UNITED STATES
NUCLEAR REGULATORY COMMISSION
WASHINGTON, D.C. 20555

June 5, 2002

MEMORANDUM TO: Glenn M. Tracy, Director
Division of Nuclear Security
Office of Nuclear Security and Incident Response

FROM: Vonna L. Ordaz, Chief /RA/
Reactor Safeguards Policy Section
Division of Nuclear Security
Office of Nuclear Security and Incident Response

Subject: SUMMARY OF THE MAY 8, 2002, PUBLIC MEETING TO DISCUSS
DRAFT REVISIONS TO 10 CFR PART 26 (FITNESS-FOR-DUTY RULE)

On May 8, 2002, the NRC staff held a public meeting with representatives of the Nuclear
Energy Institute (NEI), utility stakeholders, and the public. The purpose of this meeting was to
further discuss the draft language changes to 10 CFR Part 26, the Fitness-for -Duty (FFD)
Rule, and related matters, as outlined in the meeting agenda, provided as Attachment 1.

The NRC staff opened the meeting with discussion of Subparts A through D (Attachments 2 ,3,
4, and 5). Following the discussion of Subparts A through D, industry representatives
presented several examples of applying the draft requirements to the granting of access
authorization.

The major issues from these discussions were:

° The possibility of combining Access Authorization and FFD requirements and the
scheduling impacts of doing so. Although the response to a combined document was
quite positive, stakeholders were concerned with the potential delays in completing the
FFD rule that combining them may introduce.

° New draft language that requires every employer from the past three years to be
contacted for the suitable inquiry for an initial authorization. Stakeholders did not
express any concerns with this proposed requirement.

. Definition of “legal action.” Stakeholders indicated that this definition requires further
refinement and agreed to offer possible language.

° Examples of applying the requirements. The cases discussed showed that the industry
representatives present had interpreted the requirements consistently with the NRC's
intent in the draft rule language.

CONTACT: Dr. Garmon West, NSIR/DNS/RSPS
301-415-1044
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° The NRC staff stated that a question will be included in the Federal Register notice for
the proposed rule concerning the need for Medical Review Officer non-medical training.

The next meeting is scheduled for June 26, 2002. Additional examples of applying the rule
language will be discussed.

The above information and the documents attached were shared and discussed between NRC
staff, NE| representatives, utility and public stakeholders and are not intended as verbatim
records.

Attachment 7 lists the attendees at the May 8, 2002, meeting.

Attachments: 1 Agenda

2 Preliminary Language for Subpart A

3. Preliminary Language for Subpart B

4. Preliminary Language for Subpart C

5 Preliminary Language for Subpart D

6 Preliminary Language for Subparts E-J
7

List of Attendees



2
June 5, 2002

The NRC staff stated that a question will be included in the Federal Register notice for the
proposed rule concerning the need for Medical Review Officer non-medical training.

The next meeting is scheduled for June 26, 2002. Additional examples of applying the rule
language will be discussed.

The above information and the documents attached were shared and discussed between NRC
staff, NE| representatives, utility and public stakeholders and are not intended as verbatim
records.

Attachment 7 lists the attendees at the May 8, 2002, meeting.
Attachments: 1. Agenda

2 Preliminary Language for Subpart A
3. Preliminary Language for Subpart B
4, Preliminary Language for Subpart C
5 Preliminary Language for Subpart D
6

7

Preliminary Language for Subparts E-J
List of Attendees

DISTRIBUTION:
RSS r/f B Baxter M Rothschild D Desaulniers M Burrell
ADAMS Folder: Fitness for Duty

Accession Number:
Document Name:K:\DNS StafiWest\Public Meetings 2002\050802\meeting summary.wpd
*See Previous Concurrence

OFFICE | DNS/RSPS DNS/RSPS:SC
NAME G West V Ordaz

| DATE 1 6/6 /02 1 6/56/02
OFFICIAL RECORD COPY




May 8, 2002
08:30-08:45 AM

08:45-09:00 AM

09:00-09:15 AM

09:15-9:45 AM

09:45-10:00 AM
10:00-10:30 AM
10:30-12:00 PM
12:00-01:15 PM
01:15-03:15 PM
03:15-03:30 PM
03:30-04:15 PM
04:15-04:30 PM

04:30-04:45 PM

04:45-5:00 PM

PROPOSED AGENDA FOR NRC PUBLIC MEETING
ON THE DRAFT FITNESS-FOR-DUTY RULE
(OWFN 14-B-6)

Opening Remarks and [ntroductions (Vonna Ordaz)

Overview (Garmon West)

Update on Protocol for Sharing Draft Rule Language/Web Site
(August Spector)

Feedback From Stakeholders on Appendix A-D Composite (Garmon
West)

Break

Feedback From Stakeholders on Proposed FFD Rule Outline
Feedback From Stakeholders on Subparts E - J.

Lunch

Conduct Tabletop walk through on sections A - D.

Break

Discuss Topics to be Raised by Stakeholders

Discuss Timeline

Action Item Confirmation/Meeting Minutes Consensus/information Needs

(Garmon West)

Closing Remarks (Vonna Ordaz)
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Subpart A - Administrative Provisions

§26.1 Purpose.
This part prescribes requirements and standards for the establishment and maintenance of

eeftam—aspeets of ﬁtness—for-duty (FF D) programs aﬂd—pfeeedufes—te—be—used—by—the-heeﬂsed-

§26.3 Scope and-applicability.
(a) General—The regulatrons in thls part apply to licensees authorlzed to operate a nuclear

pewer—pl&n-t—‘oz Each construction perrmt holder with a plant under active construction, shall
comply with §§ 26.X, 26.X. of this part; shall implement a drug and alcohol testing program,
including random tests, and shall make provisions for employee assistance programs, imposition
of sanctions, an impartial and objective review process, the protection of information, and
recordkeeping.

(c) The regulations in this part apply to a Corporation required-te that obtains a certificate of
compliance or an approved compliance plan under part 76 of this chapter only if the Corporation
elects to engage in activities involving formula quantities of strategic special nuclear material
(SSNM). When applicable, the requirements apply only to the Corporation and personnel
carrying out the activities specified in §§26.X.'

(d) Certain regulations in this part apply to licensees that have submitted under 50.82 and
continue to store irradiated nuclear fuel.!* beoth-current-and-future-decommissioningplants

(¢) The regulations in this part apply to licensees authorized to store irradiated nuclear fuel under

lDeleted in response to 5/2/02 OGC comment that the scope of the rule is addressed in 26.3.

1OOResponse to 5/3/02 OGC comment that this section should be reorganized to list the licensees and entities to which part 26 applies

in separate paragraphs.
101 poved to Subpart B per OGC comment on 5/2/02 that this statement is a positive requirement and does not belong in this section.
102kirst sentence deleted per OGC comment on 5/2/02.
]03The activities specified in (d)(3) will be moved to Subpart B.

104his paragraph is intended to refer to decommissioning plants that continue to store spent fuel onsite. Words will be further
revised.
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part 72 of this chapter.

(f) The regulations in this part apply to entities authorized to transport SSNM under part XX of
this chapter.

Rev. 7.2
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§26.5 Definitions.

Aliquot means a portion of a specimen used for testing. It is taken as a sample representing the
whole specimen.

Blood Alcohol Concentration (BAC) means a measure for determining the mass of alcohol in a
volume of blood, as measured by an evidential-grade breath alcohol analysis device.

Category IA Material means SSNM directly usable in the manufacture of a nuclear explosive
device, except if:

(1) The dimensions are large enough (at least 2 meters in one dimension, greater than 1
meter in each of two dimensions, or greater than 25 cm in each of three dimensions) to
g preclude hiding the item on an individual;

(2) The total weight of 5 formula kilograms of SSNM plus its matrix (at least 50
kilograms) cannot be carried inconspicuously by one person; or

(3) The quantity of SSNM (less than 0.05 formula kilogram) in each container requires
protracted diversions in order to accumulate 5 formula kilograms.

Chain of custody means methods used to assure the custody and control of specimens collected
for urinalysis. "Chain of custody" and "custody and control" are synonymous and may be used
interchangeably.

Collection site means a place where individuals present themselves for the purpose of providing
a specimen of their urine and/or breath to be analyzed for the presence of drugs or alcohol.

Collection site person means 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.

120 e paragraphs describing the activities and personnel subject to part 26 have been moved to Subpart B, per OGC comment on
5/2/02.
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Commission means the U.S. Nuclear Regulatory Commission or its duly authorized
representatives.

Confirmatory test means a second analytical procedure to identify the presence of a specific drug
or drug metabolite in a specimen. The purpose of a confirmatory test is to ensure the reliability
and accuracy of a screening test result.

Confirmed positive test result means a positive test result that has been determined to be a
violation of a FFD policy. For drugs other than alcohol, a confirmed positive test result is
determined by the Medical Review Officer (MRO) after evaluation. For alcohol, a confirmed
positive test result is determined without an MRO evaluation, based upon confirmatory test
results from an evidential-grade breath alcohol analysis device.

Contractor/vendor (C/V) means any company, or an individual not employed by a licensee, that

is providing work or services within the scope of this part to-be-performed-inside-the-protected-

area-boundary 2!, either by contract, purchase order, verbal agreement, or other arrangement.
Cut-off level means the value set for designating a test result as positive.

Determznatzon of f tness means the process of evaluatmg whether an individual 1 is fit for duty

Employment action means a change tein job responsibilities or removal from a job, or the
mandated implementation of a plan for substance abuse treatment in order to avoid a change in
or removal from a job, in response to an employer’s concern about the individual’s fitness for
duty.

Fuel handling means any activities involving the movement of moving irradiated nuclear fuel.

HHS-certified laboratory means a laboratory that is certified to perform urine drug testing under
the Department of Health and Human Services Mandatory Guidelines for Federal Workplace
Drug Testing Programs (59 FR 29908, June 9, 1994), and all future revisions thereto.

Illlegal drugs means those drugs included in Schedules I through V of the Controlled Substances
Act (GSAY'*, but not when used in accordance with a valid prescription or when used as
otherwise authorized by law.

12t This definition is expanded from "protected area" to reflect the broader scope of the rule. C/Vs may perform activities within the
scope of this part that are not within a protected area.

122Simpliﬁcaltion recommended by OGC, 5/2/02.

123Second sentence moved to discussion of determination of fitness per OGC comment on 5/2/02.

124 . . . .
This acronym isn’t used anywhere else in the rule and so is unnecessary here.

