unannounced inspections. In
addition, prior to the award of a contract, the licensee shall carry out
pre-award inspections and evaluation of the procedural aspects of the labor-
atory's drug testing operation. The NRC shall reserve the right to inspect
a licensee's testing facility at any time.

(n) "Documentation." HHS-certified laboratories and the licensee's testing
facility shall maintain and make available for at least 2 years documentation
of all aspects of the testing process. This 2-year period may be extended upon
written notification by the NRC or by any licensee for which laboratory
services are being provided. The required documentation shall include personnel
files on all individuals authorized to have access to specimens; chain-of-
custody documents; quality assurance/quality control records; procedure
manuals; all test data (including calibration curves and any calculations used
in determining test results); reports; performance records on performance
testing; performance on certification inspections; and hard copies of
computer-generated data. The HHS-certified laboratory and the licensee's
testin9 facility shall be required to maintain documents for any specimen under

139



legal challenge for an indefinite period.
(o) "Additional Requirements for HHS-certified Laboratories and Licensee's

Testing Facilities."
(1) "Procedure manual." Each laboratory and licensee's testing facility

shall have a procedure manual which includes the principles of each test,
preparation of reagents, standards and controls, calibration procedures,
derivation of results, linearity of methods, sensitivity of the methods, cut-
off values, mechanisms for reporting results, controls, criteria for unaccep-
table specimens and results, remedial actions to be taken when the test systems
are outside of acceptable limits, reagents and expiration dates, and refer-
ences. Copies of all procedures and dates on which they are in effect shall be
maintained as part of the manual.

(2) "Standards and controls." HHS-certified laboratory standards shall be
prepared with pure drug standards which are properly labeled as to content and
concentration. The standards shall be labeled with the following dates: when
received; when prepared or opened; when placed in services; and expiration
date.

(3) "Instruments and equipment."
(i) Volumetric pipettes and measuring devices shall be certified for

accuracy or be checked by gravimetric, colorimetric, or other verification
procedure. Automatic pipettes and dilutors shall be checked for accuracy
and reproducibility before being placed in service and checked periodically
thereafter.

(ii) Alcohol breath analysis equipment shall be an evidental-grade breath
alcohol analysis device of a brand and model that conforms to National Highway
Traffic Safety Administration (NHTSA) standards (49 FR 48855) and to any appli-
cable State statutes.

(iii) There shall be written procedures for instrument set-up and normal
operation, a schedule for checking critical operating characteristics for
all instruments, tolerance limits for acceptable function checks, and instruc-
tions for major troubleshooting and repair. Records shall be available on
preventive maintenance.

(4) "Remedial actions." There shall be written procedures for the actions
to be taken when systems are out of acceptable limits or errors are detected.
There shall be documentation that these procedures are followed and that all
necessary corrective actions are taken. There shall also be in place systems to
verify all stages of testing and reporting and documentation that these
procedures are followed.

(5) "Personnel available to testify at proceedings." The licensee's
testing facility and HHS-certified laboratory shall have qualified personnel
available to testify in an administrative or disciplinary proceeding against an
individual when that proceeding is based on positive breath analysis or
urinalysis results reported by the licensee's testing facility or the HHS-
certified laboratory.

2.8 Quality Assurance and Quality Control.

(a) "General." HHS-certified laboratories and the licensee's testing
facility shall have a quality assurance program which encompasses all aspects
of the testing process including but not limited to specimen acquisition, chain-
of-custody, security and reporting results, initial and confirmatory testing,
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and validation of analytical procedures. Quality assurance procedures shall be
designed, implemented, and reviewed to monitor the conduct of each step of the
process of testing for drugs.

(b) "Licensee's Testing Facility Quality Control Requirements for Initial
Tests." Because all positive preliminary tests for drugs are forwarded to an
HHS-certified laboratory for a screening and confirmatory testing when appro-
priate, the 14RC does not require licensees to assess their testing facility's
false positive rates for drugs. To ensure that the rate of false negative
tests is kept to the minimum that the immunoassay technology supports,
licensees shall process blind performance test specimens and submit a sampling
of specimens screened as negative from every test run to the HHS-certified
laboratory. In addition, the manufacturer-required performance tests of the
breath analysis equipment used by the licensee shall be conducted as set forth
in the manufacturer's specifications.

(c) "Laboratory Quality Control Requirements for Initial Tests at HHS-
Certified Laboratories." Each analytical run of specimens to be screened shall
include:

(1) Urine specimens certified to contain no drug;
(2) Urine specimens fortified with known standards; and
(3) Positive controls with the drug br metabolite at or near the threshold

(cut-off).
In addition, with each batch of samples, a sufficient number of standards

shall be included to ensure and document the linearity of the assay method over
tire in the concentration area of the cut-off. After acceptable values are
obtained for the known standards, those values will be used to calculate sample
data. Implementation of procedures to ensure that carryover does not con-
taminate the testing of an individual's specimen shall be documented. A
minimum of 10 percent of all test samples shall be quality control specimens.
Laboratory quality control samples, prepared from spiked urine samples of
determined concentration, shall be included in the run and should appear as
normal samples to laboratory analysts. One percent of each run, with a minimum
of at least one sample, shall be the laboratory's own quality control samples.

(d) "Laboratory Quaiity Control Requirements for Confirmation Tests."
Each analytical run of specimens to be confirmed shall include:

(1) Urine specimens certified to contain no drug;
(2) Urine specimens fortified with known standards; and
(3) Positive controls with the drug or metabolite at or near the threshold

(cutoff).
The linearity and precision of the method shall be periodically documented.

Implementation of procedures to ensure that carryover does not contaminate the
testing of an individual's specimen shall also be documented.

(e) "Licensee Blind Performance Test Procedures."
(1) Licensees shall purchase chemical testing services only from labora-

tories certified by DHHS or a DHHS-recognized certification program in
accordance with the HHS Guidelines. Laboratory participation is encouraged in
other performance testing surveys by which the laboratory's performance is
compared with peers and reference laboratories.

(2) During the initial 90-day period of any new drug testing program, each
licensee shall submit blind performance test specimens to each HHS-certified
laboratory it contracts with in the amount of at least 50 percent of the total
number of samples submitted (up to a maximum of 500 samples) and thereafter a
minimum of 10 percent of all samples (to a maximum of 250) submitted per
quarter.
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(3) Approximately 80 percent of the blind performance test samples shall
be blank (i.e., certified to contain no drug) and the remaining samples shall
be positive for one or more drugs per sample in a distribution such that all
the drugs to be tested are included in approximately equal frequencies of
challenge. The positive samples shall be spiked only with those drugs for
which the licensee is testing.

(4) The licensee shall investigate, or shall refer to DHHS for investi-
gation, any unsatisfactory performance testing result, and based on this
investigation, the laboratory shall take action to correct the cause of the
unsatisfactory performance test result. A record shall be made of the
investigative findings and the corrective action taken by the laboratory, and
that record shall be dated and signed by the individuals responsible for the
day-to-day management and operation of the HHS-certififed laboratory. Then the
licensee shall send the document to the NRC as a report of the unsatisfactory
performance testing incident within 30 days. The NRC shall ensure notification
of the finding to DHHS.

(5) Should a false positive error occur on a blind performance test
specimen and the error is determined to be an administrative error (clerical,
sample mixup, etc.), the licensee shall promptly notify the NRC. The licensees
shall require the laboratory to take corrective action to minimize the
occurrence of the parti-cular error in the future; and, if there is reason to
believe the error could have been systematic, the licensee may also require
review and reanalysis of previously run specimens.

(6) Should a false positive error occur on a blind performance test
specimen and the error is determined to be a technical or methodological error,
the licensee shall instruct the laboratory to submit to them all quality
control data from the batch of specimens which included the false positive
specimen. In addition, the licensee shall require the laboratory to retest all
specimens analyzed positive for that drug or metabolite from the time of final
resolution of the error back to the time of the last satisfactory performance
test cycle. This retesting shall be documented by a statement signed by the
individual responsible for day-to-day management of the laboratory's substance
testing program. The licensee and the NRC may require an on-site review of the
lab-oratory which may be conducted un-announced during any hours of operation
of the laboratory. Based on information provided by the NRC, DHHS has the
option of revoking or suspending the laboratory's certification or recommending
that no further action be taken if the case is one of less serious error in
which corrective action has already been taken, thus reasonably assuring that
the error will not occur again.

2.9 Reporting and Review of Results.

(a) "Medical Review Officer shall review results." An essential part of
the licensees' testing programs is the final review of results. A positive
test result does not automatically identify a nuclear power plant worker as
having used substances in violation of the NRC's regulations or the licensee's
company policies. An individual with a detailed knowledge of possible
alternate medical explanations is essential to the review of results. This
review shall be performed by the Medical Review Officer prior to the trans-
mission of results to licensee management officials.

(b) "Medical Review Officer -- qualifications and responsibilities."
The Medical Review Officer shall be a licensed physician with knowledge of
substance abuse disorders and may be a licensee or contract employee. The role
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of the Medical Review Officer is to review and interpret positive test results
obtained through the licensee's testing program. In carrying out this
responsibility, the Medical Review Officer shall examine alternate medical
explanations for any positive test result. This action could include con-
ducting a medical interview with the individual, review of the individual's
medical history, or review of any other relevant biomedical factors. The
Medical Review Officer shall review all medical records made available by the
tested individual when a confirmed positive test could have resulted from
legally pre-scribed medication. The Medical Review Officer shall not consider
the results of tests that are not obtained or processed in accordance with
these Guidelines, although he or she may consider the results of tests on split
samples in making his or her determination, as long as those split samples have
been stored and tested in accordance with the procedures described in these
Guidelines.

(c) "Positive Test Results." Prior to making a final decision to verify
a positive test result, the Medical Review Officer shall give the individual an
opportunity to discuss the test result with him or her. Following verification
of a positive test result, the Medical Review Officer shall, as provided in the
licensee's policy, notify the applicable employee assistance program and the
licensee's management official empowered to recommend or take administrative
action (or the official's designated agent).

(d) "Verification for opiates; review for prescription medication."
Before the Medical Review Officer verifies a confirmed positive result for
opiates, he or she shall determine that there is clinical evidence--in addition
to the urine test--of unauthorized use of any opium, opiate, or opium deri-
vative (e.g., morphine/codeine). (This requirement does not apply if the
licensee's GC/MS confirmation testing for opiates confirms the presence of
6-monoacetylmorphine.) For other drugs that are commonly prescribed or
commonly included in over-the-counter preparations (e.g., benzodiazepines in
the first case, barbiturates in the second) and that are listed in the
licensee's panel of substances to be tested, the Medical Review Officer shall
also determine that there is clinical evidence--in addition to the urine
test--of unauthorized use of any of these substances or their derivatives.

(e) "Reanalysis authorized." Should any question arise as to the
accuracy or validity of a positive test result, only the Medical Review Officer
is authorized to order a reanalysis of the original sample and such retests are
authorized only at laboratories certified by DHHS. The Medical Review Officer
shall authorize a reanalysis of the original aliquot on timely request of the
individual tested, and shall also authorize an analysis of any sample stored by
the licensee.

(f) "Results consistent with responsible substance use." If the Medical
Review Officer determines that there is a legitimate medical explanation for
the positive test result and that use of the substance identified through
testing in the manner and at the dosage prescribed does not reflect a lack of
reliability and is unlikely to create on-the-job impairment, the Medical Review
Officer shall report the test result to the licensee as negative.

(g) "Result scientifically insufficient." Additionally, the Medical
Review Officer, based on review of inspection reports, quality control data,
multiple samples, and other pertinent results, may determine that the result is
scientifically insufficient for further action and declare the test specimen
negative. In this situation, the Medical Review Officer may request
reanalysis of the original sample before making this decision. (The Medical
Review Officer may request that reanalysis be performed by the same laboratory
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or, that an aliquot of the original specimen be sent for reanalysis to an
alternate laboratory which is certified in accordance with the HHS Guidelines.)
The licensee's testing facility and the HHS-certified laboratory shall assist
in this review process as requested by the Medical Review Officer by making
available the individual(s) responsible for day-to-day management of the
licensee's test facility, of the HHS-certified laboratory or other individuals
who are forensic toxicologists or who have equivalent forensic experience
in urine drug testing, to provide specific consultation as required by the
licensee. The licensee shall maintain records that summarize any negative
findings based on scientific insufficiency and shall make them available to the
NRC on request, but shall not include any personal identifying information in
such reports.
Subpart C - Employee Protection

3.1 Protection of Employee Records

Licensee contracts with HHS certified laboratories and procedures for the
licensee's testing facility shall require that test records be maintained
in confidence, as provided in 10 CFR 26.29. Records shall be maintained and
used with the highest regard for individual privacy.

3.2 Individual Access to Test and Laboratory Certification Results.

Any individual who is the subject of a drug or alcohol test under this
part shall, upon written request, have access to any records relating to his or
her tests and any records relating to the results of any relevant laboratory
certification, review, or revocation-of-certification proceedings.

Subpart D - Certification of Laboratories Engaged in Chemical Testing

4.1 Use of DHHS-certified laboratories.

(a) Licensees subject to this part and their contractors shall use only
laboratories certified under the DHHS "Mandatory Guidelines for Federal Work-
place Drug Testing Programs", Subpart C - "Certification of Laboratories
Engaged in Urine Drug Testing for Federal Agencies," (53 FR 11970, 11986-11989)
dated April 11, 1988, and subsequent amendments thereto for screening and con-
firmatory testing except for initial screening tests at a licensee's testing
facility conducted in accordance with 10 CFR 26.24(d). Information concerning
the current certification status of laboratories is available from: The
Office of Workplace Initiatives, National Institute on Drug Abuse, 5600
Fishers Lane, Rockville, Maryland 20857.

(b) Licensees or their contractors may use only HHS-certified laboratories
that agree to follow the same rigous chemical testing, quality control, and
chain-of-custody procedures when testing for more stringent cutoff levels as
may be specified by licensees for the five classes of drugs identified in the
HHS Guidelines or when testing for benzodiazepines, barbiturates, and for any
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other substances included in licensees' drug panels, and for conducting alcohol
confirmatory tests as are followed when testing for the five classes of drugs
identified in the HHS Guidelines.

Dated at Rockville, MD this day of _ , 1989.

For The Nuclear Regulatory Commission.

Samuel J. Chilk
Secretary of the Commission
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i 26.8 Appeals.
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Aullsor.1%. SrCs t.M.I('. 104 10.e1ndi1,0
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1246. AS amunove, 14: L:. C SMI. 3b4-. #0

For the puroses of Set. ::3. bit SSWt. M5. as
amendoed 14: U.S.C. :-"311 2 ?..fl. 3C.?1.

25.W~ art issued unow r ucs. imt,f and j. 66
&tat. f46. And 9411 at amen~ord 14: U.S.C.
'-*I~b) and 11W II 21.1U0. 2a"I &nd ? alle
*Ss utg UnOC ec. &M o11. ot Sts'. Ms. "s
Amended142 U.S.C. =011oJ1.

A - Guidelines for N~uclear Power
Plant Dru- and Alcohol Testing
Programs
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Gencra! Provisions

126.1 purpose.
This pant pres--ibes req'ui?emezns and

s~azidards for the establishmen:. and-
rns intenance of ce:-ajir. aspects of.
3intnss-for-duty pro~?&ms and

procedures by the i::ensed nucleitrq-.---power

t 26.2 Scope.,

Wa The ega osin ~I-; ;:a' - 2
to licensees autho--;:ed '.ftpefate a
nucaea. paws: rea.-to.. Eacn licensee
shdaf imple~ment a htnes.,-Ior..dut-

pro~zI wi6h comzlaes Wish afl
sec-tions C! this par Tbe provisions a!
the Aiuesuio?-du.-y PrOF.azmus AIS pply
I;- allpersons Franted Unesconied acc-ess
Io protec-ted a-reas. and to lcne r-.,vendor,
cotan-- eta:- personmiel required to

fI~ toa i-lensee5s 2ie~ih iFal -. ýphysically report
Su~ppo.rO Cenier rTS.Z) Or -C . . Cny
Operaticns ?a ciii, 3- ir a.-n~c. ...- EOF)
uiz.n lictnsee eme.-jenry plans an'd
prociedures. The relU~ations in lInis par!

d.no, pl to NRIC Mp ~I IIlyeS or to
low snijo?cemen: p*?-Sor~n20. S£A 0!Z51I or

Eme.en~fire and; medicai response
persvnnes while utchi epn ngon-site

ýreoujr-ements in. Da:s . MU It st
be Oremndb eac= licensee ~ tU o

a~~:ec S i~ te a nuecear Dow
re acto;r no aIa'.er An.n "in s en d ae- t ,s 18 0

aftr ~ii~ie~ o5a~ ru!e. *eeFi.R - the
&ho requirements te imimn iiico the effective date

126.3 Definlton.ar

(b)Certain regulations in this
part *4-Ja apply to licensees
holding permits to construct
a nuclear power plant. Each
construction permit holder,
with a plant under active
construction, shall comply
with the following sections
of this part: 26.10; 26.20;
26.23; 26.24a; 26.70; and
26.73

*%Iic-uoI. meains a portion a.! a
specimnen used fc.- :ersn;.

*Conmssionmeans the Nuclear
Rep:.a-.CrY Commission or. its duly
authno-ec represen;ak tire&.

tCen'-ma icry itst- msams a second
a- k.&Oa. =;..Oe; iv n

Ill

presence ao a speri.ic • or ,-tt.zl i t_ drug, drug metabol i te or alcohol
w'hich is ind.pendent of Ine inius6it -screening
and whjih uses & different technique
&end chemicad principle from that of tik
inlliiisi in ordur to ensurt ruliabilii)" screening
&,nd &cCuricy.
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"Confirmed Positive lest- meams the

~~.~~iPFs4*t atmC m~r~~h
conroimed- the pr-.tlC3

-~ ~ ~ m djff-Cl ~ t e eifff I'-wVe.

- rUult of a confirmatory test that
has established the presence of drugs,
drug metabolities, or alcohol in a

ispecimen above the cut-off level,
and that has been deemed positive
by the Medical Review Officer (MRO)

iafter evaluation.

1@UtO..D8& tive vLaIue Ast for -,_____means

Dli TIC~. I~flI1. fil~0iefl4 WF 01.4-08..

"Contractor" means any company or
individual with which the licensee
has contracted for work/or
service to be performed inside
the protected area boundary,
either by contract~purchase
rder, or verbal agreement.

*Foliow-up Itestini means 6cnemi:31
testinF at unannounced intervals. @i R
a: ci 1cNOW- UP Is reflTCifftOni 0 LMSU?
ti~at hrn empioyee is M.aintaining
abstinenc~e from the Pu'i.mokmp~
kienti abuse ofot~. or alcohol.

674? use 1 me" inGs -Chemeiw

bestd-mipon reasonabete 450-RI)16
".!-on to im paire0d-or mav' -evtvfe
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s.'Ds-mnc incI..dd in Schedule or B- of!

uicgn.~ ac..d ea. -1-7"46=

a :neee-VL b r puzslazt to a

nisniiont-r-the-job-perfo.-tnjoe

T" .drugs"means those
drugs included in Schedule I through
V of the Controlled Substances

Act (CSA), but not when used
pursuant to a valid prescription
or when used as otherwise
authorized by law.

1* "Initial or screening tests"means an immunoassay screen forConsid.ertio-. drugs or drug metabol i tes to

eliminate "negative" urine
specimens from further consider-
ation or a breathalyzer test for,
alcohol. Initial screening may
be performed at the licensee's
testing facility; a second screen
and confirmation testing must be
conducted by a HHS-certified
laboratory.
Medical Review Officer" means a

"Proiected area" has the samne licensed physician responsible
meaning as in I ,=(g) o,. this chapte;. for receiving laboratory results
an area encompassec by physical generated by an:,employer's drug
bar,-e-s and to which access is testing program who has knowledge
controlled. of substance abuse disorders and

"Random tes" means a rystern of administered has appropriate medical training
unannounced d.-.t test:Lni- ( to interpret and evaluate an,
s'atisticaliv randorn man.ne. to a Froup individual's positive test result
so &-a" all persons u-ithin that group together with his or her medical
.ave an eoual proiabihiv a! seiecion. stor and any other relevantSuitable inquiry- mreans'-"iiSfition - best -efor biomedical information,
o" empiovmnen: historv for a .min•i*m•" f
the pas: five yea.- . obtained throu n but in no case less than three years.
eon:azi$ with previous en-ployers to
deteiine if a person was. in the past.
tested positive foar iliirga d.-u s. subiect
Ic a plan !ar treetiing abuse. substance
renoved .r.r.. or made ineii;ibie for
a:-i-ifiev w~n:-n te scope a! 10 C.='R
Pai. 26. o. ienied untscnrted bcces-: at
:?.- r n.m.a:'.: ,Wer plan" O" whor

n



empiownent in asoordance with a
fitnest-.Io.datv policy.

*:&.;A ...... "•9 ..i M ..... F** "Vendor" means any company or
-.--.-. :': "-:u [ "Lfindividual, not under contract to

12.4 Le a licensee, providing services in

Except as specifiually autborized by protected areas.

the Coznmis&jon in writr.m. DO
anterprctaLion of the meanin of the
regulations in this part by any officer or
employee of the Commission other dhan
a written interpretation by the General
Co-nsel wiU be reco.un,.ed to be bindmrg
upu:. the Commissior.-

M26.. Ez.m.ntiorim.The G~ ýMe}'. upon apphic-tio-n -"Commission

of cnry interested pemon or upon its o'n
initiative. grant such exemptions from
the requirements od the repulan•ons in
this part as it determines are authorized
b% law and WI not endanger life or
property or the common defense and
secu-.r, and are otherwise in the public
interes *., 0

I 2&i ka;rnltarn ceot
reouirements.: OMS p'ovaL

The Nuclear .Re.FWto.n-,- Co~ si
has submitted the informatio,- oLe.-'on
reou;-rements contained in tCrhs. c,.-
the 6, Ifce o! Manapement and buide.
(Ok-f[) for approval as reouL-•d by the
Paperwork Reduction Amt of 1960 44
L.S.C. 35M, et se-,.). OMB has approved
the i.rtfo-manon colie:xior. reqw..erw--e.ts
contai.ied in this pa-. uier :con:tro

(b) 7'ne approved infor-ation
collectior. requirements contained in this
pert z"Deer in -I _"z. 2,..
2E.Z22•2. 26.7::. 25:73. and =

L-.-26.24 .
(c) The total burden for these record keeping requirements

is estimated to be 313 hours per site per year. In implementing
the record keeping requirements the affected licensee shall re-
port to the Commission any comments concerning the accuracy of
the estimate and any suggestions for reducing the burden.



"shall" changed to "must" throughout

.e orule (not further indicated herein)Gent:al P~erformance Ob.lec::•v

21.10 General Per.orranct objDct•ves.
T h:n ess-for--d• :, p .-o rra m .,-s , -.• "

(a' F'ovide reasonable assurance that
nuclear power plant personne'.t-tenot
under the in..uen:e of an" substanCe. iTi perform th-eir task sn a
lefc! or iliegaL. or Mren:al], or p'hysically reliable and trustworthy manner and
impaired from any taus&. whih.•. in any
way adverseiy affects their abili'y to
saiely and conpetently pe.-fo.m teir
duties:

(b) P'.cvide reasonable measures for
:he ear"y dv:ection of persons who are
not fi. to .erio.m activities vitin the
scooe Of this part: and

(W} Hivee & gca of achievin; a drug-
free wor,.pii:c end a workpiace free of
the effects oi s• subsitnzes.

Pror-am Elements and Procedures

26.20 Written policy and prceeouveL
E•N•, i;;+cnse subiect to this par." shaU

estublish12n dimpl~jiament ve?3tten policies

and Piocedure, esi"red to rneei the
Fenerkl performanae not,,eciven aend
sr--cific reo cremente 6. thit Dot.. FLch
h'cer.,ee thal' retain:* cti'py e the
current ,Ttitnn policy and p•.-c.du,,t as
& ir.ord until the Commrstion
t.lc."mv:.ne. ea:h hl-nse for which the
poi.•, and prce-da.-t, we1r o.vevlo,-d
and. i. any portion •! Lhe polices anc
pVocecures are svpe.seded. retain the
superseded nateroal for three years alter
each chenpe. As a minur,.. %?1-i1en
Policiet aatd p"mcetc--et shal1 ae-4ess
fitness for du-% t'r.-L&; the followinp:

(a) An Overall des--ripiion of licernee
policy Or. fr-est for du-%.. "he phl.•. use'' _....- %.. i
shall acdress . e, -I•evldwp, abuse of
Iegal xps Ie.t.p. alcohn., pres.-ption
and o0ve:-Lhe-cou.nrtey .- s .-- i

PQICý,obll dv tm 00e !Sells •

l.he eu._ ] aT eFt• i f- o --. 4ql--- s-c.: :s
Aar-~ ;;666 libli---In

Written Ppoiy" doc=a'enlje SWralbein As a minimum, the written policy shall prohibit
s,.fdied:d•eti tb prie r eio On e.ie. *the consumption of alcohol (1) within a specified
indiuais wit i=Io.-atiol 0• w-: ii time period preceding any scheduled working tour,
e€,neczed fa them. and wh'at and (;Z) during the period of any working tour.
conse-quencem rzey res-f-=lc .
adhere-_.e to tbe pOA;y..
Licensee policy should also address other factors
that could affect fitness for duty such as mental
stress, fatigue and illness.
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fb; A des.iptioz V! P'.o&-._-* wlh~eb
are avi~aLbie :: ;we-wrSnnte 6esin
astais:&:.:e ir. daz!rq withL CýZlr o.:ohr~ alcohol,
p-.obieni thal: zould advet.-eivy aihe

P~C~e o T-.aneC;&-..is pUar

joF~~wstc bt trtilize irn tetand alcohol ,

-prtoz e:;.th e etpzozyet and tfr

quaiuy controls used to ensur-e Lb.~ Ite.

(di A. dern;"o - o! i=tnmeciaie uand
!oliow-on ac-tons whizý wjjs be tak m.
an: the proced.-res :.c be u-fflized. in
L-nose cam-s whriee c oe ,vendors,

Canzaz~.- assi~iet to outies, vrithir, thle
sOope o! this can ate 6eie-rnivne to
have beer. invoive- in thoe uft. sam. or
possession 0!iliera~dus

1 2C.-I Polievcy wctan and
aw&.?rleu trarnm;

4'~ pe-sons a~sipne: to a:?ivnies
wit~i 'the sop .ofC 0ftiis Pan Sh~all be

*encure ;hey uo~ i
*(!,1ai:esee: Doiz.- and proczedues.

to =inerner.: the p~:
h 7e ie.-sonz'. anz Vubli: healhh and ra-ndmisuse of

s~ty ~~tdassociz;ed-wit.-abusec 5_Jajlcohol;

,-2 '!'e 014e 1 o prescription. and Ove!?. o job perform-
:~ .o~:!~.uiis a-.- E odi~ a-jnee and

C? B.Jz.' Rev:iew~S 0n: "--1~z o chemi calI

(5) %Vhit is expected o! their aind
v*+i-1 consequences i) resul fromI ltack
o! iidncrencte to the rolicy.

(L4 lni:j!tir~ nsn~n mus, be cornpiletd
* Prior to assl;rnen.to 10 iite w~'I'Stithinl

Ole &rope 0. this Par;. Refresher trainin: ; Ecomnl1
MUSt Ile compictCd Dnr. &44HMV* i. Ianm inl1
ur mure freocuently where the need s fmc~nth frequency
indlcated. A record c,! the trziflifl sh!li
Ile retained I=: a period of at least three
ye isi.

or to have consumed alcohol
during the mandatory pre-work
abstinance period, while on
duty, or to excess prior to
reporting to duty as-demonstrated
with a test that can be used to
determine blood alcohol concen-
tration.

(e) A procedure that will
ensure that persons called in
to perform an unscheduled
working tour are fit to perform
the task assigned. As a
minimum, this procedure shall--

(1) require a statement to
be made by a called-in person
as to whether he or she has
consumed alcohol within the
length of time Stated in the
pre-duty abstinance policy;

(2) if alcohoT has been con-
sumed within this period
require a determination of fitness
for duty by breath analysis or
other means- AA,,o

(3) requilre the establishment
of controls and conditions under
which a person who has been
called-in can perform work if
necessary, although alcohol
has been consumed.

(f) The Commission may at AY
time review the licensee's
written policy and procedures
to assure that they meet the
performance objectives of this
Part.

-7-



S2C.:2 Training of aupervisors and
@5SCOtti.

(a•) managers-and supe"vi.'0s of
activities within the scope of thili part
shall be provided asproprisle training to
e.nsure they unders:ano-

T 7heir role end responsibilities in"
implementfing the progtaen.:

(-" The roles and responsibilities or
others. such as the personnel. mediza;.
and Emnpoyee Assislan:e Program
(LAP', starsj:

(31 Tse:.niques -or e:o~ni-:in` drups
knw indications a! the use. sait. or
possession o0. drn.s:

(4) Behaviora! obse.•'atior. tecL-niques
for dete:t•U'% deradatjon In
p:),,.. .... i ri.. ent. or changes in
employee behavicr (fsi-ca*-a
eZsec-. theC be---O..f&"; .bser

(3• koce:u~es for initiatL'i
pc-; ale cor.-:tive a:tic.-., t in•iude

reie-r.a.*- e*u se+H~t-er to the EAP.