4
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Laboratory confirmed positive means the result of a confirmatory test that has established the
presence of drugs, or drug metabolites, at a sufficient level to be an indication of prohibited drug
use.

Legal action means a documented-and-corroberated'” formal action taken by a recognized law
enforcement authority, beyond the application of the standards of probable cause, such as, but
not limited to, [an arrest, charges, ex-conviction,]'? or the mandated implementation of a plan for
substance abuse education-and/'?’er treatment in order to avoid a permanent record of an arrest
or conviction, in response to:

(1) the use, sale, or possession of illegal drugs,
(2) the abuse of legal drugs, including alcohol, or

(3) the refusal to take a drug or alcohol test.

Licensee’s testing facility means a drug testing facility operated by a licensee or one of its C/Vs
to perform onsite screening tests of urine specimens.

Limit of detection (LOD) means the lowest concentration of an analyte that an analytical
procedure can reliably detect, which should be significantly lower than the established cut-off
levels.

Medical Review Officer (MRO) 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 a-n-individual's positive

test result together with his-er-her-medical-history-and any other relevant biomedical

information.'?®

Potentially disqualifying FFD information means, in the context of a suitable inquiry in Section

26.47, information demonstrating that an individual has;-duringthe-past-S-years-or-since-the-
md-wiéaal-s-elgh{eenﬁfbfﬁhday—\%{ehevmﬂess—m

(1) violated a FFD policy and-beenremoved-from-activities-covered-by-this-part; >’

(2) had authorization denied, revoked, or terminated unfavorably under {the-substance-
abuse-provisiens 26.X here, and 26.X, 26.X in Subpart D - insert sections numbers when final]

5 Response to 5/3/02 OGC comment that any formal action will be documented and corroborated, so those words are unnecessary
here.

126 Response to 3/13/02 stakeholder comments that information about a legal action may be obtained from other sources than a FBI

criminal history record. Mentioning only the FBI record could limit the information that is sought and obtained about relevant legal actions.

127 "Education" eliminated, as it is a subset of the different kinds of treatment available.

8 Response to 5/2/02 OGC comment that an individual’s medical history is one form of biomedical information, and so it is

unnecessary to specify it here.
129

130

The periods for which a suitable inquiry is required are specified in Subpart C.

Moved to (2) and revised.
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of this part;'!
(3) used, sold, or possessed illegal drugs;
(4) abused legal drugs;
(5) subverted or attempted to subvert a drug or alcohol testing program,
(6) refused to take a drug or alcohol test;

(7) been subjected to a plan for substance abuse treatment (except for self-referral); or
(8) had legal or employment action taken for alcohol or drug use.

: [Pre-access test means any negative drug and alcohol test meeting the standards of this part that
was performed within [30]'* days before the granting of authorization to perform activities
within the scope of this part.]'*

Presumptive positive screening test result means the result of a screening test for alcohol
indicating a BAC of 0.02 percent or higher, or the result of a screening test for drugs and drug
metabolites that indicates the presence of some drug or drug metabolite and that couldhas-the-
petential-te be confirmed through gas chromatography/mass spectrometry testing by an
HHS-certified laboratory as a laboratory confirmed positive test result.

Protected area [meanshas-the-same-meaningas-in-of this-chapter; an area encompassed by

physical barriers and to which access is controlled, as defined in §73.2 of this chapter.]"*

Reviewing official means the designated licensee employee who is responsible for reviewing and
evaluating any potentially disqualifying FFD information obtained about an individual, including
but not limited to the results of a determination of fitness, in order to determine whether the
individual may be granted and maintain authorization to perform activities within the scope of
this part.

Screening test means the first test for alcohol, or an immunoassay screen for drugs or drug
metabolites that may be used to eliminate "negative" urine specimens from further consideration.

Strategic Special Nuclear Material (SSNM) meanshas-the-same-meaning-as uranium-2335
(contained in uranium enriched to 20 percent or more in the U-235 isotope), uranium-233, or

plutonium;-as-defined-in-§73-2-of this-chapter.

Substance abuse means the use, sale, or possession of illegal drugs, or the abuse of prescription

13 Moved from (1) to become a separate item. Language revised from "been removed" to "terminated unfavorably or revoked" to be

consistent with how these terms are used within the rule. Question - Do we need to reference the specific sections/paragraphs in Subpart D that

discuss revocation?

132 Reflects NRC's and stakeholders’ agreement to reduce the complexity of Subpart C by eliminating special requirements for

reinstatements for individuals who have not been authorized within the 31-60 day timeframe.
133 This definition may be unnecessary as the term, "pre-access” test is no longer used in Subpart C.
134 Revised in response to OGC comment.

13SQuestion - Do we need this definition? Revised in response to OGC comments of 5/2/02.

6




May 4, 2002 Rev. 7.2

and over-the-counter drugs, and alcohol legal drugs-or-otherlegal-substanees:'”
Subversion and subvert the testing process mean any act intendedperformed by-an-individual to

avoid being tested or to bring about an inaccurate drug or alcohol test result for oneself or others
at any stage of the testing process, including selection and notification of individuals for testing,
specimen collection, specimen analysis, and test result reporting, and adding an adulterant to a
specimen.

Transporter means a general licensee pursuant to 10 CFR 70.20a, who is authorized to possess
formula quantities of SSNM;-as-defined-in-§73-2-of this-chapter; in the regular course of carriage
for another or storage incident thereto, and includes the driver or operator of any conveyance,
and the accompanying guards or escorts.

§26.7 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.

§26.9 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, property, or the common defense
and security, and are otherwise in the public interest. Any exemptions submitted under this part
must meet the provisions of 10 CFR §50.12 or §70.14, as applicable.

§ 26.11 Communications.

Except where otherwise specified in this part, all communications and reports concerning
the regulations in this part must be addressed to the NRC Document Control Desk, U.S. Nuclear
Regulatory Commission, Washington, DC 20555-0001. Copies of all communications must be
sent to the appropriate regional office and resident inspector. Communications and reports may
be delivered in person at the Commission’s offices at 11555 Rockville Pike, One White Flint
North, Rockville, Maryland, or at the Commission’s Public Document Room located at One
White Flint North, 11555 Rockville Pike (first floor), Rockville, MD,

§26.13 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

135Question - Do we need this definition? Revised in response to OGC comments of 5/2/02.

7
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by the Paperwork Reduction Act (44 U.S.C. 3501 et seq.). The NRC may not conduct or
sponsor, and a person is not required to respond to, a collection of information unless it displays
a currently valid OMB control number. OMB has approved the information collection
requirements contained in this part under control number (update for proposed rule).

(b) The approved information collection requirements contained in this part appear in 26.X
(insert when section numbers are determined.)

§ 26.15 Future revisions.

Changes to this part that are necessary to conform to the Department of Health and
Human Services "Mandatory Guidelines for Federal Workplace Drug Testing Programs,” (59 FR
29908, June 9, 1994, ), and all future revisions thereto, do not require a backfit analysis pursuant
to §50.109 of this chapter, [in accordance with (insert recent FR notice regarding combined
backfit/regulatory analysis guidance) the NRC’s rulemaking process.]'* Changes to this part
that depart from the provisions of the "Mandatory Guidelines for Federal Workplace Drug
Testing Programs," and all future revisions thereto, are subject to the provisions of §50.109 of
this chapter.

136 Response to 2/20/02 stakeholder concern that the staff is proposing to adopt changes to the HHS Guidelines without providing
stakeholders with an opportunity to evaluate and comment on the changes. The new language was added to clarify that changes in this part
required to conform to changes in the HHS Guidelines will not be made without rulemaking, but will not require a backfit analysis under the new
policy. On 5/2/02, OGC recommended that a conforming change be made to 50.109 and the exemption be discussed in the Statement of
Consideration for this rulemaking,
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Subpart B - Pregram Elements General Requirements®”

§26.21 [FFD program.
Each licensee and entity subject to this part shall establish and implement a FFD program
that complies with the applicable requirements in this part.]*"!

§26.23 General Performance objectives.
Fitness-for-duty programs must:

(a) Provide reasonable assurance that [-m&elear—pewer—p%aﬂt—pefsenﬂel—&aﬁspeﬁer—pefseﬂnel—

ave-une : e e e m ; pts-an : 1nd1v1duals
subject to thlS part]3°2 are trustworthy and rehable and are not under the 1nﬂuence 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 workplace free of illegal drugs and alcohol, and the effects of such
substances.

§26.25 Individuals subject to the FFD program,

(a) Theprovisions-of this-part-apply-te: The following individuals shall be subject to the FFD
program:

(1) All persons granted unescorted access to nuclear power plant protected areas;

(2) All persons required by the licensee to physically report to a licensee's Technical
Support Center (TSC) or Emergency Operations Facility (EOF) in accordance with licensee
emergency plans and procedures;

(3) SSNM licensee and transporter personnel who:

(i) Are granted unescorted access to Category IA Material;
(ii) Create or have access to procedures or records for safeguarding SSNM;
(iii) Make Measurements-of Category IA Material;
(iv) Transport or escort Category IA Material; or
(v) Guard Category 1A Material.
(4) All FFD program personnel involved in the day-to-day operations of the program

who routinely:[+and-whose-normal-worklocation-is-within 20-miles-ofalicensee-or- G-

90 Revised to reflect 5/3/02 OGC recommended reorganization of Subparts A and B.

3()]This sentence moved here from 26.1 in Subpart A in response to OGC recommendation of 5/4/02. "Applicable” added because the

same requirements may not apply to all entities, when requirements for decommissioning plants, ISFSIs and other entities are determined.
302 pevised to reflect 4/17/02 stakeholder comments that this objective should be employer-neutral and applicable only to those who
are subject to the rule.

303 Deleted in response to 4/02 stakeholder input.
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collection-site;-and]*®

(i) Can link test results with the person who was tested before a FFD policy
violation determination is made;

(ii) Make determinations of fitness;

(iii) Make authorization decisions;

(iv) Are involved in the selection or notification of individuals for testing; or

(v) Are involved in the collection or onsite testing of specimens.**

(5) All persons-at-decemmissioning-plantsforand ISESIsP*who:
(i) Are responsible for handling irradiated fuel; or
(ii) Have unescorted access to areas containing irradiated fuel.