W,.f r -eer.V er •,), .--"

(b) Persons assigned to es:ort duties in techniques for recognizing drugs and
shall be provided ep-,OP.iete t-ain -& indications of the use, sale, or possession of

ney6rin.o.-s~a, e-na4,e drugs, techniques for recognizing aberrant

: .nina tr-ain-ing rus' be cornped-" behavior, and the procedures for reporting
prior t- assi t or dub ietei problems to supervisory or security personnel.pror acssi;--en'. oý duties with.i:- the +
s:ote c! O'his pan and withir 3 months or
in-:fl,; supe.riso.'y* ass:gnme•t, eas
ap.lz:abie. Re.rese." training must be a nominal 12 month frequency
co~piete-. oa,.
!re.uently where the need is indicated
A re::,: a: the uraining shall be retainer.
lcr a Perio: o0 a: ieas: years. (a)

/2.I•M Cont.'=o*, , _ and Vendors.
L-7 coA." a ci e , and vendor
c:t:vities withir the scope •! this paro
for a licensee mus: be suboei: to eit.he:
1hc ic:ensee s progra= re.i::.; to f.;%ness

'-- d--v.cr t a crmally
reviewed: and approved by the licensee.- requirements
wnhich :eets the -a .... I., pi.-
\O'riTler. ajreerments beiween licensees
Sn" c*.... eto.•o, atihvie, whitr.• Ie--or vendors
sco=e of this part shafl be retained Ior
:he life o0 the ntra:: and w;1! :cIa.-}",,
show t.a! - (1

• rie :o..-.'r'a:tc.Isrj b - or vendor
on.*...:.tC.se Zo. .~e~ n tio Ine., • adhering



licensee&s firmcss-for-dyl)' popicy, orrnalmligmnmE and &d• to an-------adhering

eliec:tive .isnels.foryduy program w'hich
meets the sta•dards v! this pir% ,nd (2)

SPc<rsonnet havinf been denied
acccs% or removed from nu:lea: i•klei within the scope of ihis Part
aclivitie; -Inny nuclear power plant for
violtions of fitness.for.dutV policy will
no: be bssi;ned to coatte work*-- within the scope of this Part
without the knowledge and consent of
thelicensee. () Each licensee subject to this Part

2C.24 Memical lsUnp." shall assure that contractors whose own

Ia) To p•'vide a means to deler and fitness-for-duty programs are relied on
deteCeCt•Os a use,.Me licensee shall by the licensee adhere to an effective
imp)lement tie followinp chemical program, which meets the requirements
testirig programs for persons subie=t to of this Part, and shall conduct audits
this p.-ti- ant to § 26.80 for this purpose.

(1) Testing im-_ •16.:. ._ the - within 60 days
initial prantinE of unescorted access to prior to
protected areas or assignment to
activities within the scope o! thi pa."t. •bstance

(2) Unannounced tests imposed in a
random manne:. The tests must be
ad.ninistered so that a person
eornpletinp a test is i.rmediately elipibIe
for.anotherunannounced tes. -.. As a minimum, tests must be administered

Mi- Alternative A: The tesu rnust Ie on a nominal weekly frequency.
conducted in a rnatone- that assures that
at least 90 percent of the individuals
,i:in •the scope of the rule are tested
eaxz yea:. tha: tesngn is pe.-fo.-ed
ILhrughout the year and the:. testing
rates ior individuals &lready tested with
negatie results no: be iowe: than 30
perzen. .p yea.- -'zi per."ent per mon'h)
'or t•t reanainder o; *e testi-. year.

fti) Alter-native B: The tes's .. us: be
ar.nin.iste'red th'roughout te year at an
annual rate equivaient tc 3W0 per-ent of
lht'e.Dooulation subievt to sun.h testz;.

-9-
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(iii) Alternative C: Each
worker shall be randomly
assigned a day during the next
365 days on which ta be tested,
and then shall be randomly re-
assigned to a day in the follow-
ing 365-day period.

(iv) Alternative 0: Each
worker shall be subjected to an
unannounced test on an individual
rather than work unit basis
once durina the year. In
addition, random testing at a
rate of 50% shall be used during
the year to assure ongoing-
deterrence.

Iv) Alternative E: Random
testing shall be conducted at
a rate equal to at least 100%
of the workforce.

,%T,'`,estU.4 io:-use.i.L- i eGml 4--as soon as
foliowins any observ'e behavic. Lpossible
indi~zatij possible &bust: after
*--;)censU ivoivOr.r a lafize in ,substance
individual pe-lo.ance resulung in
perscnal inju.'. in a radiation exposure
or release c! rzdioaztivi:y in excess o:
reIT•aio.-z'riits, o: atual orpotental F~f there is a reasonable suspicion
substan.ia! .eg:adatio.•C! the .eve., worker's behavior contributed to this$ae..y C, e p,• .r, B.1!eS . n2
credib.e iWo•.aio&. La: an individual or alcohol.
is abuosing d w o an unannounced
(4) oo - substances covered ud this pa

bas~s ic ve.ily conLnued absention under this part.

(b) 7estin; for ~r a&ir:-aiheus and alcoholiO.,iznu=_ wnoc ten thel*M rnhnlI

Gie!_-.e ..r-e o ;reeS--• J . Guidelines for Nuclear P
4- • Drug and Alcohol Testing Programs,"

A. 0 ol=D.Ab~stMetaie!t the Nuclear Regulatory Commission a
Ain';.. ae - :tt ýp.e-f. mI4 "fi.n Appendix A to this rule.

the b D

ht.re~ria~te: reftrred -i; as the34W 4--- NRC

that the
e accident;

ower Plant
issued by

nd appearing



discretion. mioy implement programs
with more stringnt standards (e.g..
lower cutoff le,.ev•_.lan.@emene , broader panel of drugs
actions wiih respect to persons who fail
a more snngeni standard. ut do not
test positive uinder th c w4fCuideline-s--NRC
incurporbted in this rule. viei-dfi-lp-be,.ibcdr o,. ,t; ......s *- shall be consistent with the requirement of•--:-- -::-: ::" .. .... _ -- , . this rule.

Ic) Licensees shall test for all tsrue
r- OF el. a.:: Rp m.at described in eight substances

parmpraph :.,(a) (i) and 12) of the 4H-S ..... NRr

consult with local Is
authorities and drug
to determine whethe
being used in the pec
the facility and the I
...... r .mnar "pri-.

w tetforcement Where appropriate, other
counseling services may. substances so identified may.-be

er other adrei^ added to the panel of substances
orpphicaJlocale of 'fsubstances with for. testing.
ocal work-force. abuse potential

..... rr r-- -T --

i'?.-. bei.• g .e.e.. Conse,-ative cutoff
limits must be esitblished by the
licensee for these i.dts. q substances

fd) Licensees may' conouc,
Wtests of an aliquot prior to initial
fo•warding selecte sMecinens to a 1 ..screening

to, ..' I certified by
ser)6. provided the licensee's staf& the Department
possesses the necessary ~aici.in and of Health and
skills, iot the %asks assigned. LeiCr Human Services,
qua!iflcations are do:u..ented. and
adequate quality controls are
implemented. Qualtt' L.
proce.ures fo.es •initial screening
Lnclude the processing of blind
perIo.rnn test specimens and the
submission to the ,T la5o-ra toi." - HH S-certi fied
a sampiing of specimens initialiy tested
as negative. 4

Access to the results of
preliminary tests shall be
limited to the licensee's
testing staff, the Medical Review
Officer, and the FFD Program
Manager.
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Cie)_ The Medical Review Officer's review of the
test results must be completed and licensee

(fmanagement notified within 10 days of the

i.Q.(-u.'_c€onu ols and procedues (f i~nitial presumptive positive screening test.

1or o. jaboratories stal be -- HHS-certified
consistent with the I,-F-oLQs

"Certifcation of Laboratories En,•aed 's Department of
in Urine D Teatin torFe -- Health and
inr. ies. t.e-fuldeine_-40[Human Services

-c•:-.!]:be.- .i-.- re'--,'-_-; -th i ' -i • (53FR11970, 11986-11981r, dated April 11, 1988).

vv:ashin#igz-.. D =.u.,55.--" .+; wai oe

G.M liS-ato-as.-ies snaocuo.- - HHS-certi fied
inhIiu2 screening tests Wo-4emar; ety and shall perform confirmation
tw orn&- specimnens forwarded fo! tests on all specimens that are
testinr Licensees s-n . -subi bWind screened as presumptive positive
perfomance lest specimens to Gnv" __ HHS-certi fled
laboratories in accof ance with
G-io:lan•e""--'_-_t__he__i__ *--_NRC (g) Tests for alcohol shallGuidelines.< ,e . .•..^•. . . . .. . .• _

---- kAppendix A)

z

De amninisterea oy a breath
analysis. A breath alcohol
content indicating a blood
alcohol concentration of 0.04%
shall be a positive test result.
Any alcohol concentration below
this level shall also be evaluated
to determine whether the licensee'
policy on alcohol .has been violate.

if - confirmatory te•.:i
dcn-f."ed by the p.r..n being
LcMtczI, tha g nfhrato,' t.r-

&nly'i- of blood.
-- OR--

(g) Tests for alcohol shall
be administered by a breath
analysis, with artyalcohol
concentration evaluated to
determine whether the licensee's

-policy on alcoholu has be
violated. If a confirmatory

itest is reauested by the p'erson
being tested, the con irmatory
tes"Rshall be a gas chromatography
analysis of blood.

may be done with another breath measurement
instrument that meets evidential standards
described in Section 2.7(0)(3) of Appendix A.
Should the person demand further confirmation,
the test

5P ':ca cm~loyee Assistance Programs
(F.AJ).

'ach, licensee subje:c to this par% shall
maintain an Em pioyee Assistance
ProF-oam to strengthen f..-ess-for-ct,
programs b ay offennF assessmen. sino,-
ierm co0nselin;. rele.r!a se.'ices. an,"
tICa:men; mon•inon-• to employees with
probierns tha: coiuid adve-seiv a.•f'e=1 the
pero.rmance o4 activities withr.n, the

4
16.24a "Construction Site Program
Construction permit licensees
shall implement a chemical test-
ing program, including random
tests, and shall make provisions
for employee assistance programs,
appeal procedures, the protection
of information, and recordkeeping._,

.- imposition of sanctions,



scope of this pOrt. rAPs should be
designed to achieve earl% intervention

• and provide for confidential assisuonrc __ .
Uept- ;wic safety-e ccidr1aetins

m* fi)EAJ1 staff shall inform
licensee manapenient when a
determination has been made that i•-. -

-eel f ,-S. ."h.ih i nindividual's cundition
constitutes a hazard to h:mself or hersulf
or others4 (including those who have self-referr-W)

J 2C.27 Management actions and
sanctions to be Imposed.

(b) Prior to the initi.al ;rantinp of
unescorted access to a proiecwcd area or
the assignment to activitics within the
scope of this part to any" person. the
licensee shall obtain a written statement
from the individual as to whether
activities within the scope of this part
were ever denied th,. individual aoadlo-. The licensee
shall complete a suitabie inquiro-"-, on a best-efforts basis
determine if that person was. in the
past. tested positive foriera- drug; or use of alcohol which resulted in on-duty
subiec: to a plan for treatint • •s impairment,
Or removed from activities withint .. e

or emve fom ordeieduecr substancescope of this part. or denied.unesI Med
access at any other nuclear power plant '--(except for sel f-referral for treatment.).
in. acco-dance with a fitness-for.-dutv
policy. L such a record is es:ablished.
the new assipnment to activities within
the scope of this part or Franting of
unescoried access must be based upon a
managerrient and medical deter,-ination
of fitness for duty and the establishment
c.' at. apprcpriate foliow-up testing
progra--. provided the restrictio OM
paragaph Mb) c! this section .obse.ve. are
To meet this requ:.errent. the identi:.*" of
persons denied unescorted access or
removed under the provisions of this
;a:-: and the circu-s:ances for such
denial or removal inciuding test results.
will be r.ade availabie in respons e1 to a licensee's, contractor's, or vendor's
)A R W inquiry supported by a signed release form
GOP Wa G; OF,40-r- noe-44-ftep{-4 |from the individual.
pa-4. Failure to lis. as -p*esu
empi oy a " " reasons for removal or sufficient
revccation c! unes:oried access shall b
cause *o- den:al of unecorted access. 4- The temporary access provision in Section 6.4

{b; E.ach licensee subject to th:s pa-t of the "Industry Guidelines for Nuclear Power
shall as a minimurn. take the iollowing Plant Access Authorization Programs" shall be
actions. Nothinl herein shall prohibit applicable to this part with the added provision
the licensee from taking more stringent that the prospective worker must pass a chemical
a tion.-, test conducted according to the requirements of

Section 26.2 4 (6oQ).



F(1) Impaired workers, or those whose
fitness may be questionable, shall be removed

Lacking anyothere-.7id-nce -o7(2) from activities within the scope of this Part,
and may be returned only after determined tonoacale the u:se.'sale. oe possession o. be fit to safely and competently perform

fi:;ea! dr.gs onsitl. a confir.med positve activities within the scope of this Part.
test result shall be presumed to be an
indication. of cf!fsite drug use. The firsst
con•fimed positive test SUa,. As a
minimum., resulh in immediate removal
from activities within the scope of t.is
part for a' least 14 days and refer'.al to
the ZAP for assessment and counseling
during any suspensionr pe-iod. Plans ic:
treatmen'o folaow-ur. and fuure- (no comma)
employmen ,sha] be eveloped. anC
any rehabili:ation progrum deemed

appropriate must be initiated as
approrre:te. during such suspension
period. %aisfdctury m&raprment and
medical astsr&:.c(' o! the indit idual's
fitness to adeuuattly perform activiteis
wsthin the scope o! this part. s..,]! be
obtained becore pt.mit•tng tOne
*hdividual to be returned to these
activities. Any subsequent confirmed
positive test shill result in removal from
unescorted access to prnir.ted areas
and activities within the scope of this
part for a minimum of :hrec ye:.rs from
the date of removal.

,% Any individual deterrnined to havt
been involved in the saie. use. or
possesboun of illepal drups wh-le within
a protected area of any nucjedr power
pldnt shall be removed from activities
within the scope of this Part. The
individual may not be graned
unescorted access to protected areas or
assigned to activities within the scope of
this part for a minimum of &five years
from the date of removal. (4)

0)_FPersons removed Wor-peFois -o (4
three years or more under the provisions (b)(2) and (3) of this section
of iheabove paragraphs4for the illeal"
sale. use or possession of drugs and who
would have been removed under the
current s:andar-ds of a hiring licensee.
may be pranted unescoried access and
essignedo duties within the scope of this
par: by a licensee subject to this Part
only when the hiring licensee receives
satisfact•o" medical assurance that the
person has abszaine2 from drugs for at
lease three year. Satisfacto-y
management and medio.a assurance of
the individual's fitness to edequute!y.
pe:ror.m, activities within the scope of
this part shall be obm:aned before
per:nit;.ng the individual to pec.-n
act:,ities withir the scope of this paro_

-13-



Any person oranted unescorted access
cr whose access is reinstated under mdnth for four months and at least once every
Ihese provisions. shal] be .iven three months for the next two years and
una.nounced foliow-up tests a: eas - eight months after unescorted access is
once eve.-" tee-e,01o416-14 * 9 reinstated

abstinence from d* s. Any confirned proscribed substanceg.
use of drugs through this process cr any
o:ter determination o! subsequent
invollve.mnent in the sale. use or
possession of ilielal d sn~l] resut ;n substances
perrranent denial of unesccr:ed access.
"'J i' elusaJ Wo provioe a speci-nez -or
testin, ann. resignation ;.ro.- to rernova.
for violation of compan..P , onicy fitness-for-duty
concerning dr.gs shal! be recorded as
rumnovl io- cause. Su:h recor-: shall be removals
retained fcr "he purpose on ,eeting the
requirements of I 2E.-.7'().

Id) U! a license has reason.ab-e behie!
that an NRC employee rna- be unde; :he
inrience of an- subs:anze. cr c:•he.w.se

1.1j. fo? du%.. the license-e =.-.. not deny
a:c.e:. bu: nma" esccr: :ne "": " In "

(51 Paragraph (b)(2),
(3), and (4) of this section
do not apply to alcohol,
valid prescriptions, or over-
the counter drugs. Licensee
sanctions for confirmed iis-

-use of alcohol, valid pre-
scriptions and over-the-
counter drugs as determined -
by the Mediel Review Officer
shall be sufficient to deter
abuse of legally obtainable
substances as a substitute
for abuse of proscribed

mrw inson ce ul tihs occuireLnce. the!
A4pro ' rnate Replona! Adminict:,jtcir
shall1 be notified irinmed.uiel)v b%
tcle:phine. Durinp other thdr. nc'vnial
work * in h ours. t.c ,.'RC Opera:inns
Cent:er shall lie no::!ied.

drugs.

licensee and contractorE 26. applieeA and each contractor implementing a fitness-
ea L•, cIih licensee sjcr: to his n~ r h for-•• for-duty program under the provisions of

establish a procedure fo: eniploy ees *.ft. scin2.3
'at-~r~:rdorenrl'0F4:I 1o MjppPal

4i"951 foe -. iY •:. .. ..... t ..;he results of an alcohol or drug test.
•. ...uI. l.aq t- p •_ _ -- '

ind..i... .l. .ivr•.,,A The prucedure [nd may be an impartial manag-nent review.
rinus: provide notice nd in op -rtunit.
to.srupund and 6e :e :.e-l'm •_ .... A licensee review pro-
.............. PF ...... e; d ...... . a cedur6 need not be provided to employeesl'-.-- : .;•.p . '.abiL. .a;zr; of contractors when the contractor is

- , in- RAo")t:-.
___._a;_ft._ft___"_WVa administering his own alcohol and drug

be anSti ' whc the3~i:c testing.

,ir pj pL t1LA " W4M G -cnthc iT.
I." _. 41_p



1 2.29 Protection of Inlormatjon.

(a) Each licensee subiec: to this pan".
who co,,e:ts persona, ino.rmatioo or. an . individual

Mt e ;.pose o complying
with, ths part. shal es:ablish and
nin tairn a systcir o! .;es and
pro-edr:es 1o0 the prote:tion o! the This

.CIson. ainfc =. aion. 54U's e.,em, s•,•r.
be main:ained until the o-mrnission.
ter•-inates eac*h license o: w:hich, dte
system was dev-ec

seal. not dis s Licensees and contra
pan'sonae; Inform•ation €oliected and

main:rined to pe.sons ohe: than
assisned iedai review - oher officers
licens-e-'ee itima:e]Y seei•' or their authorized
info:'mair. its reouired by this DZ." [10
empk.oyeeW cecisions end who .a'e unescorted access
obtained a reiease from current or
prospe:tive employees or con:ractor
perscnne!. NRC representatives.
appropriate law enforcemenrt o.ficials, under court order,
the subject indvidual or his or he.
re.:esen; ative. or to those iicensee
Pe*oa who have a need to heve ••-representatives

access to the in.-Fo..mation in periorming 'cluding audits 0
assi;ned du:ies. -n

ictors

representatives

if licensee*nn r~rm•, tO

Inspections. Reco~rds and teports

1 26.70 Insoections.
1a) Sch. Licensee, subiec:. to this pan¶

S.1141 perml: duly Raj.1cr:_.eC
represen:a%*ves o! the Comminig to

and personne! as May rne necessarv toaccomrplhs~h the purposes ohf :his part.
0,1 Wnnten arreenients between

IiLcensees anc lr~e:r, con*._M::crS V,
ciearrv show tn:the-

~I.,&jCcse. is respo-s.--e -o !-w
20? for :~n an cl~e ;.e

and cou'ii. v, V --

persons deciding matters on
review or appeal, and to
other persons pursuant to
court order. This section
does not authorize the
licensee to withhold evidence
of criminal conduct from law
enforcement officials.

,and vendors

)py, or take away copies of

inspect its

-15-



Duly authorized representatives of
the Commission

ihtness.for-d•uiv pmg..,. in accordance F
with this part: a.-6

{2I-•m ry %..:ect. €o•'. o rul
(2) mei- mv in3:%eCt.I..y 9 P s~

&wav copies of any k • licensee,
Contractoftocumenits. rucorus, Inc or vendor
reports related to implemrnialion of the
licenbec',P606" hiL.s's-Iot-duty N, contractor's, or vendor's
program under the scope of the
contracted activities.

g 21.71 Secordkeeeping r.e@uirments.
.Each licensee subject to this pwrt

shal;- •
ia). Retain records of inq-::irit~s

conducted in accordance with I .. }
that result in the F-anting of uncscoried
access to protected areas. until ,f ive
years following terrainatinn of .such
access authori:ations:

(b) Retain records of confi.-med
positive test results which are concurred
in by the Medical Review Office%. and rel ated
the • pron]actions to., a

period o01 at lees: ..•ear.: ani -ive
(c) Retain records o! persons made

ineliSible fo. three years o: longer for
assignment to activities within the scope
of this pa.r u.-nder the provisions of2E:.Z7(b]* ý:{; •-: •e ,.2)(3)(4)

Cc-.: nssjc- terminates e-& license
U•ner whi:.h Lhe re:ords were created.
• (d] Co!iec: and com.pile finess-for-

dyu:" proram per.o.,ance data-a4a-
des ibe irm:' S co. === The
da•:a sha]•, be anal:.yed and appropriate
ac:ions taken to cc-•ro •
weaknesses. Su:h da:a and anal:.sis
sha',l be re:ained io. three years etd-
-,-•..S.Whft..l !or in.ipe;uun .-

-16-
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1 :M.73 Reportin; reauI-eren%&a
(A)' Sa~h i.ensee subjec: to this

par% shall inic.-n- the Commnission o.'
si$?liic-af: fitness-ifor-duty events
inziudin;:

WI Sait. use. or poistssion, 0o, fiesal
C.-Uls wi*fl;.n the ar~c~ea vet nc.

(1)

~e j~g~pi~iflf Inc i!k;cI cn:.
_________ .4L•

a 044e S.

Saijc eM nade to
the NnC Vpcatcs Cenier Wy
16ephone wjihin: hoe.s of the
diScov~er o: tne even-4

( ~ ~ ~ I. Iri tr I. - ý : 1t a

2)Any acts by any person licensed
under 10 CFR Part 55 to operate
a power reactor or by any super-
visory personnel assigned to perform
duties within the scope of this
part', (i) involving the sale,
use, or possession of a controlled
substance,(ii) resulting in
et confirmed positive tests on
such persons, (iii) involving
use of alcohol within the pro-
tected area, or*(iv) determination o0
unfitness 'for scheduledwork due to
the consumption of alcohol.

f

L
L-(b)

rby the licensee.



-hal - s ubnit one Copy so the.
appr;1rpni; r r... noplii •; ...;asc.

Pbb•.F •f;, i ,-i,,C.s -c)/
(• otn~ qs (o) d ut,"events sha ll be

reported under this sectirn rathei than/

.reported under the provisions of 173.1. /
OA uli i -

(d) By (4nsert date 180 days after effective
date of rule), each licensee shall certify
to the NRC that its fitness-for-duty
program is implemented. The certification
shall describe any licensee cut-off levels
more stringent than those imposed by
4i.J

£21.50 Audits. L,,1.1 rOr-L.
(A) Each licensee subijct to this part audit

shall u•.the imncssT-or-dnty program
to be --- n -- 161 ppg 0cr ey ;ar,*. nominally every 12
mnnths. In addati.ur audits shall Le
conducic~d. w le..s ever y%•..- nominally every 12
innnths. of those portions of fimcss.for.
duty prolrams implemented by
contractors. Licensees may accept
audits nf contractors conducted by other
licensees and noted not re.audii the same
contractor for the same reriod or time.'A. - Each sharing utility
copy of the audit report. to include
findings. recommendatanrs and actions
comrrctwe. a -. •,I..J , t
eoh &ýafin"iliti; and. made a..ilable
on :1 for NRC inspection. Licensees
retain responsibility for the
e!!eativeness o! co_:ractor programs
e.-. ''....eme.at, a;P.opriate
co."e:tive action.

(b) Audits shall focus or. the
effectiveness of the program and be
condtacted by individuals qualified in
the subject(s) being auditCd. and fitness-for-duty
independent o! bo•.6rF.-vm
management and personnel directly
responsible for imple"entaLion of the
fimess-fo:-duuy program.

(c) 'The result of the audit, along with
recommendstions. i! any. shclI be
documented and reported to senior
co.porate and site manage.nenL "The
resolution of the audit findings and
corrective actions shall be documented.
These documents shl-al be retained for
three yea.r and' ',-- e-"-allh" fr-- F 1-

*-*-*.. "NIor e - ,4 ,-

must maintain a

licensee audits

of HHS-certified laboratories as described
in Appendix A.

-18-



Enforcement

5 26.90 Violations.
(a) An. injunction or o-t"r court order

may be obtained to p-ohkibi: a violetiun
oa any provision of-

(1) The Atomic EneT.y Act of 2054. as
amended:

(2) Titie U of the Ener.y
Reor-aniuation Act or I•274: or

(3) Any regulation or orde; issued
under these Acts.

(b) A court order ma..y 1'e obtnined for
,he payment of a civil penulty imposed
unde:o se:tion 234 of the Atomic Energy
Act o! 2954. for violations of-

(1) Se.tior .93. 57. CZ. 61. 81. . 101.
20.101204. IM7 or 209 of the Ace-

(2) Section 206 of the Ene,'10Y
Reorganization A:: of' :74:

(3) Any rule. reLrulation. or order
issued under these sections. tinder.

4A6,,.. etl'. ik e Ae-*

(4) Any term. condition, or limitutiun
ol any license issued under these
sectinns: or

(5) Any provisions for which a license
nay be revoked tndcr section I28 of the
Atnmic Energy Act of 1954.

(c) Any person who willfully violates
any provision of the Atomic Energy Act
of M94. as amended. or any reqal'tion
or order issued under the requirements
of the Act. include repulations under this
part. may be guiliy of &'crime and. upon
conviciiun. mcy be punished by fine or
imprisonment or both. as provided by

Da•ed at Rorkville. Marylam,.. this 2Sth day
of September. i96a.
ror the Nucleor Regulatory Commission.
Samuel 1. CMilk.
Secivol" 0/ the Commissior..

-19-



Enclosure 5

NRC Guidelines (Comparative Text)



MANDATORY GUIDEUNIS FOR

F'EDMRAL WORKPLACE DRUG
TESTIING PROGRAMS

Subpart A-,General
I I Applicability.
1.z Definiuions.
1.3 Fuiure Revisions

t

Subpa B.--Sciect aAnd Tcbwchal
i eqiuirvlownts

2 1 The Druls.
Z.2 Specimen CooUection Procedures.
..3 Laboratory Persoruel.
.4 Laboratory Analysis Procedwes.

2.5 Quality Assurance and Quality Control.
2.e Interim Catification Procedures.
2.7 RepohinI and Review of Results
2.S Piroiection of Enmployee Records.

Individual Access to Teat and
Laboratory Ceniriclation Results.

Subpart C-Certification of Laboratories
Engaged in Urine Drug Testing for Federal
Agencies

3.1 Introduction.
3.2 Goals and Objectives of Certification.
3.3 General Certification Requirements.
3.4 Capability to Test for Five Classes of

Drugs.
3.5 Initial and Confirmatory Capability at

Same Site.
3.6 Persunnel.
3.7 Quality Assurance and Quality Control.
3.8 Security and Chain of Custody.
3.9 One-Year Storage for Confirmed

Positives.
3.10 Documentation.
3.11 Reports.
3.12 Certification.
3.13- Revocation.•
3.34 Susperision.
3.15 Notice: Opportunity for Review.
3.16 Recertification.
3.17 Performance Test Requirement for

Certification.
3.18 Performance Test Specimen

Composition.
3.19 Evaluation of Performance Testing.
3.20 Inspections.
3.21 Results of inadequate Performance.

Authority: E.O. 12564 and sec. 503 of Pub. L
100-71.

Subpart A-General

PART 40-PROCEDURES FOR
TRANSPORTATION WORKPLACE
DRUG TESTING PROGRAMS

Subpart A--G neral
Sec
40.1 Applicability.
40.2 Definitions.

Subpart .-ScIentiflic end Tacnlcll
Requtrwr•ents
40.21 The drugs.
40.23 Preparation for testull
40.23 Specimen collecton procedures.
40.27 Laboratory personnel.
40.20 Laboratory analysis procedures.
40.31 Quality assui ace and quality control.
40.33 Reportuin and remiew of results.
40.35 Protecation of employee records.
40.37 Individual access to teat and

laboratory certification results.

Suebpart C--Cartlnc.ato of Lso.aJrbotc
Ernage in UrVn Drug Ter••g
40.41 Use of DIHI.S-cert'fed laboratories.

Appendix A to Panrt 40-DHHS Certficabon
Standards

Appendix B to PLut 40-Urine Custody and
Control Form

Autbocty 49 U.S.C. 102. 301.

GUIDELINES FOR NUCLEAR POWER
PLANT DRUG AND ALCOHOL
TESTING PROGRAMS

Subpart A - General

1.1 Applicability
1.2 Definitions

Subpart 8 - Scientific and Technical
Requirements

2.1 The Substances
2.2 General Administration of Testing

2.3 Preventing Subversion of Testing

2.4 Specimen Collection Procedures
2.5 HHS-Certified Laboratory Personnel

2.6 Licensee Testing Facility Personnel
2.7 Laboratory and Testing Facility

Analysis Procedures
2.8 Quality Assurance and Quality

Control
2.9 Reporting and Review of Results •

Subpart C - Employee Protection

3.1 Protection of Employee Records
3.2 Individual Access to Test and

Laboratory Certification Results

Subpart 0 - Certification of Laboratories
Engaged in Chemical Testing

4.1 Use of HHS-Certified Laboratories

Subpart A - General

1.1 Applicability.

(1) These guidelines apply to
licensees authorized to operate nuclear
power reactors.

(2) Licensees may set more stringent
cut-off levels than specified herein
or test for substances other than speci-
fied herein.

(3) Only laboratories which are
HHS-certtfied are authorized to perform
urine drug testing for NRC licensees,
vendors, and licensee contractors. '

1\4 W: <-I

*1
L1 Applicability.

(a) These mandatory guidelines apply
to:

(1) Executive Agencies as defined in 5
U.S.C. 105:
(2) The Uniformed Services. as

defined in 5 U.S.C. 2101 (3) (but
excluding the Armed Forces as defined
in 5 U.S.C. 2101(2)):

(3) And any other employing unit or
author.ty of the Federal Government
except the United States Postal Service.
the Postal Rate Commission. and
employing units or authorities in the
judicial and Legislative Branches.

(b) Any agency or component of an
agency with a drug testing program in
existence as of September 15, 1986. and
the Departments of Transportation and
Energy shall take such action as may be e
necessary to ensure that the agency is
brought into compliance with these
Guidelines no later than 90 days after
they take effect, except that any judicial II
challenge that affects these Guidelines
shall not affect drug testing programs
subject to this paragraph.

!

l

t

Subpart A-General

140.1 Applicabutity.
This part applies to transportation

employers (including self-employed
individuals) conducting drug urine
testing programs pursuant to regulations
issued by agencies of the Department of
Transportation and to such

'transportation employers' officers.
employees, agents and contractors. to
the extent and in the manner provided
in DOT agency regulations.

l



1c} Except as provided in 2.& SubpartC of these Guidelines (which establishes

laboratory certification standards)
applies to any laboratory which has or
seeks certification to perform urine drug
testing for Federal agencies under a drug
testing program conducted under E.O.
12564. Only laboratories certified under
these standards are authorized to
perform urine drug testing for Federal
agencies.

(d) The Intelligence Community. as
defined by Executive Order No. 12333.
shall be subject to these Guidelines only
to the extent agreed to by the head of
the affected agency.

(e) These Guidelines do not apply to
drug testing conducted under legal
authority other than E.O. 12564.
including testing of persons in the
criminal justice system. such as
arrestees, detainees. probationers.
incarcerated persons, or parolees.

(f) Agencies may not deviate from the
provisions of these Guidelines without
the written approval of the Secretary. In
requesting approval for a deviation, an
agency must petition the Secretary in
writing and describe the specific
provision or provisions for which a
deviation is sought and the rationale
therefor. The Secretary may approve the
request upon a finding of good cause as
determinedby the Secretary.

1.2 Definitions.

For purposes of these Guidelines the
following definitions are adopted:

Aliquot A portion of a specimen used
for testing.

Chain of Custody Procedures to
account for the integrity of each urine
specimen by tracking its handling and
storage from point of specimen
collection to final disposition of the
specimen. These procedures shall
require that an approved agency chain
of custody form be used from time of
collection to receipt by the laboratory
and that upon receipt of the laboratory
an appropriate laboratory chain of
custody form(s) account for the sample
or sample aliquots within the laboratory.
Chain of cus:ody forms shall, at a
minimum, include an entry documenting
date and purpose each time a specimen
or aliquot is handled or transferred and
identifying every individual in the chain
of custody.

N RC
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For'purposes of this part the folloawing
definitions apply:

AliquoL A portion of a specimen used
for testing.

Chain of custody. Procedures to
account for the inte&-ity of each urnne
specimen by tracking its handling and

i storage from point of specimen
collection to final disposition of the
specimen. These procedures shall
require that an approved chain of
custody form be used from time of
collection to receipt by the laboratory

- and that upon receipt by the laboratory
an appropriate laboratory chain of
custody form(s) account for the sample
or sample aliquots witlun the laborato''.
Chain of custody forms shall. at a
minimum, include an entry documenting
date and purpose each time a specimen
or aliquot is handled or transferred and
identifying every individual in the chain
of custody. Two forms of chain of
custody documents are utilized under
this part. An external chain of custody

" form or "urine custody and control
form" (described in 1 40.23) is used to
document chain of custody to the
laboratory. An internal chain of custody
form is utilized to document hsn,..-.
and transfer of the original sampie
container and aliquots within the
laboratory.

1.2 Definitions.

For the purposes of this part, the
following definitions apply:

"Aliquot." A portion of a specimen
used for testing.

"SAC." Blood alcohol concentration
(BAC), which can be measured directly
from blood or derived from a measure of
the concentration of alcohol in a breath
specimen, is a measure of the mass of
alcohol in a volume of blood such that an
individual with 100 mg of alcohol per 100
ml of blood has a SAC of 0.10 percent.

"Commission." The U.S. Nuclear
Regulatory Commission or its duly author-
ized representatives.

"Chain-of-custody." Procedures to
account for the integrity of each specimen
by tracking its handling and storage from
the point of specimen collection to final
disposition of the specimen.



Collection Site A place designated by
the agency Cvhere individuals present
themselves for the purpose of providing
a specimen of their urine to be analyzed
for the presence of drugs.

Collection Site Person A person who
instructs and assists individuals at a
collection site and who receives and
makes an initial examination of the
urine specimen provided by those
individuals. A collection site person
shall have successfully completed
training to carry out this function.

-Confirmatory Test A second
analytical procedure to identify the
presence of a specific drug or metabolite
which is independent of the initial test
and which uses a different technique
and chemical principle from that of the
intitial test in order to ensure reli-bility

and accuracy. (At this time gas
chromatography/mass spectronetry
(CC/MSI is the only authorized
confirmation method for cocaine.

.L;narijuana. opiates. amphetamines. and
phencyclidine.)

t__
Collecbon aize. A place designated by

the employer where individuals present
themselves for the purpose of providing
a specimen of their urine to be analyued
for the presence of drugs.

Collection ait person. A person who
instructs and assists individua!s at a
collection site and who receives and
makes an initial examination of the
uine specimen provided by those
individuals. A collection site person
*hall have successfully completed
training to carry out this function or
shall be a licensed medical professional
or technician who is provided
instructions for collection under this
part and certifies completion as required
herein. In any case where: as) A
collection Is observed or (bi collection is
monitored by non-medical personnel.
the collection site person must be a
person of the same gender as the donor.

* Con! nZnor-y teL A second
analytical procedure to identify the
presence of a specific drug or metabolite
which is independent of the initial test
and which uses a different technique
and chemical principle from that of the

; initial test in order to ensure reliability
and a:cu:acy. (At this time gas
chromatography/mass spectromety
(GC/MS) is the only authorized
confirmation method for cocaine.
marijuana. opiates. amphetamines. and
phencyclidine.)

Dl-LHS. The Department of Health and.
Human Services or any designee of the
Secretary. Department of Health and
Human Services.

DOT ogency. An agency of'the United'
States tDepartment of Transportation
administernng regulations requiring I
compliance with this part. including the
United States Coast Guard. the Federal
Aviation Administrition. the Federal

- Railroad Administration. the Federal
Highway Administration. the Urban
Mass Transportation Administration.

Wan the Research and Special Programs
Administration.

Employee. An individual designated
'in a DOT agency regulation as subject to
drug urine testung and the donor of a
specimen under this part. As used in this
pat "employee" includes a final
applicant for employment. "Employee"
and "individual" or "individual to be
tested" have the same meaning for

. purposes of this part. o
Employer. An entity employing one at

more employees that is subject to DOT
agency regulabons requiring compliance
with this part. As used in this parL.
"employer" is inclusive of a industry
consortium or joint enterprise comprised
of two or more employing entities, but
no single employmngentiry is relieved of
Its responsibility for compliance with
this part by virtue of participation in
such a consortium or joint enterprise.

"Collection site.* A place designated
by the licensee where individuals present
themselves for the purpose of providing a
specimen of their urine, breath, and/or
blood to be analyzed for the presence of
drugs or alcohol.

'Collection site person.' A person who
instructs and assists Individuals at a
collection site and who receives and
makes an Initial examination of the
spe=imen(s) provided by those individuals.
A cullection site person shall have suc-
cessfully completed training to carry Out
this function or shall be a licensed rwd-
ical prufessional or technician who is
pruvided.-instructions for collection under
this part and certifies completion as
required herein. In any case where:
(a) a collection is ubserved or ýb)
collection is mnnitored by nonmedical
personnel, the collection site person
must be a person of the same gender as
the donor.

"Confirmatory test." A second
analytical procedure to identify the
presence of a specific drug, drur
metabolite, or atcoh0l which is
i,,dependent of the screening test and
which uses a different technique and
chesical principle from that of the
initial test in order to ensure
reliability and accuracy. (At this time
? s cnromatography/mass spectrometry
GC/V!Sl Is the only authorized

cmnfirmation method for cocaine,
narijuana, opiates, amphetamines.
phencyclidine; alcohol,
benzodiazepines, and barbiturates).
. "Confirmed positive test." The result
of a confirratory test that has
established the presence of drugs, drug
metabolites. or alcohol in a specimen
above the cut-off level, and that has
been deemed positive by the Medical
Review Officer (MRO' after evaluation.

"HMS-certifieo laboratory:" *A urine
and blood testing laboratory that
maintains certification to perform drug
testing under the Department of Health
and Human Services (HHS) "Mandatory
Guidelines for Federal Workplace Drug
Testing Programs" (53 FR 11970).

"Illegal drugs." Those drugs -

included in Schedules I through V of the

Controlled Substances Act (CSA), but not

when used pursuant to a valid prescrip-
tion or when used as otherwise authorized
by law.



,Untiaj i esi (also A..,' ... - . -. .. is
Test) An immunossay screen to
eliminate "negative" urine specimens
from further consideration.

Medical Review Officer A licensed
physician responsible for receiving
laboratory results generated by an
agency's drug testing program who has
knowledge of substance abuse disorders
and has appropriate medical training to
interpret and evaluate an individual's
positive test result together with his or
her medical history and any other
relevant biomedical information.

Permanent Record Book A
permanently bound book in which
identifying data on each specimen
collected at a collection site are
permanently recorded in the sequence of
collection.

Reason to Believe Reason to believe
that a particular individual may alter or
substitute the urine specimen as
provided in section 4(c) of E.O. 12564.
• Secretary The Secretary of Health and

Human Services or the Secretary's
designee. The Secretary's designee may
be contractor or other recognized
organization which acts on behalf of the
Secretary in implementing these
Guidelines.

1.3 Future Revisions.
In order to ensure the fuil reliability

and accuracy of drug assays, the
accurate reporting of test results, and
the integrity and efficacy of Federal drug
testing programs. the Secretary may
make changes to these Guidelines to
reflect improvements in the available
science and technology. These changes
will be published in final as a notice in
the Federal Register.

Subpart B-Scientific and Technical
Requirements

2. 1 The Drugs.

(a) The President's Executive Order
1Z564 defines "illegal drugs" as those
included in Schedule I or 11 of the
Controlled Substances Act (CSA). but
not when used pursuant to a valid
prescription or when used as otherwise
authorized by law. Hundreds of drugs
are covered under Schedule I and II and
while it is not feasible to test routinely
for all of them. Federa! drug testing
programs shall test for drugs as follows:

(1) Federal agency applicant and
random drug testing programs shall at a
minimum test for marijuana and
cocaine:

(2) Federal agency applicant and
random drug testing programs are also
authorized to test for opiates.
amphetamines, and phencyclidine: and

(3) When conducting reasonable
suspicion. accident, or unsafe practice
testing. a Federal agency may test for

CSA

Initial test (also known as screening
W.,t). An immunoassay screen to
eliminate "negative" anne specimens
from further considerauon.

Medical Review Officer. A licensed
pbh-ician responsible for receiving
lboratory results generated by an
employer's drug testing program who
has knowledge of substance abuse
disorders and has appropriate mediial
training to interpret and evaluate an
individual's positive test result together
with his or her medical history and any
other relevant biomedical information.

Permanent Record Book. A
permanently bound book in which
identifyrng data on each specimen
collected at a collection site are
permanently recorded in the sequence of
collection. May be used in conjunction
with a modified urine custody and
control form to document collection.

Reason to believe. Reason to believe
*that a particular individual may alter or
substitute the urine specimen.

Secretary. The Secretary of
-Transportation or the Secretary's
idesignee may be a contractor or other
recognized organization which acts in-
behalf of the Secretary in implementing
this part.

"Initial or screening test."' An
imunoassay screen for drugs or drug
metabolites to eliminate "negative" urine
specimens from further consideration
or a breathalyzer test for alcohol.

"Li-censee's testing-tacility." A
drug testing facility operated by the
licensee or one of its vendors or con-
tractors to perform the initial testing
of urine samples and to perform initial

-breath tests for alcohol. Such a testing
facility is optional and not required to
maintain HNS certification under this
part.

";edical Peview Officer". A licensed
physician responsible for receiving
laboratory results get *ated by an
enmployer's drug testin., rogram who has
knowledge of substance a se.

"Permanent record book.* A permdnently
bound book in which identifying data on
each specimen collected at a collection
site are permanently recorded in the
sequence of collection.

"Reason to believe." Reason to
believe that a particular individual may
alter or substitute the urine specimen.

"Split sample." A portion of a
urine specimen that may be stored by the
licensee to be tested in the event of
appeal.

Subpart B--Scientofic and Technical
Requlrwrienti

140.21 The drnaa
(a) DOT agency drug tesbng programs

require that employers test for
marijuana, cocaine, opiates,
amphetamines and phencyclidine.__

Subpart B - Scientific and Technical
Requirements

2.1 The Substances.

(a) Licensees shall, as a minimum,
test for marijudna, cocaine, opiates,
amphetamines, phencyclidine,
benzodiazepiuies barbiturates, and
alcohol for pre-access, for-cause and
random tests.



(b) Any agency covered' y tlese
guidelines shaU petition the Secretary in
writing for approval to include in its
testing protocols any drugs (or classes of
drugs) not listed for Federal agency
testing in paragraph (a) of this section.
Such approval shall be limited to the use
of the appropriate science and
technology and shall not otherwise limit
agency discretion to test for any drugs
covered under Schedule I or U of the
CSA.

(c) Urine specimens collected
pursuant to Executive Order 12584. Pub.
L. 100-71. and these Guidelines shall be
used only to test for those drugs
included in agency drug-free workplace
plans and may not be used to conduct
any other analysis or test unless
otherwise authorized by law.

(d) These Guidelines are not intended
to limit any agency which is specifically
authorized by law to include additional
categories of drugs in the drug testing of
its own employees or employees in its
regulated industries.

Sn employer my Incude is he
*Stull protocols other maoiloed
Substances or alohol mly poumut to a
DOT agency approval. if wmon for
those substances Is authorized de
agency regulations and If the
Department of Health and Human
Services has established an approved
testing protocol and positive threshold
for each such substance.

|e) Urine specimens collected under
DOT agency regulations reqwruu
compliance with this part may only be
used to test for controlled substances
designated or approved for tesung as
described in thWs section and Shall no:
be used to conduct any other analysis or*
test unless otherwise speciicauy
authorized by DOT agency reulrations.

(d) This "ectani does not pi-ju"•i-
procedures reasonably incident to
analysis of the Specimen for conutoled
substaneza (e.g.. determination of pH or
tests for specific ravty. creaunioe
concentration. or presence of
adulterants).

(b) Licensees my test for any
illegal drugs during; a foa-cause test.

(c) Licensees shall establish rigorous
testing procedures that are consistent
with the intent of these guidelines for
any other drugs not specified in
these guidelines for which tasting Is
authorized under 10 CFR 2. s0 that the
APpropriateness of Ohe use of these
substances Can be evaluated by the
medical Iv"ism Officer to ensure that
Individuals granted unescorted access are
fit for insintaining access to end for
perfomtino duties in protected areas.

(d) Specimens-collected under NRC
regulations requiring compliance with
this part may only be designated or
approved for testing as described in this
part and shall not be used to conduct any
other analysis or test without the per-
mission of the tested individual.

(e) This section does not prohibit
procedures reasonably incident to
ana1lysit of A specimwfn for Controlled
substances (e.g., determinaton of ph on
tests for specific graviUtj criatinine
concentration. or Preseace of
adul terants).

2.2 General Aftinistratiwo ef Testing.

The licensee testing facilities and
NHS-Certified laboratories described In
this part shall develop and maintain
clear and well-documented procedures fur
collection. shipment, and accession of
urine and blood specimens under this
part. Such procedures shall Include. as
a 61n1mu, the follCwinq:

(a) Use of-a chaih-of-custody form.
The original shall accompany the specimen
to the 14HS-certified laboratory. A copy

shall accompany any split sample. The
form shall be a permanent record on which
identity data (or codes) on the employee
and on the specimen collection process
and all transfer of custody of the
specimen is retained.

140.23 Properafton Iv tete
The employer and certified laboratory

shall develop and maintain a clear and
weU-documented procedure for
collection, shipment, and accessioning
of wrine specimens under this pal. Such.
a procedure shall include, at a minimum.
the fouow-in.

(a) Utilization of a standard urinecustody and control form (carbonless
manifold). The form sball be a multiple.
part. carbonless record form with an
original (Wat 1) that shalu accompany
the specimen to the laboratory. Copies
shall be provided for the Medical
Review Officer (part 2. to go directly to
the NINO). the employee (part 3). the
collection site (part 4) (If distinct from
the employer), and the employer
representative (part 5). The form sbouldbe a permanent record on which
identifying data on the employee and on
the specimen collection and transfer
process is retained. The form shal be
constructed to display, at a minimum.
the following elements, which shall
appear on Its respective pans as
indicated:

* (2) The following Information shall
appear on all parits of the form;:

M A preprinted specimen
identification number. which shaU be
unique to the particular collection.

1I0) The employee's Social Security ora employee identification number, which
shaUl be entered by the employee.

(Wi) Specificst on of the type of test
conducted (pre-employment. random.
etc.) which shall be entered by the
employer representative or collector
(acting for the employer).

(iv) A block providing that 'Collector
must note temperature of specimen has
been read and record here if not within
the range of 32J.5--7.C/vj.S--NA.F;"
with an arm for the required notation.
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(v) A chain-ol-custody block providing

Aeas to enter the followig informauon
for each ransfer of possession: purpose
of change: released by (sig'ature/pnnt
n&me). received by (signature/print
name); date. The words "Pmvide
specimen for tesUtin" and "DONOR"
shall be preprinted in the initial spaces.

(vQ) Informaibon to be completed by
the collection site person. identifying
that person and providug the date of
collection, the collection site and the
telephone number (if any) of the
collection site: a space for remarks at
which unusual circumstances may be
descnbed and a certification statement
as set forth below and a signature block
with date which shall be completed by
the collection site person: •

I crt.ly that the specimen identified an this
form is the spe8 men presented to me by the
employee pvidini. the otrtificatiou below.
that I have verified that it bean the-•eans
identification number as that set forth above.
and that it has been collected, labelled and
sealed as required by the instructions
provided.

i (vii) A block to be completed by the
laboratory after analysis of the
specimem providing a space for ent'y of
the laboratory accession number and a
certification to read as follows. togethae
with spaces to enter the printed name
ard signature of the certifying
laboratory official and date:

I certify that the specimen identified by this
accession number is the same specimen that
bean the identification numlter set forth
above, that the specimen has been examined
upon teaipt, hbandled a,,d analized in
accordance with applicable Federal
requtreidents. and that the results attached
ar& for that specimen.

(2) Information to be provided by the
employee, which shall appear on parts 2
through 5 of the form only: Employee
name (printed): duty location: job title:
date of birth and a certification
statement as set forth below, together

awitl b sionmeture block with date which!shall be completed byv the employee:

INJCo

I I•arti' M'd Ithe uri.e sp•w eFn ic"tiai•e
on thas f,.n is• y own% that it is fresh end
has not been adulterated in any mairenr and
that the idengijfcation informaton provided
on this form and oc the collection bottle is
correct. I consent to the submission of this 7
specimen to the candfied laboratory
destlnated by my employer, to the ana)Ysis of.
the specimen for controlled, substances as
povided by Federal requirements. and to the
release of test results from that analysis to
the .Me•bcal Review OMer. designated by my
employer.

(3) A block to be completed by the
employee. which shall appear only on
parts 2 end 3 of the form, containing a
statement as follows: "If you wish to
have prescription or over-the-counter
medications you may have taken or
been administered within the past 30
days considered as your test results are
reviewed. you may bat them here:"
followed by an adequate writing area to
Lst such substances.
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A fam meeting the requirements of this
paragraph is displayed at Appendix 3 to
this par. The amne custody and wonaof
form may include such additional
Information as may be required for
billing or other legitimate purposes
necessary to the Colledion. provided
that personal identifying inlormsation
(other than the employee idenUficatmon
number) may not be provided to the
laboratory and employee medical
information may appear only ta the
copies provided to the employee and to
the Mledical Review Officer. In bee of a
form meeting the above-deschbed
Criteria. on employer may choose to use
a multiple-sample chain of coaedy form
together with a permanent record book
maintained at the site of collection to
document collection and tansfer of
specimens under this part so lons as the
data elements set forth above am
documented, personal ideotifyng
information is not discloaed to the
laboratory. and the record system is

* designed in such a manner as to
maintain the confidenUality of medical
information.

M(b Use of a tamparproof sealing
system desigped in a manner such that
the speCmen bottl top can be sealed
against undetected opening. the bottle
can be identified with a unique
Identifyin number identical to that

Sappeprinlg on the urine custody and
eontfol lorm. and space has been
provided to initial the botle affuiming its
identity. For purposes of clarity. ts
War assumes use of a system made up

of one or more pro-printed labels and
seals (or a unitary label/sear, but use of

* other. equally effective technologies is
authorLzed.

(c) Use of a shipping container in
which oe or more specimens and
associated paperwork may be
transferred and which can be sealed
and initialled to prevert.undetected

' tampering. .
(dl Written procadies. instructionas

and trainirg shalU be provided as
follows:

(11) Enployer collection procedures
and training shall clearly emphasize that
the collection site person is responsible
for maintaining the integrity of the
specimen collection and ausfer
process. ca:efully ensuring the modes:-
and privacy of the employee. and is to
avoid any conduct or remarks that m.iht.
be construed as accusatorial or
otherwise offensive or inappropriate.

(2) A non-medical collection sate
person shall receive training in
c compliance with this part and shall
demonstrate proficiency in the
application of this panr prior to serving
as a collection site person. A medical
F rofessional. technologist or technician
icensed or otherwise approved to
practice in the jurisdiction in which
collection occurs may serve as a
collection site person if that person is
provided instructions described in th"
part and pe.forms collectons in I
accordance with those insCrUctio.n.

(b) Use of a tamperproof sealing
system designed in a manner such that
the specimen container top can be sealed
against undetected opening, the container
can be identified with a unique identi-
fying number identical to that appearing
on the chain-of-custOdy form, and space
has been provided to initial the con-
tainer affirming its identity. For
purposes of clarity, this requirement
assumes use of a system made up of one or
more pre-printed labels and seals (or
a unitary label/seal), but use of other.
equally effective technologies is
authorized.

(c) Use of a shipping container in
which one or more specimens and associ-
ated paperwork may be transferred and
which can be sealed and initialled to
prevent undetected tampering.

(d) Written procedures, instruc-
tions, and training shall be provided as
follows:

(1) Licensee collection site pro-
cedures and training of collection site
personnel shall clearly emphasize that
the collection site person is respon-
sible for maintaining the integrity of
the specimen collection and transfer
process, carefully ensuring the modesty
and privacy of the individual tested,
and is to avoid any conduct or remarks
that might be construed as accusatorial
or otherwise offensive or inappropriate.

(2) A non-medical collection site
person shall receive training in com-
pliance with this appendix and shall
demonstrate proficiency in the applica-
tion of this appendix prior to serving as
a collection site person. A medical
professional, technologist, or technician
licensed or otherwise approved to prac-
tice in the jurisdiction in which collection
occurs may serve as a collection site
person if that person is provided the
instructions described in 2.2(3) and
performs collections in accordance with
those instructions.

IC~
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13) CIC1VOA sits persoan bM e
pirovded with data"leo, clerly
illusted written mUsMcaolm o0 Lbe
Colle*CIM Of apecAmens In C4mpbaztCg
with this part. Employs: represewlmves
and employees subject to ttnlnl shall
also be pro•ided standard written
iitji-ctSonls kItIut fortnh their
responsibilities.

Allc Qf
(3) Cfosection bsi.v Mf", &- )a'-d -ue

provided with detailed, clearly illus-
trated, written instructions on the
collection of specimens in compliance
with this part, Individuals subject to
testing shall also be provided standard
written instructions setting forth their
responsibilities.

(4) The option to provide a blood
specimen for confirmatory analysis
following a positive breath test shall be
specified in the written instructions
provided to individuals tested. The
instructions shall also state that
failure to request a confirmatory blood
test indicates that the individual
accepts the breath test results.

2.3 Preventing Subversion of Testing.

Licensees shall carefully select and
monitor persons responsible for adminis-
tering the testing program (e.g., col-
lection site persons, laboratory techni-
cians, specimen couriers, and those
selecting and notifying personnel to be
tested), based upon the highest standards
for honesty end integrity, and shall
implement measures to ensure that these
standards are maintained. At a minimum,
these measures shall ensure that the
integrity of such persons is not compro-
mised or subject to efforts to compromise
due to personal relationships with any
individuals subject to testing.
As a minimum:

(1) Supervisors, co-workers, and
relatives of the individual being tested
shall not perform any collection, assess-
ment, or evaluation procedures.

(2) Appropriate background checks
and psychological evaluations shall be
completed prior to assignment of any
tasks associated with the administration
of the program, and shall be conducted at
least once every three years.

(3) Persons responsible for admin-
istering the testing program shall be
subjected to a behavioral observation

program designed to assure that they
continue to meet the highest standards
for honesty and integrity.
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fel ChCeIn. Lo loyr. Chain of
Custody standardized forms shaU be
properly e&%cuted by authorized
collection sile personnel upon receipt of
specimens. HandluIg and transports coon
of unine specimens from one authorized
individual or place to another shall
always be accomplished through chain 1
of custody procedurers Every effort shallj
be made to mirimi•e the number of
persons ha'dling speomnens. I

Idl Access to 4uihorized Pe.son''"el
Only No unsathonzed personnel shall [
be permisted is any part al the
desionated collection svti when Srnelt
specimem am OUeV-d oftored. I

13) 11 it is impractical to maintain
continuous phvsicsa security of 8
collection site from the time the
specimen is presented until the segled
mailer is transferred for shipment. the
fol!oRws minimum procedures shall
apply: The specimen shall remain under -
thp direct control of the collection site
perscn from delivery to its being sealed
in the mailer. The mailer shall be
immediately mailed, maintained in
secure storage. or remain until mailed
under the personal control of the

Scoilection site person.
|cl Choin of Cus:odjy The chain of

custody block of the urine custody and
control form shall be properly executed
by authorized collection site personnel
upon receipt of specimens. Handling and
transportation of urine specimens from
one authorized Individual or place to
another shall always be accomplished
through chain of custody proceduWre .
Every effort shall be made to minoimoe
the number of persons bandling

_specimens.

(d) Acems to outhorized per•on•e
only No unauthorized personnel sba11
be permitted in any part of the
designated collection site when urine
avecimpews are collected or stored. J6.7
the collection site pezson'day inMdle
6pecimens prior to their securement in
the mailing container or morutor or
observe specimen collection (under the.
conditions specified in this part). In
order to promote security of specimens.
avoid distraction of the collection site
person and ensure iqrainst any
confusion in the identification of

* specimens, a collection site person shall
conduct only one collection procedure at
any given time. For this purpose. a
collection procedure is complete when

Sthe urine bottle has been sealed and
initialled, the urine custody and control'
form has been executed, and the
amolovee ko-Al.t-nartil4 th, site -

* tef~nP7rut.. i2l P•,eUlmres ior
collecting urine specimens shall allow
individual privacy unless there is reason

'to believe that a particular individual
may alter or substitute the specimen to
be provided. as further described in thus
paragraph.

(2) For purposes of this part. the
following circumstances are the
exclusive grounds constituting a reason
to believe that the individual may alter
or substitute the specimen:

(i) The employee has presented a
urine specimen that falls outside the
normal temperature range. and the
e employee declines to provide a
measurement of oral body temperature
by sterile thermometer, as provided in
paragraph (f)(23) of this part. or the oral
templercture does not equal or exceed

* that of the specimen.
(ii) The last wine specimen provided

by the employee (ie. on a previous
occasion) was determined by the
laboratory to have a specific gravity of
less than 1.003 and a creatinine
concentration below .2 /iL

(iII] The collection site person
observes conduct clearly and
unequivocally indicating an attempt to
substitute or adulterate the sample le.-..
subsiitute urne i. vlsir view. blue dve

(2) If it Is Impractical to .elntaii
continuous physical security of a
collection site from the time the
Specimen is presented until the sealed
mailer is transferred for shipment, the
following minimum procedures shall apply:
The specimen shall rerain under the
direct control of the collection site
person from delivery to Its being sealed
in the mailer. The mailer shall be
Ilmmediately mailed, maintained in secure
storage, or remain until mailed under the
personal control of the collection site
person, These mitimum procedures shall
apply to the mailing of specimmns to
licensee testing facilities from
collection sites (except where co-
located) as well as to the mailing
of specimens to HNS-certified
laboratories.