9 Deleted in response to 4/02 stakeholder input.

304 Language similar to this was included in the Affirm Rule, as follows:

FFD program personnel who (add: routinely):
(i) Can link test results with the person who was tested prior to determination of an FFD policy violation;
(ii) Make medical or management determinations of fitness;
(iii) Make removal or return-to-work decisions; or
(iv) Are involved in the selection or notification of employees for testing or in the collection or onsite testing of specimens.
It was moved into the paragraph that excluded individuals who do not routinely provide FFD services when that paragraph was added. However,
the intent of that paragraph is to define the exclusion, whereas the purpose of (a) is to describe who must be subject to a FFD program. Item (ii)
from the Affirm Rule is revised here to be consistent with the new definition of a determination of fitness and Item (iii) is revised to be consistent
with the term, "authorization" used through the remainder of the rule.
The bases for revising "medical and management determination of fitness include: (1) The term The term "medical” implies that only
a "licensed physician" may determine fitness, when there are other types of professionals who are not licensed physicians (e.g, substance abuse
professionals, clinical psychologists), but who are appropriately qualified to assess some fitness issues; (2) The term "management” implies that
only a manager may serve as the reviewing official who evaluates potentially disqualifying FFD information and makes the decision to grant,
deny or revoke authorization to perform activities under this part. In practice, the designated reviewing official may not be in a management
position, although the reviewing official has been delegated responsibility and accountability for making the authorization decision by
management; (3) Combining "medical and management” does not accurately reflect the relative roles and responsibilities of those who are
responsible for assuring the fitness for duty of individuals who are authorized to perform activities within the scope of this part. The
appropriately qualified professional is responsible for assessing the presence and severity of current impairment, as well as for assessing the
potential for an individual who has engaged in substance abuse or experienced other potentially impairing conditions to engage in future behavior
that could represent an unacceptable risk to public health and safety. The results of these assessments are used by the reviewing official in
determining whether an individual may be granted or maintain authorization to perform activities within the scope of this part, and, in fact, may
be the only information used in such a determination in some instances. However, the decision to grant, deny, or revoke authorization lies with
the reviewing official under the Access Authorization program.
305 Deleted in response to 5/2/02 recommendation.
9The NRC staff determined that DOT does not maintain a master list of places where personnel may report for drug and alcohol
testing. Organizations that may maintain such lists include Substance Abuse Program Administrators Association (SAPAA) and the Drug and
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| T y CAL Heeti ite-testing ?aei]i@y.m
(b) The regulations-in-provisions-of this-part-do-net-apply-te following individuals are not subject
to the FFD program:

(1) Persons who are not licensee or C/V FFD program personnel, but who may be called
upon” not routinely to provide FFD program services, including, but not limited to, collecting
spe01mens for drug and alcohol testmg or makmg determmat10ns of ﬁtness wbe—are—net—feuﬂﬁely—
—Such
persons may mclude but are not llmlted to, hospital, employee assistance program (EAP), or
substance abuse treatment fac111ty personnel or other medical professwnals —whe—may—be—eaﬂed—

NOR-£A O a n o
P = - d .. O FY ahaa oo

(2) (h)y-Theregulations-inprovisions-of this-part-de-netapplyte-NRC employees, to-law
enforcement personnel, or offsite emergency fire and medical response personnel while
responding onsite.;er

(3) SSNM transporter personnel who are subject to U.S. Department of Transportation
drug or alcohol fitness programs that require random testing for drugs and alcohol.

§26.27 Written policy and procedures.

(a) General. 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.

(b) Policy. The licensee shall prepare a clear and concise FFD policy statement and [make a
copy of the most current revision of this statement readily available to all individuals subject to
the policy.]*® This statement must be written 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. At a minimum, the written statement shall:

(1) Describe the consequences of the use of [and offsite involvement with]*® illegal

drugs, {meluéng—ﬂmespeﬂsfbﬁﬁy—tﬁepeﬁ—aﬂﬂegal—ae&eﬂs?m and the abuse of legal drugs,

Alcohol Testing Industry Association (DATIA). In addition, some drug and alcohol testing facilities are nationally based.

307 Revised in response to 5/2/02 OGC comments. "Not routinely" was added to clarify the NRC’s understanding that unusual
circumstances occasionally arise in which hospital or treatment facility personnel may perform FFD-related services for a licensee. For example,
the rule requires that licensees perform a for-cause drug and alcohol test if an individual is seriously injured on the job and there is a reasonable
suspicion that drug or alcohol use may have been a factor. If the individual is transported to a local hospital for medical treatment, it may not be
feasible for licensee FFD program personnel to collect specimens for testing. At the request of the licensee, hospital personnel, instead, may
collect the necessary specimens. It is not the NRC’s intent that these facilities or their personnel be subject to the requirements of this part.

308 The NRC intends that all individuals subject to a FFD policy in accordance with this part clearly understand the requirements

with which they must comply. Based on stakeholder comments at the 3/13/02 meeting, the NRC agrees that making a copy “readily available" to
those subject to the policy, in part, meets the intent. Entities may post the policy in multiple areas, provide brochures, allow individuals to print
out the policy from CBT, or use any reasonable mean,

309 Based on stakeholder and NRC discussion at the 3/13/02 meeting, it was decided to reinstate "and offsite involvement with" illegal

drugs to clarify the NRC’s intent that offsite involvement with illegal drugs be considered a FFD policy violation by the licensee.

3o Clarifies the NRC’s intent that individuals are responsible for reporting any FFD-related legal actions, as defined in 26.5, while

they are assigned to activities within the scope of this part. Moved to become a separate item at the end of this list.
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including alcohol;

| (2) Describe the consequences of refusals to provide a specimen for testing and
subversion of the testing process;

(3) Prohibit the consumption of alcohol, at a minimum:

(i) Within an abstinence period of 5 hours preceding any scheduled working tour
or longer, depending upon the period necessary for the individual to ensure that his or her BAC
is below the alcohol test cutoff level when the individual reports to work;!!

(ii) During the period of any working tour; and

(iii) When scheduled [by the licensee]*'? to be available to physically report to a
licensee's Technical Support Center (TSC) or Emergency Operations Facility (EOF) in
accordance with licensee emergency plans and procedures;

(4) Convey that abstinence from alcohol! for the five hours preceding any scheduled
working tour is considered to be a minimum that is necessary but may not be sufficient to ensure
the individual is fit for duty;

(5) Address other factors that could affect fitness for duty such as mental stress, fatigue,
illness, and the use of prescription and over-the-counter medications that could cause
impairment;

(6) Provide a description of programs that 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; and

(7) Describe the consequences of violating the policy; and
(8) Describe the responsibility to report any legal actions.*

(c) Procedures. The licensee shall prepare written procedures that describe the methods to be
used in implementing the FFD policy and the requirements of this part. The procedures shall:

(1) Describe the methods and techniques to be used in testing for drugs and alcohol,
including procedures for protecting the individual providing a specimen and the integrity of the
specimen, and the quality controls used to ensure the test results are valid and attributable to the
correct individual.

(2) Describe immediate and follow-up actions that will be taken, and the procedures to be
used, in those cases where individuals assigned to duties activities within the scope of this part
are determined to have —

3 Added in response to 4/17/02 stakeholder request to clarify that a 5-hour abstinence period may not be sufficient for some

individuals to attain a negative alcohol test result when reporting to work. BAC at time of reporting will be affected by the amount of alcohol

consumed and the individual’s body weight, among other factors.

312 Added to clarify that this requirement applies to licensee personnel and not to State and local personnel who are not subject to

NRC regulation.

313 Moved from (1) in response to OGC comment on 4/35/02.
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(i) Been involved in the use, sale or possession of illegal drugs;

(ii) Consumed alcohol during the mandatory pre-work abstinence period, while on duty,
or to excess before reporting to duty, as demonstrated with a test that can be used to
determine BAC,;

(iii) Attempted to subvert the testing process by adulterating or diluting specimens (in
vivo or in vitro), substituting specimens, or by any other means;

(iv) Refused to provide a specimen for analysis; or
(v) Had legal action taken on a drug or alcohol-related charge.

(3) Describe the process to ensure that persons called in to perform an unscheduled
working tour are fit for duty. Consumption of alcohol during the abstinence period shall not by
itself preclude a licensee from using individuals needed to respond to an emergency. Asa
minimum,

(i) The procedure must require a statement to be made by a called-in person as to whether
he-orshe the individual considers himself or herself fit for duty and whether he-or-she the
individual has consumed alcohol within the pre-duty abstinence period stated in the policy;

(ii) If alcohol has been consumed within this period and the person is called in, the
procedure must --

(A) Require a determination of fitness by breath alcohol analysis or other means
(collection of urine under § 26.XX is not required), and

(B) Require the establishment of controls and conditions under which the
individual who has been called-in can perform work, if necessary.

(iii) If the individual reports that he or she considers himself or herself unfit for duty for
other reasons, including illness, fatigue, or other potentially impairing conditions, and the person
is called in, the procedure must require the establishment of controls and conditions under which
the individual can perform work, if necessary.

(4) Describe the process to be followed if an individual’s behavior raises a concern
regarding possible possession, use or sale of illegal drugs, possession of alcohol on-site, or
impairment of any kind that may constitute a risk to the health and safety of the public.

§26. 29 Training.’"

(a) Content of training. Licensees must ensure that individuals assigned to perform activities
within the scope of this part have mastered®'® the knowledge, skills and abilities (KSAs) required
to implement their responsibilities under the FFD policy. Mastery is demonstrated by passing a
comprehensive examination. This includes mastery of the following training objectives --

314 The language in this section has been revised to use industry training and testing terminology.

313 Changed based on stakeholder input that C/V's or others may conduct the training, but that licensees are responsible for ensuring

that individuals have received the training required in this section.
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(1) Knowledge of the policy and procedures that apply to the individual and the
consequences of that-mayresultfrem a lack of adherence to the policy;
(2) Knowledge of the individual’s role and responsibilities under the FFD program;

(3) Knowledge of the roles and responsibilities of others, such as the MRO, and the
human resources, FFD and employee assistance program staffs;

(4) Knowledge of the employee assistance programs available to the individual;

(5) Knowledge of the personal and public health and safety hazards associated with abuse
of illegal and legal drugs, including alcohol;

(6) Knowledge of the effects of prescription and over-the-counter drugs and dietary
conditions that have the potential to affect job performance

(7) [Knowledge of prescription and over-the-counter drugs and dietary conditions that
have the potential to affect]*'s drug and alcohol test results;

(7) Ability to recognize drugs and indications of the use, sale, or possession of drugs;

(8) Ability to observe and detect performance degradation, indications of impairment, or
behavioral changes;

(9) Ability to initiate appropriate corrective action, including referral to the person(s)
designated by the licensee or C/V to receive fitness concerns, and to the employee
assistance program.

(b) Training administration. Licensees shall ensure that individuals performing activities under
this part are trained, as follows:

(1) Training for all personnel must be completed prior to an initial assignment of duties
within the scope of this part.

(2) Refresher training must be completed on a nominall2-month frequency, or more
frequently where the need is indicated. Individuals who demonstrate mastery of the training
objectives by passing a comprehensive annual examination may forgo the refresher training.

[(3) Successful completion of initial or refresher training requires demonstration of
mastery of the KSAs in paragraph (a) of this section. The examination must include a
comprehensive random sampling of all KSAs with questions that test each KSA, including at
least one item for each KSA®Y. The examination must be administered under the supervision of
a qualified proctor. The minimum passing score required shall be 80%. Remedial training and
testing is required for individuals who fail to master at least 80% of the test questions.]*'®

316 Response to stakeholder comments on 3/13/02 that the language in this item was unclear. Revised to clarify that the training must
address the effects of some prescription drugs on job performance, and the effects of some legal drugs and some foods on drug and alcohol test
results.

317 Addedin response to OGC comments that the minimum number of items addressing each KSA should be specified.

318 Stakeholder comments at the 3/13/02 meeting indicated that the FFD training requirements should conform to existing licensee
{raining program requirements, which require demonstration of KSA mastery through an examination process. The staff concurs and, further,
believes that the same media used for training delivery are acceptable for examination delivery.
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(4) Initial and refresher training may be delivered using a variety of delivery media,
including, but not limited to, classroom lectures, required reading, video, or computer-based
training systems. The licensee or C/V must monitor that the training occurs and provide a
qualified instructor who is able to answer questions in the course of completion.

(5) Licensees may accept training of individuals who have been subject to a part 26
program and who have had initial or refresher training, or successfully demonstrated mastery of
the required KSAs within the prior 12 months.

§26.31 Drug and alcohol testing.

(a) General. To provide a means to deter and detect substance abuse, the licensee shall
implement drug and alcohol testing programs for persons subject to this part.

(b) Conditions for testing. Licensees and C/Vs shall administer drug and alcohol tests under the
following conditions:

(1) Within [307*" days before the assignment to activities within the scope of this part,
unless the individual meets the conditions for an exemption described in §§26.XX and 26.XX of
this part;

(2) In response to any observed behavior or physical condition that creates a reasonable
suspicion of possible substance abuse;

(3) As soon as practical after accidents involving a failure in individual performance that
resulted in:

(i) a significant personal injury, such as an injury that requires medical treatment and
results in lost work time, if there is a reasonable suspicion of possible substance abuse,

(ii) a radiation exposure or release of radioactivity in excess of regulatory limits, or

(iii) actual or potential substantial degradations of the level of safety of the plant if there
is reasonable suspicion that the individual’s performance contributed to the event;

(4) After receiving credible information that an individual is abusing drugs or alcohol;

(5) Before an individual’s authorization is reinstated following a violation of the
substance abuse provisions of the FFD policy; and

(6) On a statistically random and unannounced basis so that all persons in the population
subject to testing have an equal probability of being selected and tested.

(c) General requirements for conducting drug and alcohol testing.
[(1) Random testing.

(i) Random testing must include testing during all types of work periods,
including weekends, backshifts, and holidays.

319 Changed to be consistent with the definition of a pre-access test in 26.5.
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(ii) At a minimum, random tests must be administered by the FFD program on a
nominal weekly frequency and at various times during the day.

(iii) Licensee procedures for notification of individuals selected for random
testing must limit the time available such that the individual is only provided sufficient time to
go directly to the collection site after notification.’

(iv) Reasonable efforts must be made to test persons selected for random testing.
Persons off site when selected for testing, and not reasonably available for testing in a timely
manner, must be tested at the earliest reasonable and practical opportunity and without
notification to the individual until immediately before he or she reports for the test.

(iv) The-tests-must-be-administered-so-that A person completing a test shall be
immediately eligible for another unannounced test.

(v) Random testing must be conducted at an annual rate equal to at least 50
percent of the workforce that is subject to the FFD program.]**!

(2) Cutoff levels. Licensees must, at a minimum, apply the cutoff levels published in the
HHS Guidelines for screening and confirmatory testing. Licensees, at their discretion, may
implement programs with lower cutoff levels. If a licensee implements lower cutoff levels than
those published in the HHS Guidelines and an individual is determined to have a confirmed
positive test using the licensee’s more stringent cutoff levels, the individual must be subject to
all management actions and sanctions required by the licensee’s policy and this part, as if the
individual had a confirmed positive test result using the HHS Guidelines’ cutoff levels.

(3) Substances tested. Licensees shall, at a minimum, test for marijuana;-coeaine-
ep%a%es—&mphe%&mmes—pheﬁeyehéﬂe—aﬂd—a}eehe% the panel of drugs specified in the HHS

Guidelines,*

(i) 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. The licensee
shall also establish rigorous testing procedures for these substances that are consistent with the
intent of this part, so that the appropriateness of the use of these substances can be evaluated by
the MRO.

(ii) Licensees may also test for any illegal drugs or any other substances

20 Added in response to 4/17/02 stakeholder input.

321 i paragraph describes the NRC's intent with regard to the administration of random testing. It is intended to indicate that the

NRC does not expect individuals who are away from the site to be called in, for example, from a vacation or other off site business for a random
test on the day that they are selected for testing. It is also intended to indicate that the NRC finds acceptable the practice of combining personnel
from multiple sites who are covered under the same FFD program into one random testing pool.

322 Revised to reflect stakeholder input that the panel of drugs should be consistent with those specified in the HHS Guidelines and

any future revisions thereto. By not specifying the drugs to be tested here, the panel can be changed in response to HHS Guidelines revisions
without requiring NRC rulemaking.
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suspected of having been abused and may consider any detected drugs or metabolites when
determining appropriate action under Subpart D of this part, or in the analysis of any specimen
suspected of being adulterated, diluted (in vivo or in vitro), substituted, or tampered with by any
other means.]’?

(4) Drug testing.

(i) Urine specimens must be forwarded to a laboratory certified by HHS, except that
licensees may conduct screening tests of urine aliquots to determine which specimens are
negative and need no further testing, provided the licensee's staff possesses the necessary

training and skills for the tasks assigned, the staff's qualifications are documented, and adequate
quality controls for the testing are implemented.

(ii) Testing of urine specimens for drugs, except screening tests performed by licensees
under paragraph (i) of this section, must be performed in a laboratory certified by HHS for that
purpose consistent with its standards and procedures for certification. Except for suspect
specimens submitted for special processing, all specimens sent to HHS-certified laboratories
must be subject to screening analysis by the laboratory and all specimens screened as
presumptively positive must be subject to confirmatory testing by gas chromatography/mass
spectroscopy analysis by the laboratory. Licensees shall ensure that all*** collected specimens
are tested and that laboratories report results for all specimens sent for testing, including blind
performance test specimens.

(5) Alcohol testing. Tests for alcohol must be administered by breath analysis using
breath alcohol analysis devices meeting evidential standards described in [Replace when
resolved: § 2.7(p)(3) of Appendix A to part 26]. If the screening test shows a BAC of 0.02
percent or greater, a confirmatory test for alcohol must be performed. A confirmatory test result
for alcohol must be declared positive at the following BACs:

(i) 0.04 percent BAC at any time; or

(ii) 0.03 percent BAC or greater, if the individual has been in a work status for at least
one or-meore hour (including any breaks for rest, lunch, dental/doctor appointments, etc.); or

(iii) 0.02 percent BAC or greater, if the individual has been in a work status for at least
two ermere hours (including any breaks for rest, tunch, dental/doctor appointments, etc.)

(6) If an individual has a medical condition that makes collection of breath or urine
specimens difficult or hazardous, the MRO may authorize an alternative evaluation process,
tailored to the individual case, for determining whether a violation of the FFD policy has
occurred, provided this process includes measures to prevent subversion and can achieve results
comparable to those produced by urinalysis for illegal drugs and breath analysis for alcohol.

(7) Specimens collected under NRC regulations requiring-comphiance-with-this-part may

only be designated or approved for testing as described in this part and shall not be used to

3z Response to stakeholder suggestion from 3/13/02 meeting to incorporate the provisions of Appendix A, 2.1(b), to this section.

324 It is the NRC’s intent that licensees send all specimens, including partial specimens, to HHS labs for testing.
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conduct any other analysis or test without the permission of the tested individual.

§26.33 Behavioral Observation

Licensees must assure that individuals performing activities under this part are subject to
behavioral observation by observers trained to detect possible possession, use or sales of illegal
drugs, possession of alcohol on-site, or impairment that, if left unattended, may constitute a risk
to the health and safety of the public. Individuals assigned to perform activities within the scope
of this part must report fitness concerns to the licensee or C/V personnel designated in the FFD
policy as responsible for arranging for a determination of fitness.

§§26.35 Employee assistance programs

Each licensee subject to this part shall maintain an employee assistance program (EAP)
to strengthen FFD programs by offering assessment, short-term counseling, referral services, and
treatment monitoring to licensee’” employees with problems that could adversely affect the
performance of activities within the scope of this part. Employee assistance programs must be
designed to achieve early intervention and provide for confidential assistance. The EAP 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).

§26.37 Protection of information.

(a) Each licensee subject to this part and any C/Vs upon which the licensee relies, that 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 personal information.
Records shall be maintained and used with the highest regard for individual privacy by limiting
access to those individuals listed in (b)(1) through (b)(9) of this section.

(b) Licensees and C/V's shall-net-disclose must obtain a signed consent from the subject
individual that authorizes the disclosure of**® the personal information collected and maintained
to persons other than—

(1) assigned MROs;

(2) other licensees and licensee-approved C/Vs , 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 C/V personnel;

(3) NRC representatives;
(4) appropriate law enforcement officials under court order;
(5) the subject individual or his or her representative, as designated in writing by the

325 Added to clarify that a licensee’s responsibility to provide EAP services applies to licensee employees only and that the licensee is

not required to provide EAP services to employees of other organizations or entities, such as C/Vs or stateflocal government personnel.

326 Added in response to stakeholder input to clarify that the individual may authorize release of the information.
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individual for specified FFD matters;

(6) licensee [and C/V]* representatives who have a need to have access to the
information in performing assigned duties, including determinations of fitness and audits of
licensee or C/V FFD programs; and human resources or personnel functions.*?

(7) the presiding officer in a judicial or administrative proceeding initiated by the subject
individual,

(8) persons deciding matters on review or [appeal]*”; and
(9) other persons pursuant to court order.