(dM 'Chain of Custody. Licensee
chain-of-custody aorus shall be properly
executed by authorized collection site
personnel upon receipt of specimens,
Handling and transportation of urine and
bload specimens from one authorized
Individual or place to another shall
always be accomplished through chain-of-
custody procedures. Every effort shall
be made to minimize the numer of persons
handling the specitens.

(e) "Access to Authorized Personnel
Only." No unauthorized personnel shall
be permitted in any part of the design-
ated collection site where specimens
are collected or stored. Only the
collection site person may handle speci-
mens prior to their securement in the
mailing container or monitor or observe
specimen collection (under the conditions
specified in this part). In order to
promote security of specimens, avoid
distraction of the collection site
person, and ensure-against any confusion
in the identification of specimens, a
collection site person shall conduct only
one collection procedure at any given
time. For this purpose, a collection
procedure is complete when the specimen
container has been sealed and initialed,
the chain-of-custody form has been
executed, and the individual has departed
the collection site.

(f) "Privacy." Procedures for
collecting urine specimens shall allow
individual privacy unless there is reason
to believe that a particular indivi-
dual may alter or substitute the specimen
to be provided. For purposes of this
appendix the following circumstances are
the exclusive grounds constituting a
reason to believe that the individual may
alter or substitute a urine specimen:

(1) The individual has presented a
urine specimen that falls outside the
normal temperature range, and the indi-
vidual declines to provide a measurement
of oral body temperature by sterile
thermometer, as provided in paragraph
(g)(1

4 ) of this appendix, or the oral
temperature does not equal or exceed that
of the specimen.

(2) The last urine specimen provided
by the individual (i.e., on a previous
occasion) was determined by the labora-
tory to have a specific gravity of less
than 1.003 and a creatinine concentration
below .2 g/L.

(3) The collection site person
observes conduct clearly and unequivocally _
indicating an attempt to substitute or
adulterate the sample (e.g., substitute
urine in plain view, blue dye in specimen
presented, etc.).

lel Pr~vecr' Ptoc urea" for colklecungj
urine specimeno shall allow mdwsdual
prisacy unless there is reason io belwi'ee
that a paricular mndii'dual may alter orj
substitute the mpecimen to be proe'sd. A
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Agencies shall take precaunons to
ensure that a urine specrmen not be
adulterated or diluted dunng the
collecuon procedure and that
information on the urine bottle and in
the record book can identify the
individual from whom the ep,.smen was
collected The following minimum
precautiom sMall be taken to enotre that
unadulterated specimens art obtained
and correctly identified-

(i) To deter the dilution of specimens
at the collection site. toilet bluing agents
shall be placed to toilet tantks wherever
possible. so the reservoir of water tn the
toilet bowl a!ways remains blue. There
shall be no other source of water [e.g.
no shower or sink) in the enclosure
where unnation occurs.

12) When an individual arrives at the
collection site. the collection site person
shall request the individual to present
photo identf'ication. If the individual
does not have proper photo
,dentification. the collection site per-o
shall contact the supervisor of the
individual. the coord:nator of the drug
testing program. or any other agency
official who tan posiuve4 itden,,y the
individual. l the individual's iidati•y
cannot be estab4lisb tbe co[cl•oc site
person shall not proceed with the
collection.

13) If the individual fails to arive at
the assigned time. the collection site
person shall cornsct the appropnate
authority to obtain gudance an the
action to be taken.

(4) The collection site person shall ask
the indiwidu4l to remove any
unnecessary outer garments such as a
coat or jacket that miph, conceal items
or substances that could be used to
tarnper with or adulterate the
individual's urine specimen. The
collection site person shall ensure that
all personal belongin;s such as a purse
or briefcase remain with the outer
garments. The individual may retain his
or her wallet.

(5 The individual shall be instructed
to wash and dry his or her hands prior
to urinatiomL

(61 After washing hands. the
individual shall remain ia the presenre
of the collection site person and shall
not have acc"s to any water fountain.
faucet. soap dispenser. cleanins aent or
any other materials which could be used
to adulterate the specimen.

fiv} The employee has previously been
determined to have used a controlled
substance without medical authorization
and the particular test is being
conducted as a part of a rehabilitation
program. on return to service after any
required rehabihitation. or under a DOT
agency regulation providing for follow.
up testin$ after return to service.

() Integrity and identity of specimen.
Employers shall take precautions to
ensure that a urine specimen not be
adulterated or diluted during the
collection procedure and that
infornation.on the urine bottle and on
the urine custody and control form can
identify the individual from whom the
specimen was collected. The following
minimum precautions shall be taken to
ensure that unadulterated specimens are
obtained and correctly identified:

(1) To deter the dilution of specimens
at the collection site. toilet bluing ,gents.

shall be placed in toilet tanks wherever "
possible. so the reservoir of water in the-
toilet bowl always remains blue. Where
practicable. there shall be no other
source of water (e.g.. no shower or sink)
in tbr enclosure where urination occurs.
11 there is anc•itheurce ot water mtr we
enclosure. it shall be effectively secured
or monitored to ensure It is not used
(undetected) as a source for diluting the
4tpecimen.

M-) When-an individual arrives at the
collection site. the collection site person.
shall ensure that the Individual is
-positively identified as the emrployee
.selected for testinA te.g tlu'ougn
preseni•tion of photo identification or
identification by the employer's
representative). If the individual's
identity cannot be established, the
collection site person shall not proceed
with the collection.

. (3) If the individual fails to arrive at -
the assigned time. the collection site
person shall contact the appropriate

* authority to obtain guidance on the
action to be taken.

( (4) The collection site person shall ask
the individual to remove any
unnecessary outer garmeats such as a
coat or jacket that might conceal items
or substances that could be used to
tamper with or adulterate the
individual's urine specimen. The
collection site person shall ensure that
all personal belongings such as a purse
or briefcase remain with the outer
garments. The individual may retain his

L or her wallet.
* (5) The individual shall be instructed

to wash and dry his or her hands prior
to urination.

(6) After washing hands, the
individual shall remain in the presence

* of the collection site person and shall
not have access to any water fountain.
faucet. soap dispenser. cleaning agent or
an% other materials which could be used
to adulterate the specimen.

(4) The individual has previously oeen
determined to have used a substance
inappropriately or without medical
authorization and the particular test is
being conducted as a part of a
rehabilitation program or on return to
service after evlLtion and/or treatment
for a confirmed positive test result.

(g) "Integrity ano Identity of
Specimens." Licensees shall take
precautions to ensure that a urine
speclmen is not adulterated or diluted
during the collection procedure, that a
blood sample or breath exhalent tube
cannot be substituted or tampered with,
and that the information un the specimen
container and in the record book can
identify the individual from whom the
specimen was collected. The following
minimum precautions shall be taken to
ensure that authentic specimens are
obtained.and correctly Identified:

(1) To deter the dilution of urine
specimens at the collection site, toilet
bluing agents shall be placed in toilet
tanks wherever possible, so the reservoir
of water in the toilet bowl always
remains blue. There shall be no other
source of water (e.g., no shower or sink)
in the enclosure where urination occurs.
'If there is another source of water in
the enclosure, it shall be effectively
secured or monitored to ensure it is not
used (undetected) as a source for
diluting the specimen.

(2) When an individual arrives at tnt
collection site for a urine or breath
test. the collection site person shall
ensure that the individual is positively
identified as the person selected for
testing (e.g.. through presentation of
photo identification or Identification by
the employer's representative). If the
individual's identity cannot be
established, the collection site person
shall not proceed with the collection.

(3) If the individual fails to
arrive for a urine or breath test at the
assigned time, the collection site person
shall contact the appropriate authority
to obtain guidance on the action to be
taken.

(4) After the individual has been
positively identified, the collection
site person shall ask the individual to
sign a consent-to-testing form and to
list all of the prescription medications
and over-the-counter preparations that
he or she can remember using within the
last three weeks.

(5) The collection site person shall
ask the individual to remove any unneces-
sary outer garments such as a coat or
jacket that might conceal items or
substances that could be used to tamper
with or adulterate the individual's
urine, breath, or blood specimen. The
collection site person shall ensure that
all personal belongings such as a purse
or briefcase remain with the outer
garments outside o1 the room in which the
blood, breath, or urine sample is collected.
The individual may retain his or her
wallet.

(6) The individual shall be instructed.
to wash and dry his or her hands prior to
urination.

(7) After washing hands prior to
urination, the individual shall remain
in the presence of the collection site
person and shall not have access to any
water fountain, faucet, soap dispenser,
cleaning agent or any other materials
which cou-]d be used to adulterate the
urine specimen.



(71 The individual may provide his/
her specimen in the pnvacy of a stall or
otherwise partitioned area that alloi,,s
for individual privacy

181 The collectiltn site person shall
note any unusual behavior or,
appearance in the permanent record
book

(91 In the exceptional even: that sn
agency.desinated collection site is not
accessible and there is an immediate
requirement for specimen collection
le g. an accident investhgationl. a Public
rest room may be used according to the
following procedures A collection site
person of ie same gender as the
individual shall accompany the
indivdual nto the public rest room
which shall be made secure during the
collection procedure. If possible. a toilet
bluing agent shall be placed in the bowl
and an) accessible toilet tank. The
collection site person shall remain in the
rest •oom, but outside the stall, until the
specimen is collected. If no bluing agent
is available to deter specimen dilution.
the collection sit person shall instruct
the individual not to flush the toilet until
the specimen is delivered to the
collection site person. Alter the
collection site person has possession of
the specimen. the individual will be
instructed to flush the toilet and to
pamicipate.with the collection site
person in completing the chain of
custody procedures.

(101 L'pon receiving the specimen from
the individual, the collection site person
shall determine that it contains at least
60 milliliters of unne. U there is less than
60 milliliters of urine in the container.
,dditional urine shall be collected in a
' eparate container to reach a total of 60
milliliters (The temperature of the
partial specimen in each separate
container shall be measured in
accordance with paragraph (f)[12) of this
section. and the partial specimens shall
be combined in one conlainer.1 The
individual may be given a reasonable
amount of liqud to drink for this
pirpose (e S.. a glass of water). If the
individual fails for any reason to
provide 60 milliliters of untine. the
collection site person shall contact the
appropriate authority to obtain guidance
on the action to be taken.

0 1l After the specimen has been
proided and submitted to the collection
site person. the individual shall be
allowed to wash his or her hands.

(121 Immediately after the specimen is
collected, the collection site person shall
measure the temperature of the
sprcimen. The temperature measuring
de ice used must accurately reflect the
terperature of the specimen and not k

contaminate the specimen. The time
from urnation to temperature t
measurement is critical and in no caset.

shall exceed 4 minutes I

(7) The indiidual may provide his/
her specimen in the privacy of a stall or
otherwise partitioned areas that allows

* for individual privacy.
18) The collection site person shall

note any unusual behavior or
appearance on the urine custody and
control form.

(9) In the exceptional event that an
employer-designated collection site is
not accessible and there is an immediate
requirement for specimen collection
(e.g.. an accident investigation), a public
rest room may be used according to the
following procedures: A collection site
"pcrson of the same gender as the
individual shbll accompany the
,individual into the public rest room
which shall be made secure during the
collection procedure. If possible, a toilet

bluing agent shall be placed in the bowl
and any accessible toilet tank. The
collection site person &hall remain in the
rest room. but outside the stall. until the
specimen is collected. If no bluing agent
is available to deter specimen dilution.
the collection site person shall instruct
the individual not to flush the toilet until
the specimen is delivered to the
collection site person. After the
collection site person has possession of
the specimen, the individual will be
instructed to flush the toilet and to
participate with the collection site
person in completing the chain of
cusiody procedures.

(10) Upon receiving the specimen from
the individual, the collection site person
sbaU determine that it contains at least
60 milliliters of urine. U there is less tOan
60 milliliters of urine in the container.
additional urine shall be coliected in a
separate container to reach a total of 60
milliliters. (The temperature of the
partial specimen in each separate
container shall be measured in
accordance with paragraph (f)(12) of this
section. and the partial specimens shall
be combined in one container.) The
individual may be gWen a reasonable
amount of liquid to drink for this
purpose (e.g.. a glass of water). If the
individual fails for any reason to
provide 60 milliliters of urine. the
collection site person shall contact the
appropriate authority to obtain guidance
on the action to be taken.

(11) After the specimen has been
provided and submitted to the collection
site person. the individual shall be
allowed to wash his or. her hands.

112) Immediately after the specimen is
collected, the collection site person shall
measure the temperature of the
specimen. The temperature measuring
device used must accurately refiect the
temperature of the specimen and not
contaminate the specimen. The time

* from urination to temperature measure
is critical and in no case shall exceed 4

- minutes.

(8) The individual may provide
his/her urine specimen in the privacy of
a stall or otherwise partitioned areas
that allows for individual privacy.

(9) The collection site person shall
note any unusual behavior or appearance
on the specimen custody and control form.

(10) In the exceptional event that a
designated collection site is inaccessible
and there is an immediate requirement for
urine specimen collection (e.g., an
accident investigation), a public or
on-site rest room may be used according
to the following procedures. A collection
site person of the same gender as the
individual shall accompany the individual
into the rest room which shall be made
secure during the collection procedure.
If possible, a toilet bluing agent shall
be placed in the bowl and any accessible
toilet tank. The collection site person
shall remain in the rest room, but
outside the stall, until the specimen is
collected. If no bluing agent is available
to deter specimen dilution, the collection
site person shall instruct the individual
not to flush the toilet until the specimen
is delivered to the collection site
person. After the collection site person
has possession of the specimen, the
individual will be instructed to flush
the toilet and to participate with the
collection site person in completing the
chain-of-custody procedures.

(11) Upon receiving a urine specimen.
from the individual, the collection
site person shall determine that it
contains at least 60 milliliters of
urine. If there is less than 60 milli-
liters of urine in the container, addi-
tional urine shall be collected in a
separate container to reach a total of 60

,milliliters. (The temperature of the
partial specimen in each separate con-

,tainer shall be measured in accordance
.With paragraph (f)(13) of this section,
:and the partial specimens shall be

combined in one container.) The
individual may be given a reasonable
amount of liquid to drink for this
purpose (e.g., a glass of water). If the
individual fails for any reason to

I provide 60 milliliters of urine, the
collection site person shall contact the

eappropriate authority to oain guidance
con the action to be taken.

(12) After the urine specimen nas
been provided and submitted to the
collection site person, the individual
shall be allowed to wash his or her
hands.

(13) Immediately after the urine
specimen is collected, the collection
site person shall measure the temperature
of the specimen. The temperature
meaiuring device used must accurately
reflect the temperature of the specimen
and not contaminate the specimen. The
time from urination to temperature
measurement Is critical and in no case
shall exceed 4 minutes.
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(131 If the temperature of a specimen"

is outside the ran#e of 32.3'-37 -,C/
10 *-1lo IT. that is a mason to believe
that the individual may have altered or '
substituted the specimen. and another
specimen shall be collected under direct"
observation of a same gender collection
site person and both specimens shall be
forwarded to the laboratory for testing
An individual may volunteer to have has
or he. oral temperature taken to provide
evidence to counter the reason to
believe the individual may have altered
or substituted the specimen caused by
the specimen's temperature falling
outside the prescnbed range

1141 Immediately after the specimen is
collected. the collection site person shall
also inspect the specimen to determine
its color and look for any sigps of
cbntammnants. Arty unusual findings
shall be noted in the permanent record
book

1151 All specimens suspected of being
adulterated shall be forwarded to the
laboratory for testing.

116) Whenever there is reason to
believe that a particular individual may
alter or substitute the specimen to be
provided, a second specimen shall be
obtained as soon as possible under the
direct observation of a same Sender
collection site person.

(13) If the temperature of a specimen
is outside the range of 3Z.5'-3-.-, C/
OC.S"41.8"! F. that is a reason to believe
that the individual may have altered or
substituted the specimen. and another
specimen shall be collected under direct.
observation of a same gender collection
site person and both specimens shall be
forwarded to the laboratory for testit4.
An individual may volunteer to have his
or her oral temperature taken to provide
evidence to counter the reason to
believe the individual mey have altered
or substituted the specimen caused by
the specimens temperature falling
outside the prescribed range.

(141 Immediately after the specimen is

collected, the collection site person shall
also inspect the specimen to determine
its color and look for any signs of
Contaminants. Any unusual findinp
$shall be noted on the urine custody and
-contol form.

(15) All specimens suspected of being
adulterated shall be forwarded to the
laboratory for testing.

(16) Whenever there is reason to
believe that a particular individual has
altered or substituted the specimen as
described in paragraph (e)[2)(i) and (iii)
of this section. a second specimen shall
be obtained as soon as possible under
.the direct observation of a.same lender
coliection site person.

(14) If the temperature Ot a uririe
specimen is outside the range of 32.50 -
37.7

0
C/90.5

0 - 99.8
0 F, that is a reason

to believe that the individual may have
altered or substituted the specimen, and
another specimen shall be collected
under direct observation of a same gender
collection site person and both specimens
shall be forwarded to the laboratory for
testing. An individual may volunteer to
have his or her oral temperature taken to
provide evidence to counter the reason to
believe the individual may have altered
or substituted the specimen caused by the
specimen's temperature falling outside
the prescribed range.

(15) Immediately after a urine
specimen is collected, the collection
site person shall also inspect the
specimen to determine its color and look
for any signs of contaminants. Any
unusual findings shall be noted in the
permanent record book.

,(16) All urine specimens suspected
of being adulterated shall be forwarded
to the laboratory for testing.

(17) Whenever there is reason to
believe that a particular individual may
alter or substitute the urine specimen to
be provided, a second specimen shall

be obtained as soon as possible under the
direct observation of a same gender
collection site person;

(17) Alcohol breath tests shall be
conducted after the urine specimen has
been Collected, and shall be delayeo if
any source of moutn alcohol or any other
substances are ingested during this
period (e.g., eating. smokng, use of

i breath fresheners, regurgitation of
Stomach contents from vomiting or
burping).

(18) Alcohol breath tests shall be
conducted after the urine specimen has
been collected, and shall be delayed if
any source of mouth alcohol or any other
substances are ingested during this
period (e.g., eating, smoking, use of
breath fresheners, regurgitation of
Stomach contents from vomiting or burping).
The collection site person.shall ensure
that each breath specimen taken comes
from the end, rather than the beginning,
of the breath expiration. Two breath
specimens shall be collected from each
individual no less than two minutes apart
and no more that 10 minutes apart. The
test results shall be considered accurate
if the result of each measurement is
within plus or minus ten percent of the
average of the two measurements. If
the two tests do not agree, the breath
tests shall be repeated on another
evidential-grade breath analysis machine.

(19) If the alcohol screening breath
test indicates that the individual is
positive for a BAC at or above the 0.04
percent cut-off level, the individual
may request a confirmatory blood test, at
his or her discretion. All vacuum tube
and needle assemblies used for blood
collection shall be factory-sterilized.
The Collection site person shall ensure
that they remain properly sealed until
used. Antiseptic swabbing of the skin
shall be performed with a nonethanol
antiseptic. Sterile procedures shall be
followed when drawing blood and trans-
ferring the blood to a storage container;
in addition, the container must be
sterile and sealed.



(1i) both the individual being tested
and the collection iite person shall aeep
the specimen int view $t all times poor to
its being sealed and labeled. If the
specimen is transferred to a second
bottle. the collection site person shall
request the individual to observe the
transfer of the specimen and the
placement of the tamperproof seal over

• the bottle cap and down the aides of the
bottle.

1161 The collection site person and the
individual shall be present at the same
time during procedures outlined in
paratraphs ph$((lf)-9H1( of this section

(191 The collection site person shall
place securely on the bottle an
identfircation label which contains the
date. the individual's specimen number.
and any other identifying irformation
provided or required by the agency.

- T:>6-/
I17) Both the individual being tested

and the collection site person shall keep
' the specimen in view at all times prior to
its being sesaed and labeled. As
provided below, the specimen shall be
sea~ed (by placement of a tamperproof
seal ove• the bottle cap and down the
sides of the bottle) and labeled mi the
presence of the employee. If the

. specimen is transferred to a second j
bottle. the collection site person shal

,request the individual to observe the
transfer of the specimen and the
placement of the ,amperproof seal over
the bottle cap and down the sides of the
bottle.

(19) The Collection site person and the
Indsvidual shall be present at the same
time during procedures outlined in
paragraphs fi,(19Hf)(22) of this secton.

(29) The collecuon site person shall
* place securely on the bottle an

identification label which contains the
data, the individua;'s specimen number.
and any other identifying information

* provided or required by the employer. If
separate form the label the tamperproof
seal shall lso be applied.

(20I The individual shall initial the
identification label on the speci|mn.
bottle for the purpose of certiying that it
is the spe-cimen collected from lum or
her.

I•@ The collection site person shAill
enter in the permanent record book all
information identifying the specimen.
The collection site person shall sign the
permanent record book nezt to the
identifying information.

(20) Both the individual being
tested and the collection site person
shall keep urine and blood-specimens in
view at all times prior to their being
sealed and labeled. If a urine specimen
is split (as described in Section 2.7(j))
and if any specimen is transferred to a
second container, the collection site
person shall request the individual to
observe the splitting of the urine sample
or the transfer of the specimen and the
placement of the tamperproof seal over
the container caps and down the sides of
the containers.

(21) The collection site person and
the individual shall be present at the
same time during procedures outlined in
paragraphs (h) through (j) of this
section.

(22) The collection site person
shall place securely on each container an
identification label which contains the
date, the individual's specimen number.
and any other identification information
provided or required by the drug testing
program. If separate from the labels,
the tamperproof seals shall also be
applied.

(iz) ine individual shall initial
the identification labels on the specimen
containers for the purpose of certifying
that it is the specimen collected from
him or her.

(i) The individual shall be asked
to read and' fign a statement in .he
permanent record book certifying that tht
specimens identified as having been
collected from him or her are in fact the
specimen he or she provided.

(il) The individual shall be pro-
vided an opportunity to set forth on the
urine custody and control form informa-
tion concerning medications taken or
administered in the past 30 days.

(24) The collection site person
shall enter in the permanent record book
all information identifying the speci-
mens. The collection site person shall
sign the permanent record book next to
the identifying Infonmijtion.



(221 The individual shall be asked to
read and sign a statement tm the
permanent record book certifying that
the specimen identified as having been
collected from him or her is am fact that
specimen he or she provided.

1231 A higher level supervisor shau
review and concur am advance with anfY
decision by a collection site person to
obtain a specimen under the direct
observation of a same lender collection
site person based On a meason to belieie
that the individual may alter of
subatitute the specimen to be provided.

124) The collection site person shall
complete the c.hain of custody form.

123) The inne specimen and chain of
custody form are now ready for
shipment. If the specimen is not
immediately prepared for shipment. it
shall be appropriately safeguarded
dunrng temporary storage.

{12 While any part of the above
chain of custody procedures is being
performed. it is essential that the urine
specimen and custody documents be
under the control of the involved
Collection site person. If the involved
collection site person leaves his or her
work station momentanly. the specimen
and custody form shall be taken with
him or her or shall be secured. Alter the
collection site person returns to the
work statiOn, the custody process will
continue. If the collection site person is
leaving for an extended period of Utse.
the'specimen shall be packaged for
mailinit before he or she leaves the site.

DOT
(2) (Il The isdividual shall be asked

to read and sigp a statement so the
unne custody and control form

certfying that the specimen identlfied as
.hving been collected from him or bet is
in fact that specimen he or she provided.

Dii) The individual shell be provided
an opportunity to set forth on the urine

custody and conuol form Information
conceming medications taken or
administered in the past 30 days.

(11l) When specified by DOT agency
rerulation or required by the collection
site (other than an employer site) or by
the laboratory. the employee may be
required to sip a consent or release
form authorisng the collection of the
specimen. analysis of the specimen for
designated convolled substances. and
release of the results to the employer.
The employee may not be required to
waive liability with respect to
negligence on the peWt of any person
participating in the collecto. handing
or analysis of the specimen or to
indemnify any person for the negligence
of others.

(23) A higher level supervisor of the
collection site person. or a designated
employer representative, shall review
and concur in advance with any
decision by a collection site person to.
abram a spec'imen under the dbic

observation of a s•me gender collaction
site person based upon the

circumstances described pargnraph
(e)(2) of this section.

(24) The collection site person shall
complete the csain of custody portion of
the urine custody and contmol form to
indicate receipt from the employee and
shall certify proper oompletion of the
collection.

(25) The urine specimen and chain of
Custody form are now ready for
shipment. If the specimen is not
inmediately prepa.red for shipment. it
shall be appropriately sfeguarded
dui•g temporary storage.

(25)(j) While any patn of the above
chain of custody procedures is befn
performed. It is essential that the urine
specimen and custody documents be
under the control of the involved
Collection site person. If the involved
collection site person leaves his or ber
work station momentarily., the specmian
and urine custody and conutol form shl
be taken with him or her or sall be
secured. After the collection site person
returns to the work statio the custody
pr•.ess will continue. If the collection
site person is leavirg for an extended
period of time. the specimen shaUl be
'packaged for madLg before he or she
leSaves the sits. ..

(25) A higher level supervisor in
the drug testing program shall review
and concur in advance with any decision

i by a collection site person to obtain a
urine specimen under the direct observa-
tion of a same gender collection site
person based on a reason to believe that.
the individual may alter or substitute -
the 'specimen to be. provided.

(26) The collection site person
shall complete the chain-of-custody forms
for both the aliquot and the split
sample, if collected, and shall certify
proper completion of the collection.

t- 27) The specimens ao c60 Oe
custody forms are now ready for transfer
to the laboratory or the licensee's
testing facility. If the specimens are
not immediately prepared for shipment,
they shall be appropriately safeguarded
during temporary storage.

(28) While any part of the above
chain-of-custody procedures is being
performed, it is essential that the
specimens and custody documents be under
the control of the involved collection
site person. The collection site person
shall not leave the collection site in
the interval between presentation of the
specimen by the individual and securement
of the samples with identifying labels
bearing the individual's specimen identi-
fication numbers and seals initialled by
the individual. If the involved collection
site person leaves his or her work
station momentarily, the specimens and
custody forms shall be taken with him or
her or shall be secured. If the collection
site person is leaving for an extended
period of time. the specimens shall be
packaged for transfer to the laboratory
before he or she leaves the site.
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(H) Tbe collection site person shall not

]eave the collection fite in the Interae
between presentation of the ape ma
by the employe* and s.cmatmal of the
sample with an Identifyin lsbel beariq
the employee's specimen identification
number (shown on the urine custody
and control form) and sea] initialed by
the employee. If it becomes necessary
for the collection site person to leave the
tile duina this interval tho rallecuon.

(g! C.llecuon Contrpl To the
maximum e2ten1t possible. coIlecoDn Mite
personnel shall keep the individual's
specimen botilk Si•lI sight both before
and lher the individual has urnatedt
After the specimen is collected. it shall
be property sealed and labeled. An
approved chain of custody form sall be
us6d for mantauU'ig conr.ol and
accountability of each specimen brom
the point of collection to final
disposition of the specimen. The date
and purpose shall be documented on an
approved chamin of custody form each
uane a specimen is handled or
transferred and every individual Un the
chain shall be idenutried Every e91ort
shall be made'to minimnze the number of
persons handling specimens.

I.
(g) Collection cAneL. To the

maximum extent possible. collection site
persroel shall keep the individual's
specimen bottle within sight both before
and after the individual has urinated.
After the specimen is collected. it shall
be property sealed and labeled. The
uine custody and control form shaU be
used for maintainingi contol and
accountability of each specimen from
the point of collection to final
disposition of the specimen. The date
and purpose shall be documented on an
approval chain of custody form each
time a specimen is bhanded or
transferred and every individual in the
chain shall be identified. Every effort
shall be made to miLjmte the number of
perstins baadling specimens.

(h) "Collection Control.' To the
maximum extent possible, collection site
personnel shall keep the individual's
specimen containers within sight both
before and after the individual has
urinated or provided a breath or blood
sample. After the specimen is collected
and whenever urine specimens are split,
they shall be properly sealed and labeled.
A chain-of-custody form shall be used for
maintaining control and accountability of
each specimen from the point of collection
to final disposition of the specimen.
The date and purpose shall be documented
on the chain-of-custody form each time a
specimen is handled or transferred, and
every individual in the Chain shall be
identified. Every effort shall be made
to minimize the number of persons handling
specimens.

13
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(hi Transporwtion to Laboratory.
Collection silt personine) shall arfange
to ship the collected specimens to the
drug testing laboratory. The specimens
shall be placed in containers designed to
minimize the possibility of damage
during shipment. for example, specimen
boxes or padded mailers: and those
containers shall be securely sealed to
eluninate the possibility of undetected
tampering On the tape sealing the

co-ntainer the collection site supervisOt
shall si•n and enbet the date specimens
were waled in the containers iot L
shoprment. The collection site personnel
ghdil ensure that the cbain of custody
documentaltoni is attached to each
tont&.sner seal.ed for shipment to the
drug testing laboratory

L

(h) Transponorion go loboratory.
Collection site personnel shall arratne
to ship the collected specimens to the
drug teeting laboratory. The specimens
sha&U be placed in .zntainers designed to
minimuze the poasiblity of damage
during shipment (k.-. specimen boxes
and/or padded mailera). and those
containers shall be securely sealed to
eliminate the possibility of undetected
tampering. On the tape sealing the
container. the collection site person
shall siin and enter the date specumens
were sealed in the containers for
shipment. The collection site person
shall ensure that the chain of custody
documentation is attached to each
container sealed for shtipment to the
drug testing laboratory.