(c) Upon receipt of a written request by the subject individual, the licensee, C/V or
HHS-certified laboratory possessing such records shall promptly provide copies of all records
pertaining to the determination of a violation of the licensee's FFD policy, including test results,
MRO reviews, and management actions pertaining to the subject individual. Records relating to
the results of any relevant laboratory certification review or revocation of certification
proceeding must be obtained from the relevant laboratory and provided to the subject individual
upon request.

(d) Licensee contracts with HHS-certified laboratories and procedures for the licensee's testing
facility shall require that test records be maintained in confidence, except as provided in
paragraphs (b) and (c) of this section.

(¢) This section does not authorize the licensee or C/V to withhold evidence of criminal conduct
from law enforcement officials.

§26.39 Review Process for FFD Policy Violations.

Each licensee subject to this part, and C/Vs implementing an FFD program that is
accepted by a licensee, shall establish a procedure for their respective employees, and applicants
for unescorted access, for the review of a determination that the individual has violated the FFD
policy. The procedure must provide notice to the individual of the grounds for the determination
that the individual has violated the FFD policy, and must provide an opportunity to respond and
to submit additional relevant information. The procedure must provide for an objective, and
impartial review of the facts relating to the determination that the individual has violated the
FFD policy. The review must be conducted by persons not associated with the administration of
the FFD program, as described in § 26.2(a)(4), and may include internal management. If the
review finds in favor of the individual, the relevant records must be corrected. A licensee review
procedure need not be provided to employees of C/Vs when the C/V is administering a drug and
alcohol testing program for its applicants and employees.

327 A dded tenatitively pending OGC review and approval.
328 dded tenatitively pending OGC review and approval.

329 Stakeholders at the 3/13/02 meeting requested that "appeal” be deleted here to be consistent with 26.33 Reviews. However, upon
consideration, the staff recommends retaining "appeal” as the intent is that information be released to an individual who may be appealing a
decision in the courts, as well as when the individual has requested a review under 26.33.
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§26.40 Audits and Corrective Action,

(a) General. Each licensee subject to this part is responsible for the continuing effectiveness of
the FFD program, including licensee FFD program elements that are provided by C/Vs, the FFD
programs of any C/Vs that are accepted by the licensee, and the programs of the HHS-certified
laboratories relied upon by the licensee and its C/Vs. Each licensee shall ensure that audits of
these programs are conducted and that corrective actions are taken to resolve any problems
identified.

(b) FFD program. Each licensee subject to this part, and C/Vs who implement FFD programs
accepted by licensees, shall completely-audit-the FED-program ensure that the complete FFD
program is audited®° as needed but no less frequently than every 36 months. Licensees and the
C/Vs who implement FFD programs accepted by licensees are responsible for determining the
appropriate frequency, scope, and depth of additional auditing activities within the 3-year period
based on review of program performance indicators such as the frequency, nature, and severity
of discovered problems, testing errors, personnel or procedural changes, previous audit findings,
and "lessons learned.” No later than 12 months after a significant change in FFD personnel,
procedures, or equipment, licensees and the C/Vs who implement FFD programs accepted by
licensees shall audit the particular program element(s) affected by that change to assure
continued program effectiveness.

(¢) C/Vs and HHS-certified laboratories. Licensee FFD program elements that are implemented
by C/Vs, FFD services provided to the licensee by personnel who are off site or not under the
direct daily supervision or observation of licensee personnel, C/V FFD programs relied upon by
the licensee, and HHS-certified laboratories used by the licensee for drug testing and/or
collection site services shall be audited nominally every 12 months. [Organizations and
professionals that provide FFD program services, but who are not routinely involved in
provxdlng serv1ces to a licensee’s or C/V ’s FFD program under §26 3(f) of thls part and—

from this requirement.}**!

(d) Licensee contracts with C/Vs and HHS-certified laboratories must reserve the right to audit
the C/V or laboratory at any time, including at unannounced times, and to obtain all information
and documentation reasonably relevant to the audits. Licensee contracts with C/Vs and
HHS-certified laboratories must also provide the licensee with the ability to obtain copies of any
documents, including reviews and inspections pertaining to a laboratory's certification by HHS,
and any other data that may be needed to assure that the C/V or HHS-certified laboratory is
performing its functions properly and that staff and procedures meet applicable requirements. In

330 Edited to reflect stakeholder input that audits to not necessarily need to be performed by licensee personnel, as indicated in (g)

below, as joine or shared audits are also acceptable.

3 Response to stakeholder comments at multiple meetings requesting that organizations and individuals who are only indirectly and

occasionally called upon to provide FFD program services be exempt from audit requirements. It is the NRC’s intent that the scope of the

auditing requirements be reasonable, and these appear to be reasonable exceptions that will maintain program integrity.

332 Revised in response to stakeholder input to clarify that the licensee may accept joint or shared audits,
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addition, before the award of a contract, the licensee shall easry-out ensure completion of**
pre-award inspections and/or audits of the procedural aspects of the C/V’s or HHS-laboratory’s
operations.

(e) Conduct of audits. 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 FFD program
management and personnel directly responsible for implementation of the FFD program.

(f) Audit results. The result of the audits, along with recommendations, if any, must be
documented and reported to senior corporate and site management. Each audit report must
identify conditions adverse to the proper performance of the FFD program, the cause of the
condition(s) and, when appropriate, recommend corrective actions. Management shall review
the audit findings and take follow-up action, including re-audit of the deficient areas where
indicated, to preclude, within reason, repetition of the condition. The resolution of the audit
findings and corrective actions must be documented.

(g) Sharing of audits. Licensees may jointly conduct audits, or accept audits of C/Vs and
HHS-certified laboratories that were conducted by other licensees, when the services provided to
the sharing licensees by the C/Vs and HHS-certified laboratories are the same. Licensees shall
review audit records and reports to identify the areas covered by the shared or accepted audit.
Sharing licensees need not re-audit the same C/V or HHS-certified laboratory for the same
period of time, except to audit program elements and services used by the licensee that were not
addressed in the shared audit. Annual licensee inspections and audits of HHS-certified
laboratories need not duplicate areas inspected in the most recent HHS certification inspection.
but-only-if-the licenseereviews However, licensee must review the HHS certification inspection
records and reports to identify any areas in which the licensee uses services that were not
addressed by the HHS certification inspection. Any additional areas identified by licensees must
be audited.’** Each sharing licensee shall maintain a copy of the shared audit and HHS
certification inspection records and reports, to include findings, recommendations and corrective
actions. If an HHS-certified laboratory loses its certification, in whole or in part, a licensee is
permitted to immediately use another HHS-certified laboratory that has been audited by another
NRC licensee having the same drug panel and cut-off levels within the previous 12 months. The
licensee must ensure completion of an audit of any areas not audited by another licensee within 3
months of the change.

32 Revised in response to stakeholder input to clarify that the licensee may accept joint or shared audits.

333'Insertf:d in response to 4/25/02 OGC comment.
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Subpart C - Granting and Maintaining Authorization

§ 26.41 General-Provisions Scope.’®
(a)-General: This subpart defines FFD*®! requirements for granting and maintaining authorization
for unescorted access A} to protected areas in nuclear power plants and for assignment to

perform activities within-the-scope-of-this-part; described in §26.XX of this part.*®

§26.43 General Provisions.

(a) Licensees seeking to grant authorization to an individual covered by another FFD program
that complies with this part may rely on that other FFD program to satisfy requirements of this
part. Once granted, authorization may be maintained if that individual continues to be subject to
either the receiving licensee's FFD program or the transferring FFD program, or a combination of
elements from both programs that collectively satisfy the requirements of this part.”®

(b) If an authorized individual is not sub)ect to [a llcensee approved FFD program that meets the
requirements of this part for more
than 30 days, then the individual’s authorxzatlon must be termmated and the md1v1dua1 must meet
the applicable requirements in this subpart to regain authorization.

[(¢c) Licensees shall require that individuals whose authorization was terminated unfavorably or

300 Response to OGC comment 5/2/02 to split up previous 26.41 into separate scctions.
OlResponse to 5/2/02 OGC comment.

02 Response to OGC comment 5/2/02.
303 Moved down to 26.43(a) and revised in response to OGC comments.

% These sections were revised to recognize that many licensees maintain personnel in a "ready to be authorized” status and subject to
some elements of the FFD program without badging them or assigning them to part 26 activities. Given that these individuals meet the
requirements for UA and "assignment," with the possible exception of being subject to random testing, the NRC staff believes no distinctions need
be made between these individuals and others who have held UA or been assigned to activities in the decision to grant authorization. Reference
here to "FFD program elements" means that if the individual is in a "ready to be authorized" status, but was not subject to random testing, then
authorization could not be granted until the individual had completed a pre-access test, as described below. If the individual had a drug and alcohol
test within the past 30 days for any reason, and had tested negative, but was not subject to behavioral observation, then the self-disclosure and
suitable inquiry requirements would apply. If an individual had been subject to all FFD program elements without interruption, but had not been
recently badged at a site or assigned to perform activities within the scope of this part, then no suitable inquiry or pre-access test would be required.
FFD program elements are defined in Subpart B,

305 Revised to indicate the NRC’s intent that unescorted access and assignment to perform activities within the scope of this part shall

be terminated if an individual is away from all elements of a part 26 program for more than 30 days. If the individual was away from the program
for 31 days, but was subject to a licensee-approved behavioral observation program during the interruption, then only the requirements in
26.47(c)(3) would apply.
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revoked for violations of a licensee’s or C/V’s FFD policy will not be granted authorization
without the prior knowledge and consent of the licensee.]**

26.45 Self-disclosure.
(a) Self-diselesure—Before granting authorization, except as described in 26.43(a) of this section,
the licensee shall obtain a written self-disclosure from the individual.
(b) The written self-disclosure must request address-whether the individual to state whether the
individual has --
(1) violated a FFD policy®”” and-[been-removed-fromactivities-covered-by-this-part};
(2) had authorization denied, revoked, or terminated unfavorably under fthe-substance-
i51 26.X here, and 26.X, 26.X in Subpart D - insert sections numbers when
final]*®of this part;*®
(3) used, sold, or possessed illegal drugs;
(4) abused legal drugs;
(5) subverted or attempted to subvert a drug or alcohol testing program,;
(6) refused to take a drug or alcohol test;
(7) been subject to a plan for substance abuse treatment (except for self-referral); or
(8) had legal or employment action taken for alcohol or drug use.
(c) The self-disclosure statement must also address the specific type, duration, and resolution of
any matter disclosed.
(d) The period of time for which a self-disclosure is required is the shortest period of the
following:
(i) the period since the individual’s eighteenth birthday;
(i1) the past five years; or
(iii) the period since the individual’s last authorization to perform activities within
the scope of this part was terminated.'°

306 Moved back into this section from Subpart D, as it better fits under the topic of "General Provisions" than under the topic of
management actions in response to potentially disqualifying FFD information. The word "prior" was added to clarify the NRC’s intent that
licensees and C/Vs who have information of this type about an individual are responsible for providing that information to a subsequent licensee
when it is requested and the individual has signed a release authorizing the disclosure. In response to 4/17/02 stakeholder input that this paragraph
applies to the licensee’s relationship with other organizations, primarily C/Vs, the words "licensees shall require” were added.

307

3

Language retained to indicate the inclusion of any employer’s FFD policy, not limited to a part 26 FFD policy

98 wSubstance abuse provisions” revised to refer to the specific sections in Subpart D that define minimum sanctions for policy

violations.

399 Moved from (1) to become a separate item. Language revised from "been removed" to "terminated unfavorably or revoked" to be

consistent with how these terms are used within the rule. Question - Do we need to reference the specific sections/paragraphs in Subpart D that
discuss revocation?

3’0Response to stakeholder requests that the periods to be covered in the self-disclosure be addressed in this section.

3 This paragraph was deleted because the new definition of "authorization" makes no distinction between UA and "assignment to

activities within the scope of this part." Therefore, if an individual was authorized to perform activities related to SSNM, then the individual meets
the requirements here for a previous authorization and this paragraph is no longer necessary.
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(e) Fallure by an 1nd1v1dua1 to list reasons for denial, revocatlon or unfavorable termination of
authorization in the self-disclosure-or-failure-to-authorize-the release-of information is sufficient
cause for demal of authorlzatlon to perform act1v1t1es within the scope of thlS part312

conducted to verify the self- dlsclosed 1nformat10n and to determine if any potentially
disqualifying FFD information exists.
(b) For candidates for initial authorization, the period of the suitable inquiry shall be the past
three years, or since the individual’s eighteenth birthday, whichever is shorter.*"* If the
candidate’s self-disclosure reveals potentially disqualifying FFD information, the suitable inquiry
shall address the past five years.
(c) For candidates who have held authorization within the past three years, [the period of time for
which a suitable inquiry is required is the shortest period of the following:

(1) the period since the individual’s eighteenth birthday; or

(2) the total period that includes the period since authorization was last terminated and the
number of previous years for which past employment information is available, up to a total of five

years; or past-five-years-of employment.]’"’.

(d) Licensees may rely upon the information gathered [and adjudicated]*'® by previous licensees

31 This paragraph was deleted because the new definition of "authorization" makes no distinction between UA and "assignment to

activities within the scope of this part." Therefore, if an individual was authorized to perform activities related to SSNM, then the individual meets

the requirements here for a previous authorization and this paragraph is no longer necessary.

32 Revised to use the terms, "revocation” and "termination of authorization," to avoid mixing undefined terms. "Failure to authorize

the release of information” is now in 26.45, because the release doesn’t apply to the self-disclosure but is required for the suitable inquiry.

313 Moved to suitable inquiry paragraphs.

MEmp]oyment/unemployment will be verified for three years which is consistent with Access Authorization requirements.

5 Revised to reflect the NRC’s intent that, for individuals who have previously held authorization, the suitable inquiry period shall
include the past 5 years of employment, if 5 years® information is available. Thus, if an individual was granted authorization three years ago, held
authorization for a period of 2 years, and had an interruption in authorization of 366 days, the five-year requirement would be met by (1) contacting
employers from the past 366 days and (2) evaluating the information gathered and maintained by the previous licensee regarding the 2 years
during which authorization was held and at least two years of information from the three-year suitable inquiry conducted by the previous licensee
before authorization was last granted. If 10 years of information about an individual is available, the licensee need only consider the past 5 years
for the suitable inquiry.

36 Added to clarify the NRC’s intent to allow licensees to accept the adjudication of FFD issues by previous licensees.

3
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to meet the nominal five-year suitable inquiry requirement.

(1) For all claimed employment periods-ef30-days-er-mere, the suitable inquiry will
ascertain, on a best-effort basis, the reason for termination, eligibility for rehire, and other

information that could reflect on the individual’s fitness to perform activities within the scope of

317 Response to 5/2/02 OGC comments that this paragraph belongs in access authorization. OGC recommends that this paragraph go
into a conforming change in 73.56, perhaps 99-08, and be discussed in the part 26 Statement of Considerations.

3M8ytoved t0 26.43(a).
319 This section also has been re-organized to first define a suitable inquiry, then describe how to do it, then describe what to do with

the information obtained.

320 These paragraphs have been moved and re-organized, but are retained.

4
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this part.
(2) If the claimed employment was military service, the suitable inquiry will [ebtain
request]*?' a characterization of service, reason for separation, and any disciplinary actions related

(3) For claimed periods 0 unemployment and sel-employment, potentially disqualifying
FFD information must be verified through any reasonable method, including contacts with
relatives or references.

(f)Fo-meet-the-suitable-inquiry requiremaent; When presented with a signed release authorizing

disclosure of information, licensees and C/Vs shall provide the identity of persons whose
authorization was denied, terminated unfavorably, or revoked due to a violation of the substance
abuse provisions of a FFD policy. The circumstances for the denial, unfavorable termination, or
revocation, including test results, must be made available in response to a licensee's or C/V's

(g) In conducting a suitable inquiry, the licensee or C/V may use --

(1) information received over the telephone if a record of the contents of the telephone call
is made and retained; and

(2) information received by electronic means, including, but not limited to, facsimile or
e-mail, if the document or electronic file is retained.

(h) Failure by an individual to authorize the release of information for the suitable inquiry is
sufficient cause for the denial of authorization to perform activities within the scope of this part.

21 Changed from "obtain"” to "request” to reflect the fact that such information about military service often cannot be obtained.

322 Requirements for verifying FFD information during periods of self-employment are similar to those for periods of unemployment,

50 these paragraphs were combined. In part 26, the issue is the discovery of FFD information, not verifying that the individual was or was not

unemployed — that information will be obtained under 73.26 by reviewing tax records, invoices, etc.

323OGC advised against the language introduced in previous drafts. Therefore, the staff has returned to the language that was

originally proposed. Split into two sentences.
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(1) Potentxally dlsquahfymg FFD mformat10n obtained from the sultable 1nqu1ry [i—'rem%h&

GFR—?%—é—? and related sources]324 must be c0n51dered [before]325 grantmg authorlzatlon

§ 26.49 Initial Authorization.
(a) Applicability—This section defines requirements for granting authorization to individuals who
have not held authorization within the past 3 years.
(b) Before granting authorization, the licensee shall--

(1) Obtain a self-disclosure and verify that no potentially disqualifying FFD information
was disclosed;

(2) Complete a suitable inquiry for-the-period-of disclosure®® and verify that no
potentially disqualifying FFD information was discovered,;

(3) Verify that drug and alcohol test results were negative; and

(4) Ensure that initial FFD training was successfully completed.

§ 26.51 Authorization Updates.

(a) Applicability—This section defines requirements for updating authorization for individuals
whose authorization has been interrupted for more than 365 days but less than 3 years [and whose
previous authorization was terminated favorably-the-individual-was-terminated-favorably from-
previous-employmentautherization.]’”’

(b) Before granting authorization, the licensee shall--

(1) Obtain a self-disclosure forthe-period-since-last-authorization’® and verify that no
potentially disqualifying FFD information was disclosed. No self-disclosure is required if the
individual was subject to a licensee-approved behavioral observation and arrest-reporting
program throughout the period of interruption;

(2) Complete a suitable inquiry-ffor-the-period-of the-self-diselosure}’® and verify that no
potentially disqualifying FFD information was discovered;

(3) Verify that drug and alcohol test results were negative. No drug and alcohol test is
required if the individual was subject to a licensee-approved random drug and alcohol testing

324This change may not be specific enough about what kind of "sources" is intended, but if it only refers to part 73, and access

authorization requirements are extended to cover personnel at decommissioning plants, ISFSIs, etc., this will include incorrect/incomplete
cross-referencing here, especially if the access authorization requirements for other types of facilities are located in parts other than part 73.
325

"In" was replaced with "before" to clarify the NRC’s intent that the information gathered from the suitable inquiry and from the Part
73 checks be considered before authorization is granted.
326R equired period for the suitable is now addressed in 26.47.
27 Edited to refer to termination of authorization rather than employment.
28 Required period for the self-disclosure is now addressed in 26.45.

2 Deleted because the required period for the suitable inquiry is defined in 26.47(b) and (c).

6




‘Garmon,West - Rev 3.4 SubpatCwpd ~ Page7|

May 3, 2002 Rev. 3.4

program throughout the period of interruption or had negative test results from a drug and alcohol
test performed within the last 30 days; and

(4) Ensure that the individual has met initial or refresher FFD training requirements, as
appropriate.

§ 26.53 Authorization Reinstatements.
(a) Applieability—This section defines requirements for reinstating authorization for individuals
whose authorization has been interrupted for 365 days or less and whose previous authorization

was terminated favorably the-individual-was-terminated-faverably from previous-

(b) For an individual whose authorization has been interrupted for 30 days or less, before
reinstating authorization, the licensee shall obtain a self-disclosure and verify that no potentially
disqualifying FFD information was disclosed. No self-disclosure is required if the individual was
subject to a licensee-approved behavioral observation and arrest-reporting program throughout
the period of interruption;

(¢) For an individual whose authorization has been interrupted for more than 30 days but not more
than 365 days, before reinstating authorization, the licensee shall —

(1) Obtain a self-disclosure and verify that no potentially disqualifying FFD information
was disclosed. No self-disclosure is required if the individual was subject to a licensee-approved
behavioral observation and arrest-reporting program throughout the period of interruption;

(2) Within 5 working days of reinstating authorization, complete a suitable inquiry for-the-
period-of the self-diselosure and verify that no potentially disqualifying FFD information was
discovered. No suitable inquiry is required if the individual was subject to a licensee-approved
behavioral observation and arrest-reporting program throughout the period of interruption. If the
suitable inquiry is not completed within 5 working days and the licensee is aware of no
potentially disqualifying information regarding the individual from the past five years, including
consideration of information required under 10 CFR 73.56 and 10 CFR Part 73.57, then the
individual’s authorization may be maintained until the suitable inquiry is completed or until the
licensee determines that a best effort has been achieved.?*

(3) Verify that results of an alcohol test are negative and collect a specimen for drug
testing. No drug and alcohol test is required if the individual was subject to a licensee-approved
random drug and alcohol testing program throughout the period of interruption or had negative
test results from a pre-aceessdrug and alcohol test performed within the last 30 days.]*!