(i) Failure to cooper•teI f the
employee refuses to cooperate with the
collecton process (eg- refuaal to
provide a complete specimen. complete
paperwork. initial specimen) the
collection site person shaj inlorm the
employer representative and shal
document the non-cooperation on the
urne custody and control form.

(I) 'Transportatior. to Laboratory or
Testing Facility." Collection site
personnel shall arrange to transfer the
collected specimens to the drug testing
laboratory or licensee testing facility.
To transfer specimens off-site for
initial screening and for a Second screen
and confirmatory analysis of presumptive
positive specimens, the specimens shall
be placed In containers designed to
mInlaize the possibility of danage
during shipment (e.g.. specimen bores or
padded mailers) and those containers
shall be securely sealed to eliminate the
possibility of undetected tampering. Onr
the tape sealing the container, the
collection site person shall sign and
enter the date specimens were sealed in
the containers for shipment. The
collection site personnel shall ensure
that the chain-of-custudy documentation
is attached to each container sealed for
shipment to the drug testing laboratory.

(J) -Failure to Cooperate.* If the
individual refuses to cooperate with the
urine collectiun or breath analysis
process (e.g., refusal to provide a
compi.te specimen, complete paperwork,
initial specimen), then the collection
site person shall inform the Medical
Review Officer and shall document the
non-cooperation on the specimen custody
aid contrul form. The provision of
blood specimens for.use to conflrn d
positive breath test for alcohol shall be
entirely voluntary, at the individual's
discretion. In the absence of a voluntary
blood test the positive breath test shall
be considered a confirmed positive.

2.5 HNS-certified Laboratory Personnel.

(a) "Day-to-Oay Management of the HMS-
certified Laboratories."

(1) The HHS-certified laboratory
shall have a cuslifleo individual to
assume professional, organizational.
educational. and administrative
responsibility for the laboratories'
drug testing facilities.

(2) This individual shall have
documented scientific qualifications in
analytical forensic toxicology. Minimum
qualifications are:

(1) Certification as a laboratory
director by the appropriate State in
forensic or clinical laboratory
toxicology; or

(ii) A PhD in one of the natural
sciences with an adequate undergraduate
and graduate education In biology.
chemistry, and pharmacology or
toxicology, or

(III) Training and experience
comparable to a PhD In one of the
natural sciences, such as a medical or
scientific degree with additional
training and laboratory/research
experience In biology, chemistry, and
pharmacology or toxicology, and

~3 Laboratory Personnel
o] Doay-to-D.y Marojemeer..

(Il The laboratory shal) have a
q.alhfied idirhidual to assume
profes.saonaa Orgaritz.atiorAL
eouCatione;. and admutls,-itive
responsibility for the laboratory's u"rne
drug testing faciLty.

(1 This Lodivtou,1 shall have
documented scicnuric qualifications in
analvtical forensic toxicology Mi•imum
qualifications are.

(1) Certirication as a laboratory
director by the State in forensic or
clinical laboratory toxicoksg. or

fiil A Ph.D in ore of the narural
sciences with an adequate
undergraduate and graduate education
in bioloD. chemistr). and pharmacology
or toxuicoiog,. or

[iii) Training and experience
comparable to a P..D. in one of the
natu.raJ sciences, much as a med'cal or L
scientirfc degee with addiuonal vainlng
and Ia bore to-/re-euvch experience it

I 44.27 Laioatr p'rorsoid

(a) Day-to-day moanqemenL (1) The
laboratory shall have a quaLified
individual to assume professional,
organizational educationaL and
administrative responsibility for the
laboratory's urine drug tesWng facility.

(2) This •ndividual shall have
documented scientific qualsfications in
analyt•c• forensc toxicology. Minimum
qualifications am

(i) Certificatioc as a laboratory
director by the State in forensic or
clinical laboratory toxaicoloyr or

(ii) A Ph.D. in one of the natural
sciences with an adequate
under-raduate end graduate education

" G- biology. chemistry, and pharmacology
or toxicology. or

(iii) Training and experience
comparable to a Ph.D. in one of the
natural sciences. such as a medical or
scientific degree with additional training
and laboratory/research experience in
biology. chemistry. and pharmacology or
towcolog'i and
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(iv) In addition to the requirements in

(it. (it). and (iii) above, minimum
qualifications also require:

(A) Appropriate experience in
analytical forensic toxicology including
experience with the analysis of
biological material for drugs of abuse.
and

(B) Appropriate training and/or
experience in forensic applications of
analytical toxicology. e.g. publications.
court testimony. research concerning
analytical toxicology of drugs of abuse.
or other factors which qualify the
individual as an expert witness in
forensic toxicology.

(3) This individual shall be engaged in
and responsible for the day-to-day
management of the drug testing
laboratory even where another
individual has overall responsibility for
an entire multispecialty laboratory.

(4) This individual shall be
responsible for ensuring that there are
enough personnel with adequate
training and experience to supervise and
conduct the work of the drug testing
laboratory. He or she shall assure the
continued competency of laboratory
personnel by documenting their
ianservice training, reviewing their work
performance, and verifying their skills.

(5) This individual shall be
responsible for the laboratory's having a
procedure manual which is complete.
up-to-date, available for personnel
performing tests, and followed by those
personnel. The procedure manual shall
be reviewed. signed. and dated by this
responsible individual whenever
procedures are first placed into use or
changed or when a new individual
asslmes responsibility for management
of the drug testing laboratory. Copies of
all procedures and dates on which they
are in effect shall be maintained.
(Specific contents of the procedure
manual are described in 2.4tn)(1).)

(6) This individual shall be
responsible for maintaining a quality
assurance program to assure the proper
performance and reporting of all test
results. for maintaining acceptable
analytical performance for a U controls
and standards. for maintaining quality
control testing: and for assuring and
documenting the validity, reliability.
accuracy:, precision, and performance
characteristics of each test and test
system.
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(lv) In addition to the requirements In
paragraph (a)(2) (1), (iI). and (W) of this
section, minimum qualifications also
requir

(A) Appropriate experience in
analytical forensic toxicology including
experience with the analysis of
biological material for drugs of abuse,
and

(B) Appropriate training and/or
experience, in forensic applications of
analytical toxicology, e.gý. publications.
court testimony. research concerning
analytical toxicology of drugs of abuse.
or other factors which qualify the
individual as an expert witness in
forensic toxicology.

(3) This individual shall be engaged in
and responsible for the day-to-day
management of the drug testing
laboratory even where another
individual has overall responsibility for
an entire multispecialty laboratory.

(4) This individual shall be
responsible for ensuring that there are
enough personnel with adequate
training and experience to supervise and
conduct the work of the drug testing
laboratory. He or she shall assure the
continued competency of laboratory
personnel by documenting their
inservice training, reviewing their work
'performance, and verifying their skills.

(5) This individual shall be •
responsible for the laboratory's having a
procedure manual which is complete,
up-to-date, available for personnel
performing tests, and followed by those
personnel. The procedure manual shall
be reviewed, signed. and dated by this
responsible individual whenever
procedures are first placed into use or
changed or when a new individual
assumes responsibility for management
of the drug testing laboratory. Copies of
all procedures and dates on which they
are In effect shall be maintained.
(Specific contents of the procedure
manual are described in I 40.29(n)(1).)

(iv) In additio to the requieents
in ()I. (it). and (iil) above, minimu

Squalifications also require:
(A) Appropriate experience in

analytical forensic toxicology Including
experience witt the analysis of
biological material for "s of abuse;
anti

11), APPropiate trailsiag and/or
experience In forensic applications of
analytical Uiacology, e.g.,
Publications, court testimony. research
concerning analytical toxicology of drugs

:of abuse, or other factors which qualify
Ithe Individual as an expert witness in
forensic toxicology.

(3) This individual shall be engaged
in and responsible for the day-to-day
8a41geitlt of the testing laboratory even
whert another individual has overall
responsibility for an entire
multispecialty laboratory.

(4) This individual shall be
responsible for ensuring that there art
enough personnel with adequate training
and experience to supervise and conduct
the work of teir testing laboratories.
tie or she shall assure the continued
competency of laboratory personnel by
documnting their Inservice tralning,
reviewing their work performance, and
verifying their skills.

(5) This individual shall be resnon-
sible for the laboratory's having a
procedure manual which is complete,
up-to-date, available for personnel
performing tests, and followed by those
personnel. The procedure manual shall
be reviewed, signed, and dated by this
responsible individual whenever procedures
are 'first placed into use or changed or
when a new individual assumes responsibility
for management of the laboratory. Copies
of all procedures and dates on which they
are in effect shall be maintained.
(Specific contents of the procedure
manual are described in Section 2.7(0) of
this appendix).

(6) This individual shall be
responsible for maintaining a quality
assurance program to assure the proper
performzaice and reporting of all test
results; for maintaining acceptable
analytical performance for all controlms
and standards; for maintaining quality
control testing; and for assurirg and
documenting the validity, reliability.
accuracy, precision, and performance
characteristics of each test and test
Systeo .....

(6) This individual shall be
responsible for maintaining a quality
assurance program to assure the proper
Performance and reporting of all test
results- for maintaining acceptable
analytical performance for all controls
and standards: for maintaining quality
control testing- and for assuring and
documenting the validity, reliability,
accuracy, precision, and performance

characteristics of each test and test
system.



(7) This individual shall be
responsible for taking all remedial
actions necessary to maintain
satisfactory operation and performance
of the laboratory in response to quality
control systems not being within
performance specifications, errors in
result reporting or in analysis of
performance testing results. This
individual shall ensure that sample
results are not reported until all
corrective actions have been taken and
he or she can assure that the tests
results provided are accurate and
reliable.

(b) Test Validation. The laboratory's
urine drug testing facility shall have a
qualified individual(s) who reviews all
pertinent data and quality control
results in order to attest to the validity
of the laboratory's test reports. A
laboratory may designate more than one
person to perform this function. This
individual(s) may be any employee who
is qualified to be responsible for day-to-
day management or operation of the
drug testing laboratory.

1c) Doy-to-Dcy Operrations and
Supervision o! Analys:s. The
laboratory's urine drug testing facility
shall have an individual to be
responsible for day-to-day operations
and to supervise the technical analysts.
This individual(s) shall have at least a
bacheIor's degree in the chemical or
biological sciences or medical
technoiogy or equivalent. He or she
shall have training and experience in the
tneory and practice of the procedures
used in the laboratory. resulting in his or
her thorough understanding of quality

control practices and procedures: the
review. interpretation, and reporting of
test results: maintenance of chain of
custody: and proper remedial actions to
be taken in response to test systems
being out of control limits or detecting
aberrant test or quality control results.

(d) Other Personnel. Other
technicians or nontechnical staff shall
have :he necessary training and skills
for the tasks assigned.

(e) Tr-cning. The laboratory's urine
drug testing program shall make
available continuing education programs
to meet the needs of laboratory
personn e.

If) Files. Laboratory personnel files
shall include: resume of training and
experience: certification or license. if
any: references: job descriptions:
records of performance evaluation and
advancement: incident reports: and
results of tests which establish
employee competency for the position
he or she holds, such as a test for color
blindness, if appropriate.

(7) This individual shall be
responsible for taking all remedial
actions necessary to maintain
satisfactory operation and performance
of the laboratory in response to quality
control systems not being within
performance specifications. errors in
result reporting or in analysis of
performance testing results. This
individual shall ensure that sample
results are not reported until all
corrective actions have been taken and
he or she can assure that the tests
results provided are accurate and
reliable.

(b) Test validation. The laboratory's
urine drug testing facility shall have a
qualified individual(s) who reviews all
pertinent data and quality control
results in order to attest to the validity
of the laboratory's test reports. A
laboratory may designate more than one
person to perform this function. This
individual(s) may be any employee who
is qualified to be responsible for day-to-
day management or operation of the
drug testing laboratory.

(c) Day-to-day operations and
supervision of analysts. The
laboratory's urine drug testing facility
shall have an individual to be
responsible for day-to-day operations
and to supervise the technical analysts.
This individual(s) shall have at least a
bachelor's degree in the chemical or
biological sciences or medical
technology or equivalen;. He or she
shall have training and experience in the
theory and practice of the procedures
used in the laboratory, resulting in his or
her thcrough understanding of quality
control practices and procedures; the
review, interpretation, and reporting of
test results: maintenance of chain of
custody: and proper remedial actions to
be taken in response to test systems
being out of control limits or detecting
aberrant test or quality control results.

(d) Orherpersonnel. Other technicians
or nontechnical staff shall have the
necessary training and skills for the
tasks assigned.

(e) Tmaiing. The laboratory's urine
drug testing program shall make
available continuing education programs
to meet the needs of laboratory
personnel.

(f) Files. Laboratory personnel files
shall include: resume of training and
experience: certification or license, if
any; references: job descriptions;
records of performance evaluation and
advancement- incident reports: and
results of tests which establish
employee competency for the posifion
he or she holds, such as a test for color
blincdness, if appropriate.

(7) This individual shall be
responsible for taking all reetoial
actions necessary to maintain
satisfactory oaration and performarce of
the laboratorMin response to quality
control systems not being within
performance speciflcatlons, errors in
result reporting or in analysis of
perfoni-ance testing results. This
individual shall ensure that sample
results are not reported urtil all
corrective actions have been taken ana he
or she can assure that the tests results
provided are accurate and reliable.

(b) "Test Validation.' The
laboratory's urine drug testing facil•ty.
shall have a cualifieo Individual(s) who
reviews all pertinent data and quality
control results in order to attest to the
validity of thu.laboratory's test
reports. A laboratory nwy designate more
than one person to perform this function.
This Individual(s) may be any employee
who IS qualified to be responsitble fr
day-to-day manaaemtnt or operation of the
drug testina laboratory.

(C) "Oay-t&-Oay Operations and
Supervision of Analysts.' The
laboratory's urine drug testing facility
shall have an Individual to be
responsible for day-tu-day operations and
to supervise the technical analysts.
This individual(s) shall have at least a
bachelor's degree in the chemical or
biological sciences or medical technology
or equivalent. He or she Shall have
training and experience in the theory and
practice of the procedurts used in the
14boratory, resulting in his or her
thorough understanding of quality control
practices and procedures; the review,
interpretation, and reporting of test
results; maintenance if chain of custody;
aid proper remedial actIurns to be taken
iii response to test systems being out of
control limits or oetecting aberrant test
or quality control results.

(d) "Cther Persor,,el." Other
technicians or nontechnical staff shall
have the necessary training and skills
for the tasks assigned.

(e) "Trainfn." The labcratory's
testing Program shall make available
continuing education programs to rmeet the'
needs of laboratory personnel.

(f) 'Files." Laboratory personnel
files shall include: resume of trdining
and experience; certification, or license.
if any; references; job descriptions;
recurds of performance evaluation and
advancefentn; incident reports; eno
results of tests which estabtish employee
competency fur the position he or she
holds, such as a test for color
blindness, if appropriate.
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Z.6 Licensee Testing Facility Personnel.

(a) "Day-to-Day Management of
O0rations." Any licensee testing facility
shall have an individual to be responsible
for day'to-day operations and to supervise
the testing technicians. This individual(s)
shall have at least a bachelor's degree
in the chemical or biological sciences or
medical technology or equivalent. He or
she shall have training and experience in
the theory and practice of the procedures
used in the licensee testing facility,
resulting in his or her thorough under-
standing of quality control practices and
procedures; the review, interpretation,
and reporting of test results; and proper
remedial actions to be taken in response
to detecting aberrant test or quality
control results.

(b) "Other Personnel." Other
technicians or nontechnical staff shall
have the necessary training and skills
for the tasks assigned.

(c) "Files." Licensees' testing
facility personnel files shall include:
resume of training and experience;
certification or license, if any;
references; job descriptions; records of
performance evaluation and advancement;
incident reports; results of tests which
establish employee competency for the
position he or she holds, such as a test
for color blindness, if appropriate
and appropriate data to support deter-
minations of honesty and integrity
conducted in accordance with Section 2.3
of this appendix.

2.4 L•boratory Analysis Procedures.

(a) Security and Chain of Custod*y. (1)
Drug testing laboratories shall be secure
at al; times. They shall have in place
sufficient security measures to control
access to the premises and to ensure
that no unauthorized personnel handle
specimens or gain access to the
laboratory processes or to areas where
records are stored. Access to these
secured areas shall be limited to
specifically authorized individuals
whose authorization is documented.
With the exception of personnel
autho.ized to conduct inspections on
behalf of Federal agences for which the
laborator-y is engaged in urine testing or
on behalf of the Secretary. all authorized
visitors and maintenance and service
personnel shal be escorted at all times.
Documentation of individuals accessing
these areas, dates, and time of entry and
purpose of entry must be maintained.

§ 40.29 Laboratory analysis procedures.

(a) Security and chain of custody. (1)
Drug testing laboratories shall be secure
at all times. They shall have in place
sufficient security measures to control
access to the premises and to ensure
that no unauthorized personnel handle
specimens or gain access to the
laboratory processes or to areas where
records are stored. Access to these
secured areas shall be limited to
specifically authorized indivriduals
whose au thorization'is documented.
With the exception of personnel
authorized to conduct inspections on
behalf of Federal agencies for which the
laboratory is engaged in urine testing or
on behalf of DHHS. all authorized
visitors and maintenance and service
personnel shall be escorted at all times.
Documentation of individuals accessing
these areas, dates, and time of entry and
purpose of entry must be maintained.

2.7 Laboratory ano Testing Facility
Analysis Procedurts.

(a) "Security and Chain of Custody."
(1) HHS-certtfied drug testing

laboratories and any licensee testing
facility shall be secure at all times.
They shall have in place sufficient
security measures to control access to
the premises and to ensure that no
unauthorized personnel handle specimens
or gain access to the laboratory pro-
cesses or to areas where records and
split samples are stored. Access to
these secured areas shall be limited to
specifically authorized individuals
whose authorization is documented. All
authorized visitors and maintenance and
service personnel shall be escorted at
all times in the HNS-certified labor-
atory and in the licensee's testing
facility. Documentation of individuals
accessing these areas, dates, and times
of entry and purpose of entry must be
maintained.
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(2) La~oratories shall use chain of

custody procedures to maintain control
and accountability of specimens from
receipt through completion of testing.
reporting of results, during storage, and
continuing until final disposition of
specimens. The date and purpose shall
be documented on an appropriate chain
of custody form each tine a specimen is
ha.dled or transferred, and every
individual in the chain shall be
identified. Accordingly. authorized
technicians shall be responsible for each
urine specimen or aliquot in their
possession and shall sign and complete
chain of custody forms for those
specimens or alhquots as they are
received.

(bi Receiving. (1) When a shipment of
specimens is received. laboratory
personnel shall inspect each package fur
evidence of possible tampering and
compare information on specimen
bottles within each package to the
information on the accompanying chain
of custody forms. Any direct evidence of
tampering or discrepancies in the
information on specimen bottles and the
agency's chain of custody forms
attached to the shipment shall be
immediately re•orted to thle agency and
shall be noted on the laborato,,'s chain
of custody form which shall accompany
the specimens while they are in the
laboratory's possession.

(2) Specimen bottles will normally be
retained within the laboratory's
accession area until all analyses have
been completed. Aliquots and the
laboratory's chain of custody forms
shall be used by laboratory personnel
for conducting initial and confirmatory
tests.

(c/ Short-Term Refrigerated Sloroge.
Specimens that do not receive an initial
test within 7 days of arrival at the
laboratory shall be placed in secure
refrigeration units. Temperatures shall
not exceed 6C. Emergency power
equipment shall be available in case of
prolonged power failure.

(2) Laboratories shall use chain of
custody procedures to maintain control
and accountability of specimens from
receipt through completion of testing.
reporting of results, during storage, and
continuing until final disposition of
specimens. The date and purpose shall
be documented on an appropriate chain
of custody form each time a specimen is
handled or transferred, and every--
individual in the chain shall be
identified. Accordingly, authorized
technicians shall be responsible for each
urine specimen or aliquot in their
possession and shall sign and complete
chain of custody forms for those
specimens or aliquots as they are
received.

(b) Receiving. (1) When a shipment of
specimens is received, laboratory
personnel shall inspect each package for
evidence of possible tampering and
compare information on specimen
bottles within each package to the
information on the accompanying chain
of custody forms. Any direct evidence of
tampering or discrepancies in the
information on specimen bottles and the
employer's chain of custody forms
attached to the shipment shall be
immediately reported to the employer
and shall be noted on the laboratory's
chain of custody form which shall
accompany the specimens while they
are in the laboratory's possession.

(2) Specimen bottles will normally be
retained within the laboratory's
accession area until all analyses have
been completed. Aliquots and the
laboratory's chain of custody forms
shall be used by.laboratory personnel
for conducting initial and confirmatory
tests.

(c) Short.term refrigerated storage.
Specimens that do not receive an initial
test within 7 days of arrival at the
laboratory shall be placed in secure
refrigeration units. Temperatures shall
not exceed 6"C. Emergency power
equipment shall be available in case of
prolonged power failure:
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(2) Laboratories shall use chain-

of-custody procedures to maintain control
and accountability of specimens from
receipt through completion of testing,
reporting of results, during storage, and
continuing until final disposition of
specimens. The date and purpose shall be
documented on an appropriate chain-of-
custody form each time a specimen is
handled or transferred, and every indi-
vidual in the chain shall be identified.
Accordingly, authorized technicians shall
be responsible for each urine specimen or
aliquot in their possession and shall
sign and complete chain-of-custody forms
for those specimens or aliquots as they
are received.

(b) "Receiving."
(1) When a shipment of specimens is

received, laboratory ana licensee's
testirig facility personnel !hblI inspect
each package for evidence of possiLle
tampering and compare information cn
specimen containers within each package
to the information on the accom, panyiny
chain-of-custody foites. Any direct
evidence of tampering or discrepancies In
the information on Speciren containers
and the licensee's cha!n-of-custLdv fnrm%
attached to the shipment shall be
reported within.24 hours to the licenset,
in the case of IHS-certifiec
laboratories, anG snalt be noted on the
labor-atury's chaifi-of-CuStody form which
shall 4ccoinpdny the SpecImers While they
aret in the laboratory's possession.
Inoications of tampering with specimens
at a testing facility operated by a licensee
shall be reported within 8 hours to
senior licensee management.

(W1 Specimen containers will normally
be retained within the laboratory's or
testing facility's accession area until
all analyses have been completec.
Aliquots and the chain-of-custody fcrvms
shall be used by laboratory or testino
facility personnel for conducting initial
and confirmatory tests, as apprGpriate.

(C) Short-Term Refrigerated Storage."
Speciamens that do not receive an initial
test within 7 days uf arrival at the
laboratory or are not shipped within 6
hours from the licensee's testing facility
and any retained split samples shall be
placed in secure refrigeration units.
Temperatures shall nut exceed 6VC.
Energency power equipment snail be available
in case of prolonged power failurt.

9
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(d) Specimen Processing. Laboratory

- facilities for urine drug testing will
normally process specimens by grouping
them into batches. The number of
specimens in each batch may vary
significantly depending on the size of
the laboratory and its workload. When
conducting either initial or confirmatory
tests. every batch shall contain an
appropriate number of standards for
calibrating the instrumentation and a
minimum of 10 percent controls. Both
quality control and blind performance
test 'namples shall appear as ordinary
samples to laboratory analysts.

(el Initial Test. (1) The initial test
shall use an immunoassay which meets
the requirements of the Food and Drug
Administration for commercial
distribution. The following initial cutoff
levels shall be used when screening
specimens to determine whether they
are negative for these five drugs or
classes of drugs:

(d) Specimen processing. Laboratory
facilities for wine drug testing will
normally process specimens by grouping
them into batches. The number of
specimens in each batch may vary
significantly depending on the size of
the laboratorj and its workload. When
conducting either initial or confirmatory
tests, every batch shall contain an
appropriate number of standards for
calibrating the instrumentation and a
minimum of 10 percent controls. Both
quality control and blind performance
test samples shall appear as ordinary
samples to laboratory analysts.

(e] Initial test. (1) The initial test shall
use an immunoassay which meets the
requirements of the Food and Drug
Administration for commercial
distribution. The following initial cutoff
levels shall be used when screening
specimens to determine whether they
are negative for these five drugs or
classes of drugs:

(d) "Specimen Processing." Urine
specimens Identified as presumptive

positive by a licensee's testing facility
shall be shipped to an HMS-certified
laboratory for testing. Laboratory
facilities for drug testing will normally
process urine specimens by grouping them
,into batches. The number of specimens
in each batch may vary significantly
depending on the size of the laboratory
and its workload. When conducting either
initial or confirmatory tests at either
the licensee's testing facility or an
HHS-certified laboratory, every batch

shall contain an appropriate number of

standards for calibrating the instrumen-
tation and a minimum of 10 percent
controls. Both quality control and blind
performance test samples shall appear as

ordinary samples to laboratory analysts.
(el 'Preliminary Initial Test."
(1) For the analysis of urine

specimens, any preliminary test performed
by a licensee's testing facility and the
initial screening test performed by a
HHS-certifled laboratory.shall use an

lmmunoassay which meets the requirements
of the Food and brug Administration for
commercial distribution. The initial
test of breath for alcohol performed at
the collection site shall use a breath
analysis technique which meets the
requirements of the National Bureau of
Standards. The following initial cut-off
levels shall be used when screening
specimens to determine whether they are
negative for these eight substances:

Initial test
level (ng/ml)

Marijuana metabolites ............... ICC
Cocaine metabolites ................. 300
Opiate metabolites .................. 3 00*
Phencyclidine ........................ 25
Amphetaminer ...................... 1,000
Benzodiazepine metabolite

(OxAzepalm) ...................... 50
Barbiturates ........................ 100

Alcohol ................. 1) 0.04% BAC
or (2) BAC to be determined by licensee

In addition, licensee's may specify more
stringent cutoff levels. Results srall
be reported for both levels in such c'ses.

"25 ng/ml is immunoessay specific for
free morphine.

(2) These test levels dre subject to
change by the NRC in respunse to
iidustry experience and changes to the
HHS Guidelines by the Depdrtment of
Health and Human Services as aovances in
technology or other considerations
warrant identification of these
substances at other concentraietons.

M~ariuana metaoolwies.............................
cozaine "Kabobtes . .......~........
Oopate lCbke

Innial

Weit

(ng/mlp

100
300

'300
25

1.000

Initial

Ing/

* 25ng/mi Cm wivw &s&y soeft¢ lot Iree moW.

(2) These test levels are subject to
change by the Department of Health and
Hutm.an Services as advances in
technology or other considerations
warrant identification of these
substances at other concentrations.
Initial test methods and testing levels for
other drugs shall be submitted in writing
by the agency for the written approval
of the Secretary.

Uadi~uaia mOU~eiaore..... 100
Comaim metoinas. .e 300
Opiate meitabolue *'300
Ptencyclicdne ... 25
Molieianes 1.000

"ISngi/e V UulmunoasSay sPeeit foe fmree nme.

(2) These test levels are subject to
change by the Department of Health and
Human Services as advances in
technology or other considerations
warrant identification of these
substances at other concentrations.
Initial test methods and testing levels for
other drugs shall be submitted in writing
by the employer for the written approval
of the DOT Agency under that agency's
regulations.



Mf) Confirmotory Test. (1) All
specimens identified as positive on the
initial test shall be confirmed using pas
chromatography/mass spectrometry
(GC/MS) techniques at the cutoff values
listed in this paragraph for each drug.
All confirmations shall be by
quantitative analysis. Concentrations
which exceed the linear region of the
standard curve shall be documented in
the laboratory record as "'greater than
highest standard curve value.-

(f) Confiratory test. (1) All
specimens identified as positive on the
initial test shall be confirmed using gas
chromatography/mass spectrometry
(GC/MS) techniques at the cutoff values
listed in this paragraph for each drug.
All confirmations shall be by
quantitative analysis. Concentrations
which exceed the linear region of the
standard curve shall be documented in
the laboratory record as "greater than
highest standard curve value."

~-3)
(f) "Confrmawtry Test."
(1) Specimens which test negative as

a result of this second screening shall
be reported as negative to the licensee
and will not be subject to any further
testing.

(2) All urine samples identified as
positive on the screening test performed
by a NHS-certlfied laboratory shall be
confirmed using gas chromatography/mass
spectrometry (GC/MS) techniques at the
cut-off values listed in this paragraph
for eacit drug, and at the cut-oft values
required by the licensee's unique program,
where differences exist. All confirmations
shall be by quantitative analysis.
Concentrations which exceed the linear
region of the standard curve shall be
documented in the laboratory record as
'greater than highest standard curve
value.'

Confirmatory test
level (ng/ml)

Marijuana metabolite ................... 15*
Cocaine metabolite .................... 150-
Opiates:

Morphine ......................... 300
Codeine .......................... 300

Phencyclidine .......................... 25
Amphetamines:

Amphetamine ...................... 500
Methamphetamlne .................. 500

Benzodiazepine metabolite .............. 10***
Barbiturates:

Phenobarbital .................... 100
Thiopental ....................... IOC
Pentobarbital .................... 100
Secobarbital ..................... 100
Amobarbital ...................... 100
Aprobarbital ..................... 100
Hexobarbital ..................... 100
Butabarbital ..................... 100

Alcohol ......................... 0.04% SAC
or (2) SAC to be determined by licensee

* DeIta.9-tetrahydrocannabi no 1-g-carboxy Iic
acid.