(d) FFD training requirements must be met before authorization is reinstated.

§ 26.55 Maintaining Authorization.

330 5 dded to address concern raised during the 4/17/02 public meeting that guidance was needed to address what should be done if the
suitable inquiry was not completed at the end of 5 days.

331 Edited to eliminate excess verbiage.
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; (a) Individuals may maintain authorization under the following conditions:

(1) The individual complies with the licensee’s or C/V’s FFD policies to which they are
subject, including the responsibility to report any legal actions;

(2) The individual remains subject to a drug and alcohol testing program that complies
with the requirements of this part;

(3) The individual remains subject to a licensee-approved behavioral observation program
that complies with the requirements of this part; and

(4) The individual successfully completes required FFD training, on the schedule specified
in §26.XX of this part.
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Subpart D - Management actions and sanctions to be imposed.

26.61 Sanctions.

(a) General—This section defines the minimum sanctions to be imposed when an individual has
violated the FFD policy. The requirements of this section do not prohibit the licensee from
taking more stringent action, except as specified in paragraph (g).

(b) Any individual determined to have been involved in the sale, use, or possession of illegal
drugs or the use of aIcohol [when performmg act1v1t1es subject to thls part while-withina

veh+ele—“°° must 1mmed1ate1y have hlS or her authorlzatlon [%e—peffefm—aemqﬂes—mt-hm—the—seepe—

efthis-part]*”! revoked for a minimum of 5 years from the date of revocation.

(c) Any act or attempted act to subvert the testlng process mcludmg reﬁlsal to prov1de a
specimen for testing, esignation e-ay :
ﬁﬂﬂke%mﬁfewﬁeﬂeeﬁheemnpmﬁehﬁe]mbﬁe%féeéa&wmm
licensee's- FED-poliey—Such-acts-must'® must result in immediate revocation of authorization [te-
perform-activities-within-the-scope-of-this-part]*™ for a minimum of 5 years from the date of

revocation.

(d) An individual who resigns before authorization is terminated for violation of the drug and
alcohol provisions of the company’s FFD policy must immediately have his or her authorization
revoked for a minimum of 5 years from the date of revocation.

(e) Lacking any other evidence to indicate the use, sale, or possession of illegal drugs or use of
alcohol on site, a confirmed positive test result must be presumed to be an indication of offsite
drug or alcohol use in violation of the FFD policy.

(1) The first violation of the FFD policy involving a confirmed positive drug or alcohol
test result must, at a minimum, result in the immediate unfavorable termination of the
individual’s authorization for at least 14 days.[andreferral-to-the-EAP forassessmentand-

counseling during-any-suspension-period:|‘®

(2) A subsequent violation of any licensee’s or C/V’s FFD policy within the 3 years

90 Revised to avoid re-stating the activities subject to this part that are described elsewhere in the rule.
01 Edited to reduce excess verbiage.

92 Moved to (d).
403

404

Edited to reduce excess verbiage.
Edited to reduce excess verbiage.

03 Revised to clarify that the unfavorable termination of authorization is the sanction. Referral to the EAP for assessment and
treatment is at the licensee’s or C/V’s discretion, depending upon the company’s intent with regard to seeking to reinstate the individual’s
authorization.
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following the date of the unfavorable termination, including during an assessment or treatment

period, must result in revocation of authorization [te-perform-activities-withinthe scope-ofthis

part]** for a minimum of 5 years from the date of revocation.

(f) [The applicability of paragraph (e) of this section net-apply-to the misuse of valid prescription
and over—the counter drugs shall be determined by the MRO. Hewevef—heeﬂsees—sheu}ek

(g) For individuals who have had their authorization to perform activities within the scope of this
part revoked for 5 years under paragraphs (b), (c) or (d) of this section, any subsequent violation
of the drug and alcohol provisions of a FFD policy must immediately result in permanent
revocation of authorization to perform activities under this part.
(h) PMev
individual’s authorization may not be-re ;
terminated and the individual may not be subj ected to other admlmstratwe actlon based solely on
a presumptive positive screening test result from any drug test, other than for marijuana or
cocaine metabolites, unless other evidence, including information obtained under the process set
forth in §[insert correct reference when known 2-7(e)-ef-appendix-A] indicates that the individual
is impaired or might otherwise pose a safety hazard. With respect to onsite screening tests for
marijuana and cocaine metabolites, licensee management may be informed and licensees may
temporarlly [terminate authorization suspend-individualsfrom-unescorted-aceess-or-from-normat-
duties],"® or take lesser administrative actions against the individual based on a presumptive
positive screening test result provided the licensee complies with the following conditions:

(1) There is no loss of compensation or benefits to the tested person during the period of
temporary administrative action.

(2) Immediately upon receipt of a negative report from the HHS-certified laboratory, any
matter which could link the individual to the temporary administrative action is eliminated from

406 dited to reduce excess verbiage.

407OGC commented that "must be sufficient” should be specified. The staff determined that the affirmed rule, HHS, and DOT did not
prescribe sanctions for misuse of valid prescription and over-the-counter drugs. The subject comment has been addressed by deleting the noted
sentence, and to re-affirm that it is the MRO’s responsibility to evaluate the circumstances surrounding use of prescription and over-the-counter
drug use.

408Revised to use "termination" of authorization consistently, where applicable.

2
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the tested individual's personnel record and other records.

(3) No disclosure of the temporary administrative action against an individual whose test
is not subsequently confirmed as a violation of FFD policy may be made in response to a suitable
inquiry conducted under the provisions of § 26.XX, a background investigation conducted under
the provisions of §73.56, or to any other inquiry or investigation. For the purpose of assuring
that no records have been retained, access to the system of files and records must be provided to
licensee personnel conducting reviews, inquiries into an allegation, or audits under the
provisions of §26.XX, or to an NRC inspector or other Federal officials. The tested individual
must be provided a statement that the records specified in 26. XX-paragraph-(e)2)Gii)-of this
section have not been retained and must be informed in writing that the temporary administrative
action that was taken will not be disclosed and need not be disclosed by the individual in
response to requests for self-disclosure of potentially disqualifying FFD information.

26.63 Management actions in response to potentially disqualifying information.

(a)-General—This section defines management actions to be taken before an individual is granted
authorization when potentially disqualifying FFD information has been identified by any means,
including, but not limited to, the individual’s self-disclosure, the suitable inquiry, a self-report of
a legal action, or the administration of a licensee’s or C/V’s FFD program.

(b) Re-authorization after a first violation. The requirements in this paragraph apply to an
individual whose authorization was terminated for a first violation of the FFD policy involving a
confirmed positive drug or alcohol test result.

(1) Before the individual’s authorization may be updated or reinstated by a licensee, the
licensee must --

(i) Verify that, during the 14-day suspension period, the individual was assessed by an
EAP or a qualified substance abuse professional, and that plans for education-andfor'® treatment
and follow-up testing were developed.

(ii) Verify that the individual is in compliance with, or has successfully completed, the
treatment er-edueation plans;

(iii) Verify that a determination of fitness has indicated that the individual is fit to safely
and competently perform his or her duties; and

(iv) Verify that the results of an alcohol test were negative, that the results of an observed
drug test performed within 72 hours before re-authorization indicated no further drug use since

409Moved to Subpart C.

410 eference to ‘education’ deleted. Education is one form of treatment among others.

3 1
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the original confirmed positive test result, and that the results of any other drug and alcohol tests
conducted since authorization was terminated indicated no further drug use since the original
confirmed positive test result;

(v) Ensure that the individual is subject to unannounced drug and alcohol testing for a
period of 3 years from the date authorization was terminated at a frequency of no less than once
every 30 days, for 4 months after re-authorization, and at least once every 90 days for the next 2
years and 8 months. Licensees may accept follow-up testing that was conducted in accordance
with this part by another licensee or C/V.

(2) If the individual leaves the FFD program under which the violation occurred and is
authorized to perform activities within the scope of this part by another licensee with a different
FFD program, the receiving licensee must ensure that the treatment and follow-up testing
requirements are met with accountability assumed by the receiving licensee. If the previous
licensee determined that any required treatment and follow-up testing were completed

successfully by the individual, and the individual’s authorization to-perform-aetivities-within-the-
scope-of this-part’!! was terminated favorably, the receiving licensee may accept the previous

licensee’s determination of fitness-efthe-previouslicensee.

(c) Re-authorization following a revocation. Individuals whose authorization was revoked for 5
years under the provisions of §26.61 of this part-and-whe-weuld-have beenremeved-underthe-
current-standards-of-a-hiring licensee; may be granted authorization under the following
conditions —

(1) The licensee determinesreeceives-satisfactory-assurance-that the individual has
abstainedfronm-the not used of illegal drugs or abused legal drugs, including alcohol, for at least
3 years;

(2) A determination of fitness indicates that the individual is fit to safely and competently
perform activities within the scope of this part; and

(3) The individual has obtained a negative test result on an alcohol test and an observed
pre-access test for drugs.

(d) Authorization with new information. If an individual’s self-disclosure, the suitable inquiry,
other sources of information, or administration of the FFD program indicate the existence of
potentially disqualifying FFD information that was not addressed and resolved by a previous
licensee, the granting and maintaining of authorization must be based upon a review of the
circumstances associated with the information. This review must be completed by the licensee’s
designated reviewing official and must take into account the recommendations from a
determination of ﬁtness qihe—e*teﬁvetlﬂmev}ew—aﬁd—demmm&eﬂ—eﬁﬁ%mssm%be—

! Edited to reduce excess verbiage.
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&

dicating-that the-individual has-a ely-resolved-the fitne neera—The licensee must
implement recommendations for treatment and follow-up testing-from-the-determination-of-
fitness, if the reviewing official determines that authorization is warranted.

26.65 Management actions regarding possible impairment.

(a) General—This section defines management actions to be taken when an individual subject to
this part shows indications that he or she may not be fit to perform activities within the scope of
this part.

(b) If an individual subject to this part is impaired or the individual’s fitness is questionable, the
licensee shall take immediate action to prevent the individual from performing activities within
the scope of this part.*!? If an observed behavior or physical condition creates a reasonable
suspicion of possible substance abuse, the licensee must perform a drug and alcohol test. The
licensee may return the individual to performing activities within the scope of this part only after
impairing or questionable conditions are resolved and a determination of fitness indicates that
the individual is fit to safely and competently perform activities within the scope of this part.