Benzoylecgonine.
" Oxazepam In addition, licensees may
specify more stringent curoff levels.
Results shall be reported for both levels
in such cases.

(3) The analytic procedure for
confirmatory analysis of blood samples
voluntarily provided by individuals
testing positive for alcohol on a breath
test shall comply with State standards
controlling the testing of blood for
alcohol concentrations.

Contvrna.
Woy teow

ievei (ng/

Mantuarna metawo elo '...... ... ..... 15
Coaemewaooiite 2 .... ....... IS

Cocaine . . .. . .. .. .... •300

Mpo pne.. .- ..... 50

I esgtuhdoar~b~--r~t acid.

(2) These test levels are subject to
change by the Department of Health and
Human Services as advances in
technology or other considerations
warrant identification of these
substances at other concentrations.
Confirmatory test methods and testing
levels for other drugs shall be submitted
in writing by the agency for the written
approval of the Secretary.

tory test
level ing/

tmd)

Marjuana metabolite i 15
Cocaine mnetaboote a - ¶SO
Opilter. ......

Morphmne 300
Codeine __300

Phencycifdine 25
Atnphetamines

Amnpetamine - 500
Methampietami•ne 5 500

D elna-g-teflhyUrocanmno.9.--cw1*yic acid.
* Bfioyiecgoftne.

(2) These test levels are subject to
change by the Department of Health and
Human Services as advances int
technology or other considerations
warrant identification of these..
substances at other concentrations.
Confirmatory test methods and testing
levels for other drugs shall be submitted
in writing by the employer for the
written approval of the DOT agency as
provided in that agency's regulations.



[S) Reporting Results. (1) TM*
laboratory shall report test results to the
agency's Medical Review Officer within
an average of 5 working days after
receipt of the specimen by the
laboratory. Before any test result is
reported Ithe results of initial tests.
confirmatory tests, or quality control
data). it shall be reviewed and the test
certified as an accurate report by the
responsible individual. The report shall
identify the drugs/metabolites tested
for, whether positive or negative, and
the cutoff for each. the specimen number
assigned by the agency, and the drug
testing laboratory specimen
identification number. The results
(positive and negative) for all specimens
submitted at the same time to the
laboratory shall be reported back to the
Medical Review Officer at the same
time.

. (2) The laboratory shall report as
nr=.-'ire all specimens which are
negative on the initial test or negative
on the confirmatory test. Only
specimens confirmed positive shall be
reported positive for a specific drug.

(3) The Medical Review Officer may
request from the laboratory and the
laboratory shall provide quantitation of
test results. The Medical Review Officer
may not disclose quantitation of test
results to the agency but shall report
on!%- whether the test was positive or
negative.

(j4 The laboratory may transmit
results to the Medical Review Officer by
various electronic means (for example.
teleprinters. facsimile. or computer) in a
manner designed to ensure
confidentiality of the information.
Results may not be provided verbally by
telephone. The laboratory must ensure
the security of the data transmission
and limit access to any data
transmission, storage. and retrieval
system.

(5) The laboratory shall send only to
the Medical Review Officer a certified
copy of the original chain of custody
form signed by the individual
responsible for day-to-day management
of the drug testing laboratory or the
individual responsible for attesting to
the validity of the test reports.

SoT-

(g) Reporting results. (1) The
laboratory shall report test results to the
employer's Medical Review Officer
within an average of 5 working days
after receipt of the specimen by the
laboratory. Before any test result is
reported (the results of initial tests,
confirmatory tests, or quality control
data), it shall be reviewed and the test
certified as an accurate report by the
responsible individual. The report shall
identify the drugs/metabolites tested
for, whether positive or negative, and
the cutoff for each. the specimen number
assigned by the employer, and the drug
testing laboratory specimen
identification number (accession
number). The results (positive and
negative) for all specimens submitted at
the same time to the laboratory shall be
reported back to the Medical Review
Officer at the same time.

(2) The laboratory shall report as
negative all specimens which are
negative on the initial test or negative
on the confirmatory test. Only
specimens cornfired positive shall be
reported positive for a specific drug.

(3) The Medical Review Officer may
request from the laboratory and the
laboratory shall provide quantitation of
test results. The Medical Review Officer
may not disclose quantitation of test
results to the employer but shall report
only whether the test was positive or
negative.

(4) The laboratory may eransmit
results to the Medical Review Officer by
various electronic means (for example.
teleprinters, facsimile, or computer) in a
manner designed to ensure
confidentiality of the information.
Results may not be provided verbally by

telephone. The laboratory and employer
must ensure the security of the data
transmission and limit access to any
data transmission. storage, and retrieval
system.

(5) The laboratory shall send only to
the Medical Review Officer the original
or a certified true copy of the urine
custody and control form (part 1). which
shall be signed (after the required
certification block) by the individual
responsible for day-to-day management
of the drug testing laboratory or the
individual responsible for attesting to
the validity of the test reports. and
attached to which shall be a copy of the
test report.

(g) "Reporting Results."
(1) The MHS-cert-fied laboratory shdl;

report test results to the licensee's
ledical Review Officer within 5 working
days after receipt of the specimen by the
laboratory. Before any test result is
reported (the results of Initial tests.
confirmatory tests, or quality control
data', it shall be reviewed ond the test
certified as an accurate report by the
responsible individual at the laboratory.
The repurt shall identify the substances
tebted for. whether positive or negative,
and the cut-off(s) for each, the specimen
number assigned by the licensee, and the
drug testing laboratory specimen identif•-
cation number. The results (ptsitive and
negative) for all specimens submitted at
the same time to the laboratory shall be
reported back to the Medical Review Officer
at the same time.

(2) The PHS-certified laboratory and
any licensee testing facility shall report
as negative all specimens which are
negative on the initial test or negative
on the confirmatory test. Only specimens
testing positive on the confirmatory
analysis shall be reported positive for a
specific substance. Specimens which test
positive during the prelimtnary testing at
the licensee's testing facility will not
be reported to licensee management or to
the -edical Review Officer and wilt not
be forwarded to the HHS-certified
laboratory for further testing, except as
a performance check of the licensee's
testing facility's procedures.

(3) The Medical Review Officer may
reouest from the HhS-certified
laboratory, and the laboratory shall
provide, quantitation of test results.
The Medical Review Officer way only
disclose quantitation of test results to
the licensee for tests if recuired In an
appeals process. Quantitation of negative
tests for urine specimens shall not be
disclosed. Alcohol quantitation for a
blood specimen shall be provided to the
licensee with the Medical Review Otficers
evaluation.

(4) The laboratory may transmit
results to the Medical Review Officer by
various electronic meant (e.g., tele-
printers. fdcsimile. or computer) in a
narner designed to ensure confidentiality
of the information. Results may not be
provided verbally by telephone from hFS-
certified laboratory personnel to the
Meodcal Review Officer. The PHS-certfited
laboratory must ensure the security of the
data transmission and limit access to any
data transmission, storage, and retrieval
systelm.

(5) The laboratory shall send only to
the Medical Review Officer a certified
copy of the original chain-of-custody
form signed by the Individual responsible
for cay-to-day management of the drug
testing laboratory or the individual
responsible for attesting to the validity
of the test reports and attached to which
shall be a copy of the test report.
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(B) The laboratory shall provide to the
agency official responsible for
coordination of the drug-free workplace
program a monthly statistical summary
of urinalysis testing of Federal -
employees and shall not include in the
summary any personal identifying
information. Initial and confirmation
data shall be included from test results
reported within that month. Normally
this summary shall be forwarded by
registered or certified mail not more
than 14 calendar days after the end of
the month covered by the summary. The
summary shall contain the following
information:

(i) Initial Testing:
(A) Number of specimens received;
(B) Number of specimens reported out:

and
(C) Number of specimens screened

positive for.
Marijuana metabolites
Cocaine metabolites
Opiate metabolites
Phencyclidine
Amphetamines

(ii) Confirmatory Testing:
(A) Number of specimens received for

confirmation:
(B) Number of specimens confirmed

positive for
Marijuana metabolite

Cocaine metabolite
Morphine. codeine
Phencyclidine
Amphetamine
Methamphelamine

(7) The laboratory shall mke
available copies of all analytical results
for Federal drug testing programs when
requested by DHHS or any Federal
agency for which the laboratory is
performing drug testing services.

(8) Unless otherwise instructed by the
agency in writing, all records pertaining
to a given urine specimen shall be
retained by the drug testing laboratory
for a minimum of 2 years.

(6) The laboratory shall provide to the
employer official responsible for
coordination of the drug-free workplace
program a monthly statistical summary
of urinalysis testing of the employer's
employees and shall not include in the
summary any personal identifying
information. Initial and confirmation
data shall be included from test results
reported within that month. Normally
this summary shall be forwarded by
registered or certified mail not more
than 14 calendar days after the end of
the month covered by the summary. The
summary shall contain the follow.ng
information:

(i) Initial testing.
(A) Number of specimens received;
(B) Number of specimens reported out;

and
(C) Number of specimens screened

positive for.

Marijuana metabolites
Cocaine metabolites
Opiate metabolites
Phenc.yclidine
Amphetamines

(ii) Confirmatory testing-
(A) Number of specimens received for

conf•mation:
(B) Number of specimens confirmed

positive for..
Marijuana metabolite
Cocaine metabolite
Morphine. codeine
Phen'cyiidine
Amphetamine
Methamphetamine

(7) The laboratory shal make
available copies of all analytical results
for employer drug testing programs
when requested by DOT or any DOT
agency with regulatory authority over
the employer.

(8) Unless otherwise instructed by the
employer in wrztng. all records
pertaining to a given urine specimen
shall be retained by the drug tet.ng
laboratory for a minimum of 2 years.

(6) The HNS-certified laboratory an*

the licensee's testing facility shall
provide to the licensee official

responsible for coordination of the

fitness-fur-duty program a manthly

itatistical suummary of urinalysis and

blood testing and shall not include in

the summary any personal identifying
information. Initial test data from the

licensee's testing facility and the HHS-

certified laboratory, and confirmation
data from HNS-certifled laboratories
shall be Included for test results

reported within that maontn. Normally
this sumary shall be forwarded from MHS-
certified laboratories by registered or

certified mail and from the licensee's

testing facility not more than 14

calendar days after the end of the month

covered by the sucmmry. The summary

shall contain the following information:

(I) Initial Testing:
(A) Nufter of specimens received;

(e! Number of specimens reported out;
and

(C) Number of specimens screened
Positive for:

Marijuana metabolites
Cocaine metabolites
Opiate metabolites
Phencyclidine
Amphetamines
Benzodiazepine metabolites

-Barbiturates
Alcohol

Number of Loecimens received for ar

confirmation:
(B) Number of specimens confirmed

positive for:
Marijuana metabolite
Cocaine Metabolite
Morphine, codeine
Phencyclidine
Amphetamine
Methamphetamine
Benzodiazepine metabolites
Barbiturates
Alcohol
(?7 The Statistics shall be

presented for both th, cutoff levels
:n these guidelines and any more stringent
curoff levels which licensees may specify.
The HNS-certified 7aboratory ai0d the
licensee's testing fadrlity shall make
available analytical results for licensee
drug testing programs when requesteo by the
NRC or the licensee for which the labordtory
is performing drug testing services.

(8) unless otherwise instructed by the
licensee in writing, All records
pertaining to a given urine or blood
specimen shall be retained by the HNtS-
certified drug testing laboratory and the
licensee's testing facility for a minimum
of 2 years.



(h/ Long-Term Storage. Long-term
frozen storage (-20 "C or less) ensures
that positive urine specimens will be
available fot any necessary retest
during administrative or disciplinary
proceedings. Unless otherwise

i authorized in writing by the agency.
drug testing laboratories shall retain and
place in properly secured long-term
frozen storage for a minimum of 1 year

Nll specimens confirmed positive.
Within this 1-year period an agency may
request the laboratory to retain the
specimen for an additional period of
time, but if no such request is received
the laboratory may discard the
specimen after the end of I year. except
that the laboratory shall be required to
maintain any specimens under legal
challenge for an indefinite period.

(i) Retesting Specimens. Because
some analytes deteriorate or are lost
during freezing and/or storage.
quantitation for a retest is not subject to
a specific cutoff requirement but must
provide data sufficient to confirm the
presence of the drug or metabolite.

'DoT

(h) Long-term storage. Long-term
frozen storage (-20" C or less) ensures
that positive urine specimens will be
available for any necessary retest
during administrative or disciplinary
proceedings. Drug testing laboratories
shall retain and place in properly
secured long-term frozen storage for a
minimum of I year all specimens
confirmed positive. Within this 1-year
period an employer (or other person
designated in a DOT agency regulation)
may request the laboratory to retain the
specimen for an additional period of
time, but if no such request is received
the laboratory may discard the
specimen after the end of 1 year. except
that the laboratory shall be required to
maintain any specimens under legal
challenge for an indefinite period.

(i) Retesting specimens. Because some
analytes deteriorate or are lost during
freezing and/or storage, quantitation for
a retest is not subject to a specific cutoff
requirement but must provide data
sufficient to confirm the presence of the
drug or metabolite.

(h) "Long-Term Storage." Long-term
frozen storage (-20°C or less) ensures
that positive urine specimens will be
available for any necessary retest during

administrative or disc•tlinary proceedings
Unless otherwise authorized in writing by
the licensee, HHS-certified laboratories
shall retain and place in prooerly
secured long-term frozen storage for a

minimum of 1 year all specimens confirmed
positive. Within this l-year period a
licensee or the NRC may request the ie
laboratory to retain the specimen for an
additional period of time, but if no such
request is received, the laboratory may
discard the specimen after the end of 1
year, except that the laboratory shall be
required to maintain any specimens under
legal challenge for an indefinite period.'
Any split samples retained by the licensee
shall be transferred into long-term
storage upon determination by the Medical
Review Officer that the specimen has a
confirmed positive test.

(i) "Retesting Specimens." Because
some analytes deteriorate or are lost
during freezing and/or storage, quan-
titation for a retest is not subject to a
specific cut-off requirement but must
provide data sufficient to confirm the
presence of the drug or metabolite.

(j) "Split Samples." Urine
specimens may be split, at the licensee's
discretion, into two parts at the
collection site. One half of such
samples (hereafter called the aliquot)
shall'be analyzed by the licensee's
testing facility or the HHS-certified
laboratory-for the 'licenseels purposes.as
described in this appendix. The other
half of the sample (hereafter called the
split sample) may be withheld from
transfer to the laboratory, sealed, and
stored in a secure manner by the licensee
until the aliquot has been determined
to be negative or until the positive
result of a screening test has been con-
firmed. As soon as the aliquot has
tested negative, the split sample in
storage may be destroyed. If the aliquot
tests positive by confirmatory testing,
then, at the tested individual's request,
the split sample may be forwarded on that
day to another HNS-certified laboratory
that did not test the aliquot. The
chain-of-custody and testing procedures
to which the split sample is subject,
including cut-off levels, shall be the
same as those used to test the initial
aliquot. The results of any second
testing process shall be made available
to the Medical Review Officer and to the
individual tested.

1.1
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(j] Subcontracting. Drug testing

laboratories shall not subcontract and
shall perform all work with their own
personnel and equipment unless
otherwise authorized by the agency. The
laboratory must be capable of
performing testing for the five classes of
drugs (marijuana, cocaine, opiates.
phencyclidine, and amphetamines) using
the initial immunoassay and.
confirmatory CC/ItS methods specified.
in these Guidelines.

fkJ Lobomiory Focilities. (1)
Laboratory facilities shall comply with
applicable provisions of any State
licensure reqiuirements.

(2) Laboratories certified in
accordance with Subpart C of these
Guidelines shall have the capability. at
the same laboratory premises. of
performin8 initial and confirmaiory tests
for each drug or metabolite for which
service is offered.

fl) Inspections? The Secretary. any
Federal agency utilizing the laboratory.

or any organization performing
%vboratory certification on behalf of the
Secretary shall reserve the right to
inspect the laboratory at any time.
Agency contracts with laboratories for
drug testing. as well as contracts for
collection site services, shall permit the
agency to conduct unannounced
inspections. In addition, prior to the
award of a contract the agency shall
carry out preaward inspections and
evaluation of the procedural aspects of
the laboratory's drug testing operation.

7DoT

(j) Subcontroctig. Drug testing
laboratories shall not subcontract and
sha perform all work with their own
personnel and equipment. The

ratory must be capable of
performing testin8 for the five classes of
drugs (marijuana, cocaine, opiates.
phencyclidine. and amphetamines) using
the initial immunoassay and
confirmatory CC/MS methods specified
In this part procedures. This paragraph
does not prohibit subcontracting of
laboratory analysis if specimens are
sent directly from the collection site to
the subcontractor, the subcontractor Is a
laboratory certified by DHHS as
required in this part. the subcontractor
performs all analysis and provides
storage required under this part. the
subcontractor is responsible to the
employer for compliance with this part
and applicable DOT agency regulations
as if it were the prime contractor, and
other relevant provisions of this part are
observed.

) Laborvmtoryfcci/ties. (1)
Laboratory facilities shall comply with
applicable provisions of any State
licensure requirements.

inspect the laboratory at any time.
Employer contracts with laboratories for
drug testing. as well as contracts for
collection site services, shall permit the
employer and the DOT agency of
jurisdiction (directly or through an
agency) to conduct unannounced
In•pections.

(21 Laboratories certified in
accordance with DHH*S Mandatory
Guidelines for Federal Workplace Drug
Testing Programs must have the
capability, at the same laboratory
premises, of performing initial and
confirmatory tests for each drug or
metabolite for which service is offered.

(I) Inspeci'ons. The Secretary. a DOT
agency, any employer otilizing the
laboratory. DHI-S or any organization
performing laboratory certification on

half of DHHS reserve the right to

(k) "Subcontracting." HHS-
certified laboratories shall not sub-
contract and shall perform all work with
their own personnel and equipment unless
otherwise authorized by the licensee.
The laboratory must be capable of per-
foraing testing of the seven Classes of
drugs (marijuana, cocaine, opiates,
phencyctidine, amphetamines, benzodia-
zephines, and barbiturates) and of whole
breath, and Confirmatory GU/MS methods

specified in these guifelinec

(1) 'Laboratory 'acilities."
(1) HHS-certified laboratories shall

comply with applicabl Jprovisions of
any State licensure requirements. .

(2) HHS-certified laboratories shall
have the capability, at the same labora,
tory premises, of performing initial
tests for each drug and drug metabolite
for which service is offered, and for
performing confirmatory tests for alcohol
and for each drug and drug metabolite for
which service is offered. Any licensee
testing facilities shall have the capa-
bility, at tIg same premises, of per-
forming initial screening tests for each
drug and drug metabolite for which
testing is conducted. Initial breath
tests for alcohol may be performed at the
collection site.

(a) "Inspections." The NRC and any
licensee utilizing an HHS-certified
laboratory shall reserve the right to
inspect the laboratory at any time.
Licensee contracts with HNS-certified
laboratories for drug testing and alcohol
confirmatory testing, as well as contracts
for collection site services, shall
permit the NRC and the licensee to
conduct unannounced inspections. In -
addition, prior to the award of a contract,
the licensee shall carry out pre-award
inspections and evaluation of the pro-
cedural aspects of the laboratory's drug
testing operation. The NRC shall reserve -
the right to inspect a licensee's testing -
ta~ility.at any time.

(qi)
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(m] Documentation. The drug testing
laboratories shall maintain and make
available for at least 2 years

- documentation of all aspects of the
testing process. This 2-year period may
be extended upon written notification
by DHHS or by any Federal agency for
which laboratory services are being
provided. The required documentation
shall include personnel files on all
individuals. authorized to have access to
specimens: chain of custody documents:
quality assurance/quality control

i records: procedure manuals: all test data
(including calibration curves and any
calculations used in determining test
results): reports: performance records on
performance testing: performance on
certification inspections: and hard
copies of computer-generated data. The
laboratory shall be required to maintain
documents for any specimen under legal
challenge for arnindefinite period.

fn) Additional Requirements for
Certified Loborotories.--[) Procedure
Manual. Each laboratory shall have a
procedure manual which includes the
principles of each test. preparation of
reagents. standards and controls.
calibration procedures. derivation of
results, linearity of methods, sensitivity
of the methods. cutoff values,.
mechanisms for reporting results.
controls, criteria for unacceptable
specimensiand results. remedial actions
to be taken when the test systems are
outside of acceptable limits, reagents
and expiration dates. and references.
Copies of all procedures and dates on
which they are in effect shall be
maintained as part of the manual.

(2/ Standards and Controls.
Laboratory standards shall be prepared
with pure drug standards which are
properly labeled as to content and
concentration. The standards shall be
labeled with the following dates: when
received: when prepared or opened:
when placed in services: and expiration
date.

(3) Instruments and Equipment. (i)
Volumetric pipettes and measuring
devices shall be certified for accuracy or
be checked by gravimetric, colorimetric,
or other verification procedure.
Automatic pipettes and dilutor* shall be

checked for accuracy and
reprnducihility before being placed in
service and checked periodically
thereafter.

(in) Documentation. The drug testing
laboratories shal maintain and make
available for at least 2 years
documentation of all aspects of the
testing process. This 2-year period may
be extended upon written notification
by a OOT agency or by any employer
for which laboratory services are being
provided. The requred documentation.
shal include personmel files on all
individuals authorized to have access to
specimens: chain of custody documents:
quality assurance/quality control
records: procedure manuals: all test data
(including calibration curves and any
calculations used in determining test
results): reports: performance records on
performance testing: performance on
certifcation inspections: and hard
copies of computer-generated data. The
laboratory shall be required to maintain
documents for any specimen under legal
challenge for an indaftnite period.

[n) Additional requirements for
certified laboratories.--{1) Procedure
manual. Each laboratory shall have a
procedure manual which includes the
principles of each test, preparation of
reagents. standards and controls,
calibration procedures. derivation of
results, linearity of methods, sensitivity
of the methods, cutoff values,
mechanisms for reporting results.
controls, criteria for unacceptable
specimens and results, remedial actions
to be taken when the test systems are
outside of acceptable limits, reagents
and expiration dates, and references.
Copies of all procedures and dates on
which they are in effect shall be
maintained as part of the manual.

(2) Standards and controls.
Laboratory standards shall be prepared
with pure drug standards which are
properly labeled as to content and
concentration. The standards shall be
labeled.with the following dates: when
received: when prepared or opened:
when placed in service: and expiration
date.

(3) Instruments and equipment. (i)
Volumetric pipettes and measuring
devices shall be certified for accuracy or
be checked by gravimetric, colorimetric.
or other verification procedure.
Automatic pipettes and dilutors shall be
checked for accuracy and
reproducibflity before being placed in
service and checked periodically
thereafter.

/

(n) "Domwentation." Wi-certitlea
laboratories and the licensee's testing
facility shall maintain and make available
for at least 2 years documentation of all
aspects of the testing process. This
2-year period may be extended upon
written notification by the NRC or by any
licensee for which laboratory services
are being provided. The required documen-
tation shall include personnel files on
all individuals authorized to have access
to specimens; chain-of-custody documents;
quality assurance/quality control records;
procedure manuals; all test data (includ-
ing calibration curves and any calcula-
tions used in determining test results);
reports; performance records on

performance testing; perTormance on
certification inspections: and hard
copies of computer-generated data. The
HHS-certified laboratory and the
licensee's testing facility shall be
required to maintain documents for any
specimen under legal challenge for an
indefinite period.

(o) "Additionit-iequireefits'ror
HHS-certifled Laboratories and Licensee's
Testing Facilities."

(1) "Procedure manual." Each
laboratory and licensee's testing
facility shall have a procedure manual
which includes the principles of each
test, preparation of reagents, standards
and controls, Calibration procedures,
derivation of results, linearity of
methods, sensitivity of the methods, cut-
off values, mechanisms for reporting
results. controls, criteria for unaccep-
table specimens and results, remedial
actions to be taken when the test systems
are outside of acceptable limits,
reagents and expiration dates, and refer-
ences. Copies of all procedures and
dates on which they are in effect shall
be maintained as part of the manual.

(2) "Standards and controls.`°
HHS-certifiad laboratory standards shall
be prepared with pure drug standards
which are properly labeled as to content
and concentration. The standards shall
be labeled with the follouing dates:
when received; when prepared or opened;
when placed in services; and expiration
date.

(3) "Instruments and equipment.'
(0) Volumetric pipettes and measur-

ing devices shall be certified for
accuracy or be checked by gravimetric,
colorimetric. or other verification
procedure. Automatic pipettes and
dilutors shall be checked for accuracy
and reproducibility before being placed
in service and checked periodically
thereafter.

(ii) Alcohol breath analysis
equipment shall be an evidental-grade
breath alcohol analysis device of a brand

,and model that conforms to National
Highway Traffic Safety Administration
(NHTSA) standards (49 FR 48855) and to
any applicable State statutes.
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fii) There shall be written procedures

for instrument sct-up and normal
operation, a schedule for checking
critical operating characteristics for all
instruments, tolerance limits for
acceptable function checks and
instructions for major trouble shooting
and repair. Records shall be available
on preventive maintcnance.

(4) Remedial Actions. There shall be
written procedures for the actions to be
taken when systems are out of
accceptable limits or errors are
detected. There shall be documentation
that these procedures are followed and
that all necessan' corrective actions are
taken. There shall also be in place
systems to verify all stages of testing
and reporting and documentation that
these procedures are followed.

(5) Personnel A vailable To Testify at
Proceedings. A laboratory shall have
qualified personnel available to testify
in an administrative or disciplinary
proceeding against a Federal employee
when that proceeding is based on
positive urinalysis results reported by
the laboratory.

2.5 Quality Assurance and Quality
Control.

(a) General. Drug testing laboratories
shall have a quality assurance program
which encompasses all aspects of the
testing process including but not limited
to specimen acquisition. chain of
custody. security and reporting of
results, initial and confirmatory testing.
and validation of analytical procedures.
Quality assurance procedures shall be
designed. implemented. and reviewed to
monitor the conduct of each step of the
process of testing for drugs.

(b) Laborator, Quality Control
Requirements for Initial Tests. Each
anaivtical run of specimens to be
screened shall include:

(1) Urine specimens certified to
contain no drug:

(2) Urine specimens fortified with
known standards: and

(3) Positive controls with the drug or
metabolite at or near the threshold
(cutoff).
In addition, with each batch of samples
a sufficient number of standards shall
be includedjto ensure and document the
linearity of the assay method over time
in the concentration area of the cutoff.
After acceptable values are obtained for
the known standards, those values will
be used to calculate sample data.
Implementation of procedures to ensure
that carryover does not contaminate the

(1i) There shall be written procedures
for instrument set-up and normal
operation. a schedule for checking
critical operating characteristics for all
instruments, tolerance limits for
acceptable function checks and
instructions for major trouble shooting
and repair. Records shall be available
on preventive maintenance.

(4) Remedial actions. There shall be
written procedures for the actions to be
taken when systems are out of
acceptable limits or errors are detected.
There shall be documentation that these
procedures are followed and that all
necessary corrective actions are taken.
There shall also be in place systems to
verify all stages of testing and reporting
and documentation that these -J"''""
procedures are fcllowed.

(5) Personnel available to testify at
proceedings. A laboratory shall have
qualified personnel available to testify
in an administrative or disciplinary
proceeding against an employee when
that proceeding is based on positive
urinalysis results reported by the
laboratory.

1 40.31 Ouaity asurnce and quanity
control.

(a) Generol Drag testing laboratories
shall have a quality assurance program
which encompasses all aspects of the
testing process including but not limited
to specimen acquisition. chain of
custody, security and reporting of
results, initial and confirmatory testing.
and validation of analytical procedures.
Quality assurance procedures shall be
designed. implemented. and reviewed to
monitor the conduct of each step of the
process of testing for drugs.

(b] Laboratory quality control
requirements for initial tests. Each
analytical run of specimens to be
screened shall include:

(1) Urine specimens certified to
contain no drug;

(2) Urine specimens fortified with
known standards; and

(3) Positive controls with the drug or
metabalite at or near the threshold
(cutoff).
In addition, with each batch of samples
a sufficient number of standards shall
be included to ensure and document the
linearity of the assay method over time
in the concentration area of the cutoff.
After acceptable values are obtained for
the known standards, those values will
be used to calculate sample data.
Implementation of procedures to ensure
that carryover does not contaminate the
testing of an individuars specimen shall.
be documented. A minimum of i0
percent of all test samples shall be
quality control specimens. Laboratory

(Iii) There shall be written pro-
cedures for instrument set-up and normal
operation, a schedule for checking
critical operating characteristics for
all instruments, tolerance limits for
acceptab)e function checks, and instruc-
tions for major troubleshooting and
repair. Records shall be available on
preventive maintenance.

(4) "Remedial actions," There shall
be written procedures for the actions to
be taken when systems are out of
acceptable limits or errors are detected.
There shall be documentation that these
procedures are followed and that all
necessary corrective actions are taken.
There shall also be In place systems to
verify all stages of testing and
reporting and documentatlon that these
procedures are followed.

(5) "Personnel available to testify at
proceedings." The licensees testing
facility and HNS-certified laboratory
shall have qualified personnel available
to testify In an administrative or
olsciplinary proceeding against an
individual when that proceeding is based
on positive breath analysis or
urinalysis results reported by the
licensee's testing facility or the
PHS-certified laboratory.

2.6 Quality Absurance and Quality
Control.

(a) "General." HHS-certified
laboratories and the licensee's testing
facility shall have a cuality assurance
program which encompasses all aspects uf
the testing process including Lut not
limited to specimen acculsition, cnain of
custody. security and reporting results,
initial and confirmacory testing, and
validation of arnalytical procedures.
Quality assurance procedures shall be
designed. Implemented, and reviewed to
mcnitor the conduct of each step of the
,rocess of %esting for drugs.

(b) "Licensee's Testing ýacility
Quality Control Requirements for Initial
Tests." Because all positive preliminary
tests for drugs are forwarded to an
HHS-certified. laboratory for a screening
and confirmatory testing when appropriate,
the NRC does not require licensees to
assess their testing facility's false
positive rates for drugs. To ensure that
the rate of false negative tests is kept
to the minimum that the i mmunoassay
technology supports, licensees shall
process blind performance test specimens
and submit a sampling of specimens
screened as negative from every test run
to the HHS-certified laboratory. In
addition, the manufacturer-required
performance tests of the breath analysis
equipment used by the licensee shall be
conducted as set forth in the manufac-
turer's specifications.

(c) 'Laboratory Quality Control
Requirements for Initial Tests at HHS-
Certified Laboratories." Each analytical
run of specimens to be screened shall
include:

(1) Urine specimens certified to
contain no drug;

(2) Urine specimens fortified with
known standards; and

(3) Positive controls with the drug
br metabolite at or near the threshold
(cut-off).



testing of an individual's specimen shall
be documented. A minimum of 10
percent of all test samples shall be
quality control specimens. Laboratory
quality control samples, prepared from
spiked urine samples of determined
concentration shall be included in the
run and should appear as normal
samples to laboratory analysts. One
percent of each run. with a minimum of
at least one sample, shall be the
latkoratory's own quaility control
samples.

(c) Laboratory Quality Control
Requirements for Confirmation Tests.
Each analytical run of specimens to be
confirmed shall include:

(2) Urine specimens certified to
contain no drug;

(2) Urine specimens fortified with
known standards; and

(3) Positive controls with the drug or
metabolite at or near the threshold
(cutoff).
The linearity and precision of the
method shall be periodically
documented. Implementation of
procedures to ensure that carryover
does not contaminate the testing of arn
individual's specimen shall also be
documented.

(d) Agency Blind Perfornance Test
Procedures. (1) Agencies shall purchase
drug testing services only from
laboratories certified by DHHS or a
DHHS-Recognized certification program
in accordance with these Guidelines.
Laboratory participation is encouraged
in other performance testing surveys by
which the laboratory's performance is
compared with peers and reference
laboratories.

(2' During the initial 90-day period of
any new drug testing program. each
agency shall submit blind performance
test specimens to each laboratory it
contracts with in the amount of at least
50 percent of the total number of
samples submitted (up to a maximum of
500 samples) and thereafter a minimum
of 10 percent of all samples (to a
maximum of 250) submitted per quarter.

quality control samples, prepared from
spiked urine samples of determined
concentration shall be included in the
run and should appear as normal
samples to laboratory analysts. One
percent of each run, with a minimum of
at least one sample, shall be the
laboratory's own quality control
samples.

(c) Laboratory quality control
requirements for confirmation tests.
Each analytical run of specimens to be
confirmed shall include:

(1) Urine specimens certified to
contain no drug:

(2) Urine specimens fortified with
known standards; and

(3) Positive controls with the drug or
metabolite at or near the threshold
(cutoff).
The linearity and precision of the
method shall be periodically
documented. Implementation of
procedures to ensure that carryover
does not contaminate the testing of an
individual's specimen shall also be
documented.

(d) Employer blind performance test
procedures. (1) Employers shall
purchase drug testing services only from
laboratories certified by DHHS or a
DHHS-recognized certification program
in accordance with the Mandatory
Guidelines for Federal Workplace Drug
Testing Programs. Laboratory
participation is encouraged in other
performance testing surveys by which
the laboratory's performance is
compared with peers and reference
laboratories.

(2) (1) During the initial 90-day period
of any new drug testing program, each
employer shall submit blind
performance test specimens to each
laboratory it contracts with in the
amount of at least 50 percent of the total
number of samples submitted (up to a
maximum of 500 samples) and thereafter
a minimum of 10 percent of all samples
(to a maximum of 250) submitted per
quarter.
* (ii) These blind performance testing.

requirements shall not apply to an
employer that submits fewer than 1.000
employee specimens per year for
analysis under one or more DOT agency
regulations requiring compliance with
this part, if such employer utilizes a
laboratory that is currently subject to
blind performance testing under this
part or the DHHS Mandatory Guidelines
for Federal Workplace Drug Testing
Programs by a Federal agency or by
another transportation employer
required by this section to perform such
blind performance testing for the
substances for which the specimen is to
bp t.9ter4

In addition, with each batch of
samples, a sufficient number of standards
shall be included to ensure and document
the linearity of the assay method over
time in the concentration area of the
cut-off. After acceptable values are
obtained for the known standards, those
values will be used to calculate sample
data. Implementation of procedures to
ensure that carryover does not con-
taminate the testing of an individual's
specimen shall be documented. A minimum
of 10 percent of all test samples shall
be quality control specimens. Laboratory
quality control samples, prepared from
spiked urine samples of determined
concentration, shall be included in the
run and should appear as normal samples
to laboratory analysts. One percent of
each run, with a minimum of at least one
sample, shall be the laboratory's own
Quality control samples.

S (d) "Laboratory Quality Control
Requirements for Confirmation Tests."
Each analytical run of specimens to be
confirmed shall include:

(1) Urine specimens certified to
contain no drua:

(2) Urine specimens fortified with
known standards; and

(3) Positive controls with the drug
or metabolite at or near the threshold
(cutoff).

The linearity and precision of the
method shall be periodically documented.
Implementation of procedures to ensure
that carryover does not contaminate the
testing of an individual's specimen shall
also be documented.

(e) "Licensee Blind Performance Test
Procedures."

(1) Licensees shall purchase chemical
testing services only from laboratories
certified by OHHS or a OHHS-recognized
certification program in accordance with
the HHS Guidelines. Laboratory partici-
pation is encouraged in other performance
testing surveys by which the laboratory's
performance is compared with peers and
reference laboratories.

(2) During the initial 90-day period
of any new drug testing program, each
licensee shall submit blind performance
test specimens to each HHS-certified
laboratory it contracts with in the
amount of at least 50 percent of the
total number of samples submitted (up to
a maximum of 500 samples) and thereafter
a minimum of 10 percent of all samples
(to a maximum of 250) submitted per
quarter.

0I
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(3) Approximately 80 percent of the
blind performance test samples shall be
blank (i.e.. certified to contain no drug)
and the remaining samples shall be
positive for one or more drugs per
sample in a distribution such that all the
dnrgs to be tested are included in
npproximetely equal frequencies of
challenge. The positive samples shall be
spiked only with those drugs for which
the agency is testing.

14) The Secretary shall investigate any
unsatisfactory performance testing
result and. based on this investigation.
the laboratory shall take action to
correct the cause of the unsatisfactory

performance test result. A record shall
be make of the Secretary's investigative
findings and the corrective action taken
by the laboratory. and that record shall
be dated and signed by the individuals
responsible for the day-to-day'
management and operation of the drug
testing laboratory. Then the Secretary
shall send the document to the agency
contracting officer as a report of the
unsatisfactory performance testing
incident. The Secretary shall ensure
notification of the finding to all other
Federal agencies for which the
laboratory is engaged in urine drug
testing and coordinate any necessary
action.

(51 Should a false positive error occur
on a blind performance test specimen
and the error is determined to be an
administrative error (clerical. sample
mixup. etc.). the Secretary shall require
the laboratory to take corrective action
to minimize the occurrence of the
particular error in the future: and. if
there is reason to believe the error could
have been systematic. the Secretary
may also require review and reanalysis
of previously run specimens.

(3) Approximately 80 percent of the
blind performance test samples shall be
blank (i.e., certified to contain no drug)
and the remaining samples shaU be
positive for one or more drugs per
sample in a distribution such that all the
drugs to be tested are included in
approximately equal frequencies of
challenge. The positive samples shall be
spiked, only with those drugs for which
the employer is testing. This paragraph
shall not be construed to prohibited "
spiking of other (potentially interfering)
compounds, as technically appropriate.
in order to verify the specificity of a
particular assay.

(4) The DOT agency concerned shall
investigate, or shall refer to DH-IHS for
investigation, any unsatisfactory
performance testing result and, based on
this investigation, the laboratory shall
take action to correct the cause of the
unsatisfactory performance test result.
A record shall be made of the
investigative findings and the corrective
action taken by the laboratory, and that
record shall be dated and signed by the
individuals responsible for the day-to-
day management. and operation of the
drug testing laboratory. Then the DOT
agency shall send the docum"ent to the
employer as a report of the
unsatisfactory performance testing
incident. The DOT agency shall ensure
notification of the finding to DHI-IS.

(5) Should a talse positive error occur
on a blind performance test specimen
and the error is determined to be an
administrative error (clerical, sample
mixup, etc.), the employer shall
promptly notify the DOT agency
concerned. The DOT agency and the
employer shall require the laboratory to
take corrective action to minimize the
occurrence of the particular error in the
future; and, if there is reason to believe
the error could have been systematic.
the DOT agency may also require
review and reanalysis of previously run
specimens.

(3) Approximately 80 percent of the
blind performance test samles shall
be blank (i.e., certified to contain no
drug) and the remaining samples shall
be positive for one or more drugs per
sample in a distribution such that all
the drugs to be tested are included in
approximately equal frequencies of
challenge. The positive samples shall be
spiked only with those drugs for which
the licensee is testing.

(4) The licensee'shall investigate,
or shall refer to OHMS for investigation,
any unsatisfactory performance testing
result, and based on this investigation,
the laboratory shall take action to
correct the cause of the unsatisfactory
performance test result. A record shall
be made of the investigative findings and
the corrective action taken by the
laboratory, and that record shall be
responsible for the day-to-day management
and operation of the HHS-certififed
laboratory. Then the licensee shall send
the document to the NRC as a report of
the unsatisfactory performance t.esting
incident within 30 days. The NRC shall
ensure notification of the finding to
OHMS.

(5) Should a false positive error occur on
a blino Performance test specimen and the error
is cetermined to be an administrative error
(clerical, sample mixup, etc.), the licensee
shall promptly notify the NrC. The license%%
shell reouire the laboratory to take ccrrective
aCtiun to minimize the occurrence of the parti-
cular error in the future; and, if there is
reaso, to believe the error could have been
systenwtic. the licensee may also require
review and reanalysis of previously run
specimens.
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(6) Should a false positive error occur
on a blind performance test specimen
and the error is determined to be a
technical or methodological error. the
laboratory shall submit all quality
control data from the batch of
specimens which included the false
positive specimen. In addition, the
laboratory shall retest all specimens
analyzed positive for that drug or
metabolite from the time of final
resolution of the error back to the time
of the last satisfactory performance test
cycle. This retesting shall be
documented by a statement signed by
the individual responsible for day-to-
day management of the laboratory's
urine drug testing. The Secretary may
require an on-site review of the
laboratory which may be conducted
unannounced during any hours of
operations of the laboratory. The
Secretary has the option of revoking
(3.13) or suspending 13.14) the
laboratory's certification or
recommending that rio further action be
taken if the case is one of less serious
error in which corrective action has
already been taker, thus reasonably
assuring that the error will not occur
again.

• (6) Should a false positive error occur
on a blind performance test specimen
and the error is determined to be a -...
technical or methodological error, the
employer shall instruct the laboratory to
submit all quality control data from the
batch of specimens which included the
false positive specimen to the DOT
agency concerned. In addition, the
laboratory shall retest all specimens
analyzed positive for that drug or
metabolite from the time of final
resolution of the error back to the time
of the last satisfactory performance test
cycle. This retesting shall be
documented by'a statement signed by
the individual responsible for day-to-
day management of the laboratory's
urine drug testing. The DOT agency

concerned may require an on-site
review of the laboratory which may be
conducted unannounced during any
hours of operation of the laboratory.
Based on information provided by the
DOT agency. DHI-IS has the option of
revoking or suspending the laboratory's
certification or recommending that no
further action be taken if the case is one
of less serious error in which corrective
action has already been taken, thus
reasonably assuring that the error will
not occur again.

(6) Should a false positive error occur (xa blifrd performance test specimen ana the error
determined to be a technical or mechodologiCal
error, the licenite shall Instruct the laburator)
to submit to them all quality covitrol data from
the batch of specimens which Included the false
positive specimen. In addition, the licensee
shall require the laboratory to retest all
specimens analyzed positive for that drug or
metabolite from the time of final resolution of
the error back to the time of the last
satisfactory performance test cycle.
This retesting shall be documented by
a statment signed by the individual
responsible for day-to-day management
Jf the laboratory's substance testing
program. The licensee and the NRC may
require an on-site review of the lab-
uratory which may be conducted un-
announced during any hours of operation
of the laboratory. Based on Information
provided by the NRC, OHMS has the option
of revoking or sUspending the laboratory's
certification or recommending that no
further action be taken if the case Is one
of less seribus error in which correctivc
action has already been taken. thus r-'Fsonably
assuring that the error will not occur again.
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2.7 Reporting and Review of Results.

(o) Medical Review Officer Shall
Review Results. An essential part of the
drug testing program is the final review
of results7A positive test result does not
automatically identify an employee/
applicant as an illegal drug user. An
individual with'a detailed knowledge of
possible alternate medical explanations
is essential to the review of results. This
review shall be performed by the
Medical Review Officer prior to the
transmission of results to agency
administrative officials.

(b) Medical Review Officer-
Qualifications and Responsibilities. The
Medical Review Officer shall be a
licensed physician with knowledge of
substance abuse disorders and may be
an agency or contract employee. The
role of the Medical Review Officer is to
review and interpret positive test results
obtained through the agency's testing
program. In carrying out this
responsibility, the Medical Review
Officer shall examine alternate medical
explanations for any positive test result.
This action could include conducting a
medical interview with the individual.
review of the individual's medical-

- historY. or review of any other relevant
biomedical factors. The Medical Review
Officer shall review all medical records
made available by the tested individual
when a confirmed positive test could
have resulted from legally prescribed
medication. The Medical Review Officer
shall not. however, consider the results
of urine samples that are not obtained or
processed in accordance with these
Guidelines. _

(c) Positive Test Resul. Prior to
making a final decision to verify a
positive test result, the Medical Review
Officer shall give the individual an
opportunity todiscuss the test result

with him or her. Following verification
of a positive test result. the Medical
Review Officer shall refer the case to
the agency Employee Assistance
Program and to the management official
empowered to recommend or take
administrative action.

40.33 Reporting and review of results.

(a) Medical Review Officer shall
review results. An essentialapart of the
drug testing program is the final review
of results. A positive test result does not
automatically identify an employee/
applicant as having used drugs in
violation of a DOT agency regulation.
An individual with a detailed
knowledge of possible alternate medical
explanations is essential to the review
of results. This review shall be
performed by the Medical Review
Officer prior to the transmission of
results to employer administrative
officials.

(b) Medical Review Officer--
qualifications and responsibilities. The
Medical Review Officer shall be a
licensed physician with knowledge of
substance abuse disorders and may be
an employee of the transportation
employer or a private physician retained
for this purpose. The role of the Medical
Review Officer is to review and
interpret positive test results obtained
through the employer's testing program.
In carrying out this responsibility. the
Medical Review Officer shall examine
alternate medical explanations for any
positive test resulL This action could
include conducting a medical interview
with the individual, review of the
individual's medical history, or review
of any other relevant biomedical'factors.
The Medical Review Officer shall
review all medical records made
available by the tested individual when
a confirmed positive test could have -
resulted from legally prescribed
medication. The Medical Review Officer
shall not, however, consider the results
of urine samples that are not obtained or
processed in accordance with this part.

(c) Positive test resulL Prior to making
a final decision to verify a positive test
result, the Medical Review Officer shall
give the individual an opportunity to
discuss the test result with him or her.
Following verification of a positive test
resflt, the Medical Review Officer shall
as provided in the employer's policy.
refer the case to the employer employee
assistance or rehabilitation program, if

applicable, to the management official
empowered to recommend or take
administrative action (or the official's
designated agent). or both.

2.9 Reporting and Review of Results.

(a) "Medical Review Officer shall
review results." An essential part of
the licensees' testing programs is the
final review of results. A positive
test result does not automatically
Identify a nuclear power plant worker
as having used substances In violation
0f the NRC's reculations or the licensee's
company polilcies. An individual with a
detailed knowledge of possible alternate
medical explanations is essential to the
review of results. This review shall be
pertormed by the Pedicdl Review Officer
prior to the transmission of results to
licensee management officials.

(b) 'Medical Review Officer --
qualificutions and responsibilities."
The Medical Review Officer shall be a
licensed physician with knowledge of
4ubstdnce abuse disorders and may be a
licensee or contract employee. The role
0f tne Medical Review Officer is to
review and interpret positive test results
obtained through the licensee's testing
,rogram. In carrying out this responsibility,
the Medical Review Officer shall examine
alternate medical explanations for any
posicive test result. This action could
include conducting a medical interview with
the individual, review of the individual's
medical history, or review of any other
relevant biomedical factors. The Medical
Review Officer shall review all medical
records Made available by the tested
individual when a confirmed positive test
could'have resulted from legally pre-
scribed medication. The Medical RevieW
Officer shall not consider the results of
tests that are not obtained or processed
in accordance with these Guidelines,
although he or she may consider the results
of tests on split samples in making his or
her determination, as long as those split
samples have been stored and tested in
accordance with the procedures described
in these Guidelines.

(c) "Positive Test Results." Prior
to making a final decision to verify a
pcsitive test result, the Medical Review
Officer shall give the individual an
opportunity to discuss the test result
with him or her. Following verification
of a positive test result, the Medical
Review Officer shall, as provided in the
licensee's policy, notify the applicable
Employee Assistance prooram and the
licensee's management official empowered
:u recommendlor take administrative
action (or the official's designated
agent).
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(d) Verification for opiates; review for
prescription mediation. Before the
Medical Review Officer verifies a
confirmed positive result for opiates, he
or she shall determine thaf there is
clinical evidence-in addition to the
urine test-of illegal use of any opium.
opiate, or opium derivative (e.g..
morphine/codeine) listed in Schedule I
or 11 of the Controlled Substances Act.
(This requirement does not apply if the
agency's GC/MS confirmation testing
for opiates confirms the presence of 6-
monoacetylmorphine.)

(e) Reanalysis Authorized. Should
any question arise as to the accuracy or
validity of a positive test result, only the
Medical Review Officer is authorized to
order a reanalysis of the original sample
and such retests are authorized only at
laboratories certified under these
Guidelines.

(f) Result Consistent with Legal Drug
Use. If the Medical Review Officer
determines there is a legitimate medical
explanation for the positive test result.
he or she shall determine that the result
is consistent with legal drug use and
take no further action.

(d) Verification for opiates. review for
prescription medication. Before the
Medical R•riew Officer verifies a
confirmed positive result for opiates, he
or she shall determine that there is
clinical evidence-in addition to the
urine test-of unauthorized use of any
opium. opiate, or opium derivative (e.g..
morphine/codeine). (This requirement
does not apply if the employer's GC/MS
confirmation testing for opiates confirms
the presence of 6-monoacetylmorphine.)

(e) Reanalysis authorized. Should any
question arise as to the accuracy or ý :
validity of a positive test result. only the
Medical Review Officer is authorized to
order a reanalysis of the original sample
and such retests are authorized only at
laboratories certified by DHI-IS. The
Medical Review Officer shall authorize
a reanalysis of the original sample on
timely request of the employee, as •
provided in applicable DOT agency
regulations..

if) Result consistent with legal drug
use. If the Medical Review Officer
determines there is a legitimate medical
explanation for the positive test result,
the Medical Review Officer shall report
the test result to the employer as
negative.

(d) 'Verification for opiates; review
'or prescription medication." Before the
Medical Peview Officer verifies a coufimed
positive result for opiates, he or she shall
determine that there is clinical evidenct--in
aodltion to the urine test--of unauthorized
use of any optmi, opiate. or opium derivative

qe.q., morphine/codaine). (This requirement
dAes nut apply If the licensee's GC/MS
confirmation testing for opiates c€nfims
the presence of 6-monoacetvlmoro-.i,e°) For
other drugs that are coeaonly prescribed
or cumonly Included In over-the-counter
preparations (e.g., benzodiazepines in the
first case. barbiturates In the second) and
that are listed In the licensee's parel of
Substances to be tested, the Medical Review
Gtficer shall also deterorte that there 1T
clinical evidence--in addition to the urlietest--of unauthorized use of any of these
substances or their derivatives.

(e) "Reanalysis authorized." Should
any question arise as to the accuracy Gr
validity of a positive test result, only
the Medical Review Cfficer Is authorizeo to
order a reanalysis of the original sample
and such retests are authorized only at
laboratories certified by OhHS. The Medical
Review Officer shall authorize a reanalysis
of the original aliquot un timely request
of the individual tested, and shall also
authorize an analysis of any sample.
stored by the licensee.

(f) 'Results consistent with
responsible substance uSe.' If the
Medical Review Cfficer determines thdt
there is a legitimate medical explanation
tor the positive test result and that use
of the substance Identified through testing
in the manner and at the dosage prescribed
does not reflect a lack of reliability and
is unlikely to create on-the-job impairment,
the Medical Review Officer shall report the
test result to the licensee as negative.



(g) Result Scientificalli, Insufficient.
Additionally, the Medical Review
Officer. based on review of inspection
reports, quality control data. multiple
samples. and other pertinent results,
may determine that the result is
scientifically insufficient for further
action and declare the test specimen
negative. In this situation the Medical
Review Officer may request reanalysis
of the original sample before making this
decision. (The Medical Review Officer
may request that reanalysis be
performed by the same laboratory or. as
provided in 2.7(e). that an aliquot'of the
original specimen be sent for reanalysis
to an alternate laboratory which is
certified in accordance with these
Guidelines.) The laboratory shall assist
in this review process as requested by
the Medical Review Officer by making
available the individual responsible for
day-to-day management of the urine
drug testing laboratory or other
employee who is a forensic toxicologist
or who has equivalent forensic
experience in urine drug testing, to
provide specific cohsultation as required
by the agency. The Medical Review
COfficer shall report to the Secretarv all
negative findings based on- scientific
insufficiency but shall not i.nclude any.
personal-identifying information in such
reports.

(gS Result scientifically insufficient.
Additionally. the Medical Review
Officer. based on review of inspection
reports, quality control data, multiple
samples. and other pertinent results.
may determine that the result is
scientifically insufficient for further
action and declare the test specimen
negative. In this situation the Medical
Review Officer may request reanalysis
of the original sample before making this
decision. (The Medical Review Officer
may request that reanalysis be
performed by the' same laboratory or, as
provided in § 40.33(e), that an aliquot of
the original specimen be sent for
reanalysis to an alternate laboratory-...
which is certified in accordance with the
DFII"IS Guidelines.) The laboratory shall
assist in this review process as
requested by the Medical Review
Officer by making available the
individual responsible for day-to-day
management of the urine drug testing
laboratory or other employee who is a
forensic toxicologist or who has
equivalent forensic experience in urine
drug testing. to provide specific
consultation as required by the
employer. The employer shall include in
its& annual report to the DOT agency a
summary of any negative findings based
on scientific insufficiency but shall not
include any personal identifying
information in such reports.

(g) "Result scientifically insufflcient.'
Additionally, the Medical Review Officer,
based on review of inspection reports, quality
control date, multiple samples, and other
pertinent results, may determine that the
result Is scientifically Insufficient for
further action ana declare the test spec'men
negative. In this situation, the Medical
Peview Officer may request reanalysis of
the original sample before making this
jecislon. !The PedLcal Review Officer may
recuest that reanalysis be performed by the
same laboratory or. that an aliquot of the
original specimen be sent for reanalysis to
an alternate laboratory which Is certified
In accordance with the HHS Guidelines.) The
licersee's testing facility and the HHS-
certified laboratory shall assist in this
review process as requested by the Medical
Review Officer by making available the
Individual(s) resoonsible for day-to-day
management of the licensee's test facility.
of the H145-certifled laboratory or other
Individuals who are forensic toxicologists
or who have equivalent forensic experierce
in urine drug testina, to provide specIfic
cCnsultatlon as required by the licensee.
The licensee shall maintain records that
suadarize any negative fliidings based on
scientific insufficiency and shall make
them available to the NRC on request, but
shall not Include any personal Identifying
Informstlon In such reports.

Subpart C - Employee Protection

2.8 Protection of Employee Records.

Consistent with 5 U.S.C. 52.a(m) and
48 CFR 24.101-24.104. all laboratory
contracts shall require that the
contractor comply with the Privacy Act.
5 U.S.C. 55Za. In addition, laboratory
contracts shall require compliance with
the patient access and confidentiality
provisions of section 503 of Pub. L 100-
71. The agency shall establish a Privacy
Act System of Records or modify an
existing system, or use any applicable
Government.wide system of records to
cover both the agency's and the
laboratory's records of employee
urinalysis results. The contract and the
Privacy Act System shall specifically
require that employee records be
maintained and used with the highest
regard for employee privacy.

§40.35 Protection of employee recordis.

Employer contracts with laboratories
shall require that the laboratory
maintain employee test records in
confidence, as provided in DOT agency
regulations.

3.1 Protection of Employee Records

Licensee contracts with HHS certified
laboratories and procedures for the licensee's
testing facility shall require that test
records be maintained in confidence, as
provided in 10 CFR 26.29. Records shall be
maintained and used with the highest regard
for Individual privacy.
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2.9 Individuo/ Access to Test and
Laborawtoy Certification Results.

In accordance with section 503 of Pub.
L 100-71. any Federal employee who is
the subject of a drug test shall. upon
written request, have access to any
records relating to his or her drug test
and any records relating to the results of
any relevant certification, review, or
revocation-of-certification proceedings.

Subpart C-Certification of Laboratories .
Engaged in Urine Drug Testing for
Federal Agencies

140.7 Indbvidua accies to test sed
-uoetmr/cetm, on uon t

Any employee who is the subject of a
drug test conducted under this part
shall, upon witten request, have access
to any records relating to his or her drug
test and any records relatings to the
results of any relevant certification.
review, or revocation-of-certification
proceedings.

Subpart C-Certification of
Laboratories Engaged In Urine Drug
Testing

140.41 Use of DHHS-certlfled laboratores.

Employers subject to this part shall
use only laboratories certified under the
DHI-HS Mandatory Guidelines for
Federal Workplace Drug Testing
Programs, 53 FR 11970. April 11. 1988.
and subsequent amendments thereto.
DHHS certification standards are set
forth in Appendix A to this part for
Information and reference. Information.
concerniag the current certification
status of laboratories Is available from:
the Offce of Workplace Initiatives.
National Wnstitute on Drug Abuse. 5600
Fishers Lane. Rockville. Maryland 20857.

Appendix A to Part 40-DHHS
Laboratory Certification Standards

Note: Reproduced below is subpart C of the
Mandatory Guidelines for Federal Workplace
Drug Testing Pro grams issued by DHHS.
Cross-references are to sections of thos
DHHS Guidelines. Equivalent provisions in
this part may be determined by reference to
the following table:

D4HXS Guidelines:
Section 1.1 1 40.1
Section 1.9 140.2
Secion 2.1 1 40oJ1
Section P 140.25
Section 2.3 1 40.Z
Section 2.4 140.Z
Section Z.5 140.M
Section 2A
Section V5 140.33
Section - 40.35
Section 2. , 1 40,37

3.2 Inditvdu Access to Test and Laboratory
Certtlfcation Results.

Any Individeal who Is the subject of &
drug o h 1co1l test under this part shsll.
upon written requst. Ihave access to any
records vwlstfpg to his or her tests and
any recordsrelating to tle results of any
relevant 1ebonitory certification. review.

or revocAtloe-ef-certtficatlon proceedings.

Subpart D - Certification of Laboratories

Engaged in Chemical Testing

4.1 Use of DHHS-certified laboratories.

(a) Licensees subject to this part
and their contractors shall use only
laboratories certified under the DHHS
'Mandatory Guidelines for Federal Work-
place Drug Testing Programs", Subpart C -
Certification of Laboratories Engaged in

Urine Drug Testing for Federal Agencies,"
(53 FR 11970, 11986-11989) dated April
11, 1988. and subsequent amendments
thereto for screening and confirmatory
testing except for initial screening
tests at a licensee's testing facility
conducted in accordance with 10 CFR
26.•24(d). Information concerning the
current certification status of labora-
tories is available from: The Office of
Workplace Initiatives, National Institute
on Drug Abuse, 5600 Fishers Lane,
Rockville, Maryland 20857.

(b) Licensees or their contractors
say use only HHS-certified laboratories
that agree to follow the same rigous
chemical testing. quality control, and
chain-of-custody procedures when testing.
for more stringent cutoff levels as
may be specified by licensees for the
five Classes of drugs identified in the
HNS Guidelines or when testing for
benzodiezepines, barbiturates, and for
any other substances included in licensees'
drug panels, and for conducting alcohol
confirmatory tests as are followed when
testing for the five classes of drugs
identified in the HHS Guidelines.
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Enclosure 6

Backfit Analysis



BACKFIT ANALYSIS
FITNESS FOR DUTY

Item 1: Statement of the specifiG objective that the proposed backfit is

designed to achieve;

Response: The objective of the fitness-for-duty rule is to significantly

increase the assurance of public health and safety by removing

personnel who are judged to be unfit for duty from unescorted access

to protected areas at nuclear power plants and prohibiting assignment

of duties within the scope of the rule. Personnel who would be

considered unfit for duty would be those who use illegal drugs,

improperly use alcohol, prescription drugs or over-the-counter drugs,

or have physical or mental stress or impairments that could lead to

an unsafe.situation. Licensees of nuclear power plants will be

required to develop programs to address all of-these fitness aspects.

However, specific implementing provisions are stipulated only in the

areas of use of alcohol and illegal drugs.

a
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Item 2: General description of the activity that would be required of the

licensee or applicant in order to complete the backfit;

Response: The proposed rule would require licensees authorized to operate a

nuclear power reactor under 10 CFR 50.22, or to actively construct a

nuclear power reactor, under 50.23, to implement and maintain a fit-

ness-for-duty program. This proposed rule also requires that contractor

and vendor personnel be covered by a fitness-for-duty program.

The proposed rule specifies that industry implement the following

requirements:

(a) Development of written policy and procedures, including management

actions in response to drug abuse

Each licensee is required to draft policies and procedures for

implementing and maintaining a fitness-for-duty program. These

documents shall denote all standards of conduct, physical state

and mental state expected of employees and contractors, and all

requirements for management action.

Since all affected licensees currently have fitness-for-duty

policies and procedures in place, the staff finds that only

minor revision of these documents will be required to conform

to the requirements of the new rule and, since the current policies

and procedures would need periodic review and revision inrespec-

tive of the NRC rule, there are no incremental costs.

(b) Awareness training program...transfer of policy and procedures to

all employees

All licensee personnel and contractors (workers and supervisors)

involved in the nuclear portion of the utility's business must

participate in an awareness training program that explains the

new policies and procedures underlying the fitness-for-duty

program. Although awareness training is already an integral

part of fitness-for-duty programs, the staff assumes that the

2



formulation of new policies and procedures will require all

current employees to attend an additional orientation program

because of changes made to the program. New hires would also

,participates in awareness training, but this would merely sub-

stitute for the training they would have had under existing

licensee fitness-for-duty programs.

(c) Refresher training for all employees at least once a (year)

All licensee personnel and contractors (workers and supervisors)

subject to the provisions of the fitness-for-duty program will

be required to complete refresher training at least once every

year. This training essentially covers all aspects of the pro-

gram and includes discussions on the health and safety hazards

associated with the abuse of drugs.

(d) Development of written agreements between licensees and their

contractors and vendors

All contractor/vendor personnel having unescorted access within

protected areas at nuclear power plants would either be subject

to the licensee's fitness-for-duty program or would be subject

to a program maintained by the contractor which meets the pro-

visions of this rule. Written agreements between licensees and

contractors/vendors will be required to ensure one of the two

options is implemented.

(e) Chemical testing for drugs, including random testing and blind

performance testing

The fitness-for-duty rule includes the following types of

chemical testing: pre-badging, unannounced random, for-cause,

and follow-up. Nearly all utilities are already using pre-

employment and for-cause tests.
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The final rule requires licensees to perform random unannounced

tests throughout the year. Several options for testing rates

and schemes are provided for Commission selection.

The staff is aware that about two-thirds of the plants do not

presently practice random testing. The remaining one-third of

the plants practice random testing, but at less than the

specified level. From available data, it appears that the

current rates are in the 5-percent to 25-percent range.

The rule will require licensees to use blind performance test

specimens to ensure the accuracy and validity of the testing

process, i.e., onsite preliminary tests and testing by an HHS-

certified laboratory. The rule will require licensees to submit

these test specimens to the contract laboratory at an initial

rate of 50-percent for the first 90 days, and 10-percent there-

after, not to exceed 500 and 250 samples, respectively.

The rule will necessitate additional personnel for program admin-

istration, recordkeeping, and specimen collection. It would

require protected storage for records and specimens.

(f) Employee assistance program (EAP)

Licensees are required to provide employee assistance programs

(EAPs) as part of their fitness-for-duty activities. The EAPs

offer short-term counseling, assessments, and referral services,

and monitor treatment for licensee employees. All licensees

currently have such EAPs in place. Generally, these EAPs are

not extended to include contractor employees. Cost estimates

for such EAPs assume that contractor employees will be included.

(g) Appeal procedures

Each licensee is required to establish an appeal process so its

employees and contractor/vendor employees can appeal determinations

4



that employees are not fit for duty. The rule also would

require licensees to employ a Medical Review Officer.

(h) Reporting requirements

Among a number of administrative requirements associated with

the implementation and operation of fitness-for-duty programs,

is a system of files and procedures for protecting personal

information, as well as for recordkeeping and reporting

requirements.
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Item 3: Potential change in the risk to the public from the accidental

offsite release of radioactive material;

Response: Banning the presence or use of illicit substances at nuclear power

plants and controlling how workers at nuclear power plants use legal

drugs significantly increase the assurance that employees with

unescorted access to the protected areas of nuclear power plants will

be fit for duty. Although the Commission concludes that it cannot

quantify the reduction in risk that will occur when fitness-for-duty

programs exist at all plants, the potential for significant increases

in risk, as a result of increased rates of human error, has been

clearly demonstrated. 1 As discussed at length in the supplementary

information published with the proposed rule and in NUREG/CR 5227,

"Fitness-for-Duty in the Nuclear Power Industry: A Review of Tech-

nical Issues," substance use can impair a worker's motor skills and

judgment to the point that accidents attributable to neglect or error

are significantly more probable.

The general upward trend in drug use in the United States is well

known and the nuclear industry has not been exempt from this

phenomenon. The Commission concludes that firm action is essential

at this time to ensure that-nuclear power plant workers remain fit

for duty. The Commission concluded, for the purposes of this backfit

analysis, that the proposed improvements in fitness-for-duty programs

provide a substantial increase in the assurance of public health and

safety and that the direct and indirect costs of implementing such

improvements are justified in view of the increased protection such

improvements will afford.

See NUREG/CR-1879, "Sensitivity of Risk Parameters to Human Errors in

Reactor Safety Studies for a PWR," Brookhaven National Laboratory, January
1981 and NUREG 1050, "Probabilistic Risk Reference Document," September 1984.
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Item 4: Potential impact on radiological exposure of facility employees;

Response: As stated in item 3 above, limiting the presence or use of illicit

substances and abuse of legal drugs by workers at nuclear power

plants will provide significant additional assurance that workers are

fit for duty and that the rate of human error will not increase to

the level that an unacceptable level of risk would result. An

increased level of human error in the workplace could also result in

additional radiological exposure to the individual and to fellow

workers. In addition, partial offset of costs may accrue to licensees

from the potential reduction in absenteeism, lost worker productivity,

medical and insurance costs, and plant downtime. Finally, the

licensee's employees will benefit from the improved general safety bf

the workplace, and through their utilization of the education and

support programs available to deal with drug and alcohol problems.

7



Item 5: Installation and continuing costs associated with the backfit,

including the cost of facility downtime or the cost of construction

delay;

Response: If all of these backfit requirements were new to industry, the cost

implications of such a program would be more significant.2 In reality

however, the NRC and industry have been actively involved in fitness-

for-duty programs for a number of years. In mid-1982, the Commission

published a propused rule that would have required licensees to develop

and implement written procedures concerning fitness for duty, and in

1986 the Commission issued a policy statement on this subject. Since

1982, industry involvement on the part of the Nuclear Utility Manage-

ment and Resources Council (NUMARC), the Institute of Nuclear Power

Operations (INPO), the Edison Electric Institute (EEI) and individual

utilities has resulted in each of the nuclear power plant licensees

having a fitness-for-duty program in place. In many respects these

programs compare very closely to the requirements stated in the pro-

posed rule.- As a result, the incremental burden to industry as a

result of this action is significantly reduced.

The staff estimates that the incremental cost to industry of adhering

to the proposed rule is on the order of $326.8 million to $494.5

million. Assuming a reactor population of 124, the per-reactor cost

for an average remaining life expectancy of 25 years ranges from

about $2.6 million to $4.0 million. About 65-percent of industry's

total estimated incremental cost will come from chemical testing.

The cost estimates include both incremental implementation and

operating costs. The incremental operating costs capture cost impacts

over the remaining life of the reactor population.

2 For example, in 1979 the TVA estimated that the annual cost of just an

alcohol abuse program was approximately $18.5 million.
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Individual costs resulting from the necessary backfit activities

discussed in item 2 4bove are estimated as follows:

(a) Written policy and procedures

The incremental cost for backfitting written policy and procedures

on fitness-for-duty programs is viewed as a one-time implementation

cost. Effort may also be needed on forms and records development.

The NRC staff assumes that each licensee will expend an additional

16 person week technical staff and management effort for these

revisions. Utility technical staff will cost $50 per hour in 1987

dollars. This reflects a 1984 base wage rate adjusted by a factor

of 1.8 for fringe benefits and plant management, escalated to 1987

dollars based on the GNP implicit price deflator. 3

Cost per licensee (640 hr x $50) .... $32,000

Industrywide cost ($32,000 x 55 licensees) .... $1.8 million

(b) Awareness training .program

The incremental cost for backfitting awareness training programs

is viewed as a one-time implementation cost. The NRC staff

estimates that 1500 employees and contractor personnel at each

reactor will participate in a one-hour program in a classroom

setting to orient them to the changes in their fitness-for-duty

program. On the basis of generic cost estimates for training

given in NUREG/CR-4627, the estimated cost per student hour is

$15.00, exclusive of the student's time away from work. 4  The

$15.00 estimate includes the instructor's time for development,

preparation, delivery, evaluation and revisions to the course,

NRC has taken industry labor rates from NUREG/CR-4627, Generic Cost Estimates;
Science & Engineering Associates, Inc., S. Cohen & Associates; Inc., and
Mathtech, Inc.; Abstract 6.3, "Industry Labor Rates," June 1986.

NUREG/CR-4627, Generic Cost Estimates; Science & Engineering Associates, Inc.,
S. Cohen & Associates, Inc., and Mathtech, Inc.; Abstract 2.2.3, "Industry
Cost for Training or Retraining Staff and Writing or Rewriting Training Manuals,
June 1986.
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and allowances for the costs of instructional materials and

handowts. The student's time is valued at $38.00 per hour.

This is the average hourly salary paid to various utility

workers adjusted for fringe benefits and plant management and

escalated to 1987 dollars.5 Thus, the total hourly cost of

training each employee is $53.00 (i.e., $15 + $38).

In addition, staff estimates 300 supervisors will participate

in an additional four-hour training class. This is estimated

to cost $65 (i.e., $15 + $50) per hour of training.

The staff recognizes that newly hired workers must also take

the orientation program. Since new workers would have taken a

fitness-for-duty orientation under the existing licensee pro-

grams, the NRC staff views this cost as non-incrememental.

Cost per nuclear reactor (1500 employees x $53) .... $79,500

(300 supervisors x $65 x 4) .... $78,000

$157,500

Industrywide cost ($157,500 x 124 reactors) .... $19,530,000

(c) Refresher training

Licensees currently offer annual refresher training as part of

their existing fitness-for-duty programs, usually as part of their

General Employee Training (GET) programs. Although some licensees

may need to provide more of such training, the proposed backfit

requirement will impose little burden on industry.

Industrywide cost = $0

Ibid.
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(d) Written agreements with contractors/vendors

Nearly all licensees and their contractors/vendors have entered

into written agreements concerning fitness-for-duty programs.

Although some of these agreements may need minor revisions as a

result of changes to the licensee's policies and procedures, the

effect here is expected to be restricted to those few instances

in which formal agreements with contractors in this regard do

not exist. The licensee's effort, expended in modifying its own

policies and procedures, should provide a quick and easy basis

for any needed changes to these agreements.

Industrywide cost = -0

(e) Chemical testing for drugs, including random testing and blind

performance testing

1 Pre-employment and for-cause testing

The major costs incurred under this portion of the rule

relate to the random testing and, to a lesser degree, to

quality control measures such as blind performance testing.

Because nearly all utilities already test their employees

(i) before hiring them and (ii) for-cause, staff concluded

that there are no incremental costs for these types of test.

2 Random testing

Although the Commission has not determined the required samp-

ling strategies and testing rates, a number of samples each

year equal to 100-percent of the tested population is assumed

for the purpose of this analysis. For this analysis, the

staff assumed that the rate 'i'or those plants already conduct-

ing random tests (about one-third) is 15-percent per year.

The Commission's final decision, could result in differences

in cost than estimated herein.
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Other assumptions important to this analysis include the

following:

- 1500 employees and contractors are to be tested

randomly at each plant;

- existing plants have an average remaining life

expectancy of 25 years;

- initial screening of each random test costs

$20.00;

- each confirmatory test costs $75.00;

- 5-percent of those sampled randomly require confirm-

atory testing for whatever reason;

- '75-percent of the nuclear power reactor units (93)

conduct onsite preliminary screening tests, thereby

requiring an additional screening test at the HHS-

certified laboratory;

- collection of a sample for any test will take an

average of 60 minutes of an employee's productive

time; and

- on the basis of data relating to industry labor rates

and time-related cost adjustments contained in NUREG/

CR-4627, Generic Cost Estimates, the average nuclear

utility employee's hourly salary and benefits were

$38 in 1987.

a The estimated annual cost per employee is first based

on the sum of: the cost of the random test; plus the

cost of the confirmatory test, when necessary; plus

the cost of the employee's time away from his/her

normal duties.

Substituting the assumed values in the equation gives:
13

$20/initial screening test + .05 (confirmatory/

random test) x $75/confirmatory test + 1.0 hour

x $38/hour = $61.75/random test for licensees not

conducting onsite preliminary screening tests.
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$20/preliminary screening test + .05 (confirmatory/

onsite test) x ($20/initial screen + $75/confirmatory

test) + 1.0 hour x $38/hr = $62.75/random test for

licensees conducting onsite screening tests.

The average sum of $62.25/random test is then multiplied

by the factors that represent the industry experience

in testing rates: 67-percent of the plants will need a

100-percent annual testing rate and 33-percent of the

plants will need a 85-percent (100-percent - 15-percent

= 85-percent) annual testing rate.

Substituting the assumed values gives:

(1.00 x .67 + .85 x .33) x $62.25/random test =

$59.17 per employee per year

b This figure is multiplied by the estimated 1500 employees

and contractor personnel per plant and by 124 plants .to

obtain an estimated industry cost of $11.0 million per

year. Assuming an average plant life expectancy of 25

years and a 10-percent discount rate, the industry's

lifetime cost becomes $100 million. If a 5-percent

discount rate is assumed, the lifetime cost is about

$155 million.

Industrywide cost = $100 million to $155 million

3 Blind performance testing

The costs presented here include the cost of purchasing

specimens and having blind performance tests conducted on

them by the contract laboratory. It is assumed that:

75-percent of the nuclear power reactor units

(93) conduct onsite screening tests.
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5-percent of the specimens tested on site would

require further testing at the contract laboratory.

A blind performance test specimen costs $50.

A "weighted" annual testing rate of 95-percent

will be used for all units rather than the 100-percent

and 85-percent rates used in the above calculations.

Other assumptions used for random testing apply.

a The estimated cost per unit for the initial 90-

days for 75-percent of the units doing preliminary

screening tests onsite is:

1500 employees x .95 testing rate x 1/4 year

(90 days) x .05 (rate of positives) x .5 (rate

of test specimens) = 8.91 specimens

The specimens cost $50 each X 8.91 specimens =

$445.31

80-percent of the specimens would only receive

initial screening tests and 20 percent would

need confirmatory tests:

8.91 specimens x .8 x $20 (cost of initial

screen) = $142.50

8.91 specimens x .2 x [$20 + $75 (cost of

confirmation)] = $169.22

Cost for 75-percent of units for first 90 days

($445.31 + $142.50 + $169.22) = $757.03/unit x 93

units = $70,400

b The estimated cost per unit for the initial 90

days for the remaining 25-percent of the units is:
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1500 employees x .95 testing rate x 1/4 year (90

days) x .5 (rate of test specimens) = 178 specimens

The specimens cost.$50.00 each x 178 = $8,900

80-percent of the specimens would only

initial screening tests and 20 percent

confirmatory tests:

receive

would need

178 specimens x .8 x $20 (cost of initial

screen) = $2850

178 specimens x .2 x [$20 + $75 (cost of

confirmation)] = $3380

Cost for 25-percent of units for first 90 days

equals - ($8,900 + $2,850 + $3,380) + $15,130/unit

x 31 units $469,000

c The estimated annual cost per unit for 75-percent

of the units doing preliminary screening tests on

site after the initial 90 days is:

1500 employees x .95 testing rate x .05

(rate of positives) x .1 (rate of test speci-

mens) = 7.12 specimens

7.12 specimens/year x $50/specimen =

$356/year

80-percent of the specimens would only receive

Initial screening tests and 20 percent would need

confirmatory tests:

7.12 specimens x .8 x $20 (cost of initial

screen) = $114/year
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7.12 specimens x .2 x [$20 + $75 (cost of

confirmation)] = $135/year

The estimated annual cost for 75 percent of the

units equals:

($356/year + $114/year + $135/year) =

$605/unit x 93 units = $56,000/year

d The estimated annual cost per unit for 25 percent

of the units after the initial 90 days is:

1500 employees x .95 testing rate x .1

(rate of specimens) = 142 specimens

142 specimens x $50/specimen = $7100/year

80-percent of the specimens would only receive

initial screening-tests and 20-percent would need

confirmatory tests:

142 specimens x .8 x $20 (cost of initial

screen) = $2280/year

142 specimens x .2 x [$20 + $75 (cost of

confirmation)] = $2710/year

The estimated annual cost for 25 percent of the

units equals:

($7100/year + $2280/year + $2710/year) = $12,090/

unit x 31 units = $374,800/year

e In summary, costs for the initial 90-day period total

$539,400 (i.e., $70,400 + $469,000), and recurring

annual costs total $430,800 (i.e., $56,000 +

$374,800). Assuming an average plant life expectancy
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of 25 years, the industry's lifetime cost at a

10-percent discount rate becomes $4.4 million and

at a 5-percent discount rate the lifetime cost is

about $6.6 million.

Industrywide cost = $4.4 million to $6.6 million

Collection Site

Although urine specimens can be collected in facilities not

dedicated solely to that purpose, it is estimated that 75F

percent of the licensees will construct an on-site collection

facility, or will need to modify an existing facility to meet

collection site standards. An average of $25,000 is esti-

mated for construction of a dedicated facility for collect-

ing urine, and sufficient space and equipment to administer

the collection process and provide temporary storage pending

shipment of specimens for testing. Incremental maintenance

costs are estimated at $1000.00 per year f.or those plants

that do not presently have an on-site collection facility.

a Industrywide installation costs are estimated as

.75 x 124 plants x $25,000 = $2.3 million

b Industrywide incremental recurring costs are .75 x

124 plants x $1000.00 = $93,000 per year.

Assuming an average plant life expectancy of 25 years

and a 10-percent discount rate, the industry's lifetime

cost becomes $0.8 million. If a 5-percent discount

rate is assumed, this becomes $1.3 million.

c Adding the initial installation and recurring costs

given as industrywide cost = $3.1 million to $3.6

million.
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5 Protected Storage

The cost of long term protected freezer storage at an HHS-

certified testing laboratory is included in the cost of the

testing. Should a licensee desire longer than the standard

one year retention period (only required by the rule) the

cost would be $10/specimen per year. The staff concludes

that there would be no incremental costs for protected storage.

6 Additional Personnel

In addition to the current staff for administering fitness-

for-duty programs, it is estimated that three additional

clerical personnel would be required for program administration,

recordkeeping, and collection and processing of specimens.

At an average annual salary of $20,000 and a burden factor

of 1.8, this comes to a recurring cost of 3 x ($36,000) =

$108,000 per licensee. Also, a physician. wouid be required

as a Medical Review Officer. At a.salary of $70,000 per year

plus 35-percent benefits package, this would comie to an

additional $94,500 per year per licensee. The annual industry

cost for these additional personnel would be 55 x ($108,000

+ $94,500) = $11.1 million per year. For an average plant

life of 25 years and a 10-percent discount rate, the industry's

life-time cost becomes $101 million and if a 5-percent dis-

count rate is used it is $157 million.

Industrywide cost = $101 million to $157 million.

(f) Employee assistance programs

The introduction of random testing will increase the utilization

rate of the licensee's employee assistance program and would

result in an increase of the licensee's current EAP staff. It

is estimated that one additional professional staff person per

power reactor would be hired at $50,000 per year and one addi-

tional clerk at $36,000 per year. This will cost the industry
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$10.7 million annually. On the basis of a 10-percent and 5-

percent discount rate, the lifetime cost to the industry on a

present worth basis is estimated to range from $97 million to

$151 million, respectively, in 1987 dollars.

Industrywide cost = $97 million to $151 million.

(g) Appeal procedures

Procedures of this nature are either already a part of the

utilities' personnel practices, or will be under the industry

standard for access authorization programs. Therefore, this

requirement will impose no additional burden on industry.

Industrywide cost = $0

(h) Reporting requirements

The staff's assessment of the utilities' fitness-for-duty programs

suggests that approximately 50-percent of the existing programs

fully meet these requirements, and that for the remaining 50-

percent, only some modest increase could be required. Recog-

nizing that these latter utilities already have on their staffs

personnel to manage and administer these programs, and that

these requirements constitute only a small increment to their

current level of effort, the staff concludes that these require-

ments could be accommodated with no or minimal added cost.

Industrywide cost = $0
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Item 6. The potential safety impact of changes in plant or operational

complexity, including the ýelationship to proposed and existing

regulatory requirements;

Response: The backfit does not alter the plant or operational complexity. It

does not involve a reduction in a margin of safety since neither

plant design nor operating procedures are changed. In addition, it

does not alter any safety-related design basis of the facility.

Therefore, the backfit neither creates the possibility of a new or

different kind of accident nor does it involve an increase in the

probability or consequence of an accident previously evaluated.
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Item 7: The estimated resource burden on the NRC associated with the proposed

backfit and the availability of such resources;

Response: In addition to overseeing the licensees' fitness-for-duty programs,

NRC staff will need to address the matter of periodic inspections,

prepare event reports, initiate reactive inspection programs, and

review reports and other written submittals. To a limited degree,

these activities are currently being conducted with present staff.

The staff estimates that one full-time position at headquarters plus

two to five staff positions in the regional-offices will be required

for program management, inspections, and general oversight of the

utilities' fitness-for-duty programs. An estimated range is provided

because of the uncertainties of the extent of the reactive inspection

effort. For example, one region expended more than one FTE in FY87

investigating fitness-for-duty allegations.

Estimates of NRC labor rates (NUREG/CR-4627) suggest using a value of

$72,000 per'NRC professional staff-year. This would -cover salary and

fringe benefits for a mid-level position as well as secretarial and

management support to that individual. The annual NRC cost for this

action at the upper bounds is, therefore, 6 staff x $72,000/staff-year

= $432,000/year.

The 1987 present worth value of the estimated annual cost over a 25-

year period is about $3.9 million using a 10-percent discount rate.

A 5-percent discount rate gives a lifetime cost of approximately

$6.1 million. The staff finds that the estimated resource burden on

the NRC associated with the proposed backfit is $3.9 million to $6.1

million.

These resources will be obtained from currently budgeted NRC safeguards

resources, thereby leaving NRC safeguards programs with unbudgeted

requirements of that amount.
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Item 8: The potential impact of differences in facility type, design, or age

on the relevancy and practicality of the proposed backfit;

Response: The backfit is of an administrative nature and independent of the

facility's type, design, or age. Therefore, there should be no

differences in potential impact between the various facilities on

a per year basis. The total cost to any facility will be proportional

to the number of remaining years that the facility is operated.
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Item 9: Whether the proposed backfit is interim

0 justification for imposing the proposed

Response: The backfit action is anticipated to be

regarding fitness for duty.

or final and, if interim, the

backfit on an interim basis.

the staff's- final position

23



Conclusion:

0

The NRC finds that the rule is not needed to provide adequate
protection of public health and safety under Section 182 of

the Atomic Energy Act because there is a sufficient margin of
safety inherent in the design of nuclear power reactors through
provision of redundant safety systems and automatic shut down

features. Adequate protection is further provided by the

defense indepth of multiple containment barriers and adherence
to the technical specifications and operating conditions in
licenses. The rule would provide additional ensurance that
nuclear workers adhere to the technical specifications and

operating conditions in licenses.

Because this rulemaking adds a new rule to an earlier Commission
position, a backfit analysis has been prepared pursuant to 10

CFR 50.109(a)(3). The NRC finds that the new rule will
significantly increase the overall protection of public health
and safety and that the direct and indirect costs of
implementing the new rule. are justified in view of the

increased-protection...
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Draft Congressional Letters



DRAFT CONGRESS IONAL LETTER

Dear Mr. Chairman:

The Nuclear Regulatory Commission is amending its regulations to require

licensees authorized to operate nuclear power reactors to implement a

fitness-for-duty program whose general objective is to "provide reasonable

assurance that nuclear power plant personnel are not under the influence of

any substance, legal or illegal, or mentally or physically impaired from

any cause, which in any way adversely affects their ability to perform

their duties safely and competently.

Enclosed for your information is a copy of the rule as finally approved by

the Commission for publication in the Federal Register.

Sincerely,

xxx

ADDRESSEES:

Chairman
Subcommittee on Nuclear Regulation
Committee on Environment and Public Works
United States Senate, DC 20510

Chairman
Subcommittee on Energy and the Environment
Committee on tnterior and Insular Affairs
United States House of Representatives 20515



-2-

Chairman
Subcommittee on General Oversight and Investigations
Committee on Interior and Insular Affairs
United States House of Representatives 20515

Chairman
Subcommittee on Energy and Power
Committee on Energy and Commerce
United States House of Represehtatives 20515

Chairman
Committee on Governmental Affairs
United States Senate 20510

Chairman
Subcommittee on Environment, Energy

and Natural Resources
Committee on Government Operations
United States House of Representatives 20510

Chairman
Select Committee on Narcotics Abuse and Control
United States House of Representatives 20515

[OCA to notify by letter Rep. Edward Markey, Senator John Warner, Sen.
Barbara Mikulski and any other correspondents on FFD rule]
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DRAFT

NRC ISSUES RULE SETTING FITNESS-FOR-DUTY REQUIREMENTS AT

CIVILIAN NUCLEAR PLANTS

The Nuclear Regulatory Commission is issuing a new part to its

regulations that requires utilities licensed to operate nuclear power reactors

to implement fitness-for-duty programs.

Currently, the Commission has the authority to order remedial action

where a plant's safety is potentially affected because a person is unfit for

duty.

The specific program elements and procedures in Part 26 apply to illegal

drugs and abuse of alcohol. Each licensee also must develop measures for

addressing legal drugs (prescription and over-the-counter) and other health

problents, such as mental stress and fatigue.

The rule requires utility fitness-for-duty programs to include the

prohibition against consumption of alcohol prior to and during work and must

address situations where a person has been called in to perform unscheduled

work.

The general objective of the rule is to assure:

1) nuclear power plarit personnel are not under the influence of any

substance, legal or illegal, which in any way adversely affects their ability

to safely and competently perform their duties;



DRAFT

2) early detection of persons who are not fit to perform their duties;

3) an alcohol-free and drug-free workplace.

A proposed rule that would have required licensees to develop and

implement fitness-for-duty programs was published by the Commission for public

comment in 1982, but rulemaking was deferred to allow utilities to develop and

implement their own programs.

The Commission's evaluation of industry experience indicates that

although voluntary guidelines were developed and programs put into place, it

is appropriate to establish uniform standards and to achieve further

improvements.

Provisions of the rule, with limited exceptions, apply to all persons

granted unescorted access to protected areas, and to licensee or contractor

personnel required to respond to a licensee's Technical Support Center or

Emergency Operations Facility in the event of a radiological emergency at a

nuclear power plant.

Under the rule, drug and alcohol testing will be conducted before

granting unescorted access to protected areas. Also, testing of licensee and

contractor personnel will be conducted randomly, for cause, and as a follow-up

to verify continued abstention. Tests for alcohol, to be administered by'a

breath measurement instrument, are to be performed in conjunction with other

substance tests.



DRAFT

Licensee or contractor personnel tested positive will be denied access to

protected areas and removed from their work activities. These persons can

later return to work under certain conditions after determining that they are

fit to do so. A second confirmed positive test will result in removal for a

minimum of three years. Involvement in the sale, use or possession of drugs

by any person within a protected area will result in removal for a minimum of

five years. Reassignment of individuals that were removed for three or five

years to activities covered by the rule will be permitted only after certain

conditions are met. Any subsequent use will result in permanent removal.

Before initially granting unescorted access, licensees will be required

to conduct a suitable inquiry to determine if a person had been removed from

work activities or denied unescorted access at other nuclear power plants

because of any involvement in drug use or abuse of alcohol.

The rule also provides for other basic fitness-for-duty program elements,

such as the development of written policies and procedures, provisions for

training of supervisors and employees, standards for drug and alcohol testing,

and requirements for employee assistance programs and appeal procedures.

The new Part 26 to the Commission's regulations, published in the Federal

Register on , will become effective on .