(c) If a licensee has a reasonable belief that an NRC employee or NRC contractor 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, followed by written notification (e.g.,
e-mail or fax) to document the notification. During other than normal working hours, the NRC
Operations Center must be notified.

412sed "prevent the individual from performing activities" and specifically did not say
"terminate" UA. This way, if the person is just tired, they don’t have to lose their UA.

5




Subpart E- Collecting Specimens for Testing
26.XX Collection Procedures

(a) General. This part defines requirements for urine specimen collection by licensee urine
collection facilities.

(b) Written procedures, instructions and training must be provided as follows:

(1) Licensee collection site procedures and training of collection site personnel must clearly
emphasize that the collection site person is responsible 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 part
and shall demonstrate proficiency in the application of this part before 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 herein 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.

§ 26.XX Personal Privacy

(a) Procedures for collecting urine specimens must allow individual privacy unless there is
reason to believe that a particular individual may alter or substitute the specimen to be
provided. 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. 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, at this or any previous collection, a urine specimen that
failed to meet the standards for an acceptable specimen as described in 2.4(g) (15) of
this part, or the specimen was determined to be of questionable validity or invalid under
the provisions of 2.7(e) of this part unless it was determined by MRO review, after

1



special processing of the specimen as provided in that section, that no violation of the
licensee’s FFD policy occurred.

(2)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 § 2.4(g)(15) of this part, or

(i) the individual’s oral temperature varies by more than 1°C/1.8°F from the temperature
of the specimen.

(3)The last urine specimen provided by the individual (i.e., on a previous occasion) was
determined to have a specific gravity of less than 1.003 or a creatinine concentration
below 20 milligrams per deciliter unless it was determined by MRO review after special
processing of the specimen as provided in this part that no violation of the licensee’s
FFD policy occurred.

(4)The collection site person observes conduct clearly and unequivocally indicating an
attempt to substitute or adulterate the specimen.

(5)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.

§ 26. XX Failure to Cooperate

If the individual attempts to subvert the testing process or otherwise refuses to cooperate with the urine -
collection or breath analysis process (e.g., refusal to provide a complete specimen, complete paperwork,
initial specimen; provides incorrect or incomplete personal information), then the collection site person
shall inform the appropriate authority and shall document the non-cooperation on the specimen custody-
and-control form. The failure to cooperate must be reported immediately to the MRO, the FFD Program
Manager, or to other management having a need to know, as appropriate, for further action.

§ 26.XX Collection Site Security

(a) Bach 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
collection, security, temporary storage, and shipping or transportation of urine specimens to a
drug testing laboratory. A properly equipped mobile facility that meets the requirements of
this part is an acceptable collection site.



(b) 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 before they
are secured in the mailing or shipping 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.

(c) Measures shall be provided to prevent unauthorized access that 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 and posted during use with a sign to
indicate that access is allowed only for authorized personnel.

(d) 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.

(e) If it is impractical to maintain continuous physical security of a collection site from the time the
specimen is presented until the sealed container 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 a mailer or secured for shipment. 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. As an option, licensees may ship several specimens via
courier in a locked or sealed shipping container.

§ 26. XX Prevention of subversion of testing

(a) Licensees shall carefully select and monitor persons responsible for administering the testing program
(e.g., collection site per-sons, onsite testing facility technicians, MROs and those selecting and
notifying personnel to be tested), based upon the highest standards for honesty and integrity, and
must implement measures to ensure that these standards are maintained. As 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. Require that:.



(1) Supervisors, co-workers, and relatives of the individual being tested shall not perform any
collection, assessment, or evaluation procedures.

(2) FFD program personnel shall be tested by personnel independent of the administration of the FFD
program to the extent practicable.

(3) Appropriate authorization of the FFD program personnel must be completed before assignment
of tasks directly associated with the administration of the program.

(4) FFD program personnel are subject to the behavioral observation program.

§ 26.XX Chain-of-Custody

(a) Licensee forms 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 procedures.

(b) Since chain-of-custody documentation for each urine specimen must be attached to the specimen
bottle and the specimen bottles must be placed in a sealed, tamper-evident shipping container for
shipment to the drug testing laboratory, couriers, express carriers, and postal service personnel do not
have access to the custody-and-control forms. Therefore, there is no requirement that such personnel
document chain of custody on the custody-and-control forms during transit. Custody accountability
of the shipping containers during shipment must be maintained by a tracking system provided by the
courier, express courier, or postal service. Every effort must be made to minimize the number of
persons handling the specimens.

§ 26.XX Integrity and Identity of Specimens

(a) Licensees shall take precautions to ensure that a urine specimen is not adulterated, diluted, or
tampered with during the collection procedure, that a surrogate specimen is not provided, that a
breath exhalant tube cannot be substituted or tampered with, and that the information on the
specimen container and on the chain of custody form can identify the individual from whom the
specimen was collected. The following minimum precautions must 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) To the maximum extent possible, collection site personnel must keep the individual’s specimen
containers within sight both before and after the individual has urinated. After the specimen is
collected and whenever urine specimens are split, they must be properly sealed and labeled. To
prevent undetected tampering, the collection site person shall sign or initial and date the
specimen seal. A custody-and-control form must be used for maintaining control and
accountability of each specimen including split specimens from the point of collection to final
disposition of the specimen. The date and purpose must be documented on the custody-and-
control form each time a specimen is handled or transferred, and every individual in the chain of
custody must be identified. Every effort must be made to minimize the number of persons
handling specimens.

§ 26.XX Collection Process

(a) After the individual has been positively identified, the collection site person shall ask the individual
to sign a consent-to-testing form. The individual shall not be required to list prescription medications
or over-the-counter preparations that he or she can remember using recently.

(b) 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 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 urine specimen is collected. The individual may retain his or her wallet.

(c) The individual shall be instructed to wash and dry his or her hands prior to urination.

(d) 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 that could be used to adulterate the urine specimen.



(e) The individual may provide his or her urine specimen in the privacy of a stall or otherwise partitioned
areas that allows for individual privacy.

(f) The collection site person shall note any unusual behavior or appearance on the custody-and-control
form.

(g) 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 that shall be made secure
during the collection procedure. If practicable, a toilet-bluing agent must 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. If a collection site person of the same
gender is not available, the licensee shall select a same gender person to accompany the individual.
This person shall be briefed on relevant collection procedures.

(h) The specimen must include at least 30 milliliters for the testing at the HHS-certified laboratory plus
an appropriate additional quantity if the licensee tests for additional drugs. Where collected
specimens are to be split under the provisions of this part, the specimen must include an additional
15 milliliters. If the licensee conducts on-site testing the specimen should include the necessary
amount. The total minimum specimen quantity is called the predetermined quantity.

(1) Upon receiving a urine specimen from the individual, the collection site person shall determine
whether it contains the predetermined quantity of urine sufficient to meet specific testing
program requirements. This quantity must take into account all analyses and re-analyses
provided for in the licensee's FFD policy.

(2) If there is less than the quantity of urine in the container required for HHS-certified laboratory
testing (less than 30 milliliters), additional specimen(s) must be collected in separate
container(s). Because low volume specimens are not routinely provided, one or more additional
specimens are to be taken to ensure a sufficient testing quantity. In order to be able to provide
more urine, the individual may be encouraged to drink a reasonable amount of liquid until
sufficient urine has been collected. It is not necessary to monitor the quantity of water consumed
because such specimens are considered dilute and required to be tested by the laboratory to the
limit of detection. Each successive void must be collected in a separate container. If the
individual provides a quantity of urine sufficient for testing at the HHS-certified laboratory, it is
not considered a refusal to test if the individual declines to drink addition fluid to obtain enough
for on-site resting.

(3) Each partial specimen should be handled/treated the same as a full volume specimens, i.e¢.,
temperature checked, inspected sealed, labeled, etc. Since dilution or subversion may best be
determined if each specimen is individually tested, arrangements with the testing lab should
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specify the process to avoid a specimen rejection situation. Such an arrangement might conclude
that if no adulteration or tampering were discovered, the specimens could be combined, sealed,
labeled and processed. If any specimen shows evidence of adulteration or tampering, it must be
retained and sent as a separate entity along with any other specimen(s) collected from the
individual for testing at the HHS-certified laboratory. Also, licensee policy may establish that all
partial samples of sufficient quantity are to be tested to the limit of detection of the HHS-
certified laboratory.

(4) 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.

(5) 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 must not exceed 4 minutes, and may need to be less because of the
ambient temperature.

(6) If the temperature of a urine specimen is outside the range of 90°F to 100°F, that is sufficient
reason to believe that the individual may have altered or substituted the specimen, and another
specimen shall be collected under direct observation of gender collection site person. Both
specimens shall be forwarded to the laboratory for testing. Immediately after a urine specimen is
collected, the collection site person shall also inspect the specimen to determine its color and
clarity and look for any signs of contaminants or adulteration. Any unusual findings must be
noted on the custody-and-control form.

(7) A specimen acceptable for further processing is free of any contaminants, meets the required
quantity of at least 30 ml. And is within the acceptable temperature range.

(i) 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 temperature falling outside the prescribed range.

(ii) If there is reason to believe that the individual may have altered or substituted the specimen
because one or more of the acceptance criteria is not met or there is reason to believe that the
individual is attempting to subvert the testing process, another specimen must be collected
immediately under direct observation of a same gender collection site person. If a collection
site person of the same gender is not available, the licensee shall select a same gender
observer. The observer shall be briefed on relevant collection procedures. The same
measurements must be performed on the second specimen, and both specimens must be
forwarded to the laboratory for testing.

(8) All urine specimens suspected of being adulterated or found to be diluted shall be forwarded to
the laboratory for testing.

(9)Whenever there is reason to believe that a particular individual may have altered or substituted a
specimen or 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.
Where appropriate, measures will be taken to prevent additional hydration.

(10) Breath testing for alcohol must be performed by using evidential-grade equipment. The
equipment must be operated in accordance with the manufacturer’s instructions by individuals
trained and proficient in the use of the equipment. If there is reason to believe a source of
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alcohol in the mouth exists (e.g., breath freshener or stomach contents) and the testing device
does not have built-in protection for the condition, the collection of the first screening breath
specimen must be delayed 15 minutes to allow for dissipation of the material. If the analysis of
the first screening breath specimen is essentially zero (less than 0.01 percent blood alcohol
concentration (BAC), the test is considered negative and no further testing is required. For each
individual whose first screening breath specimen is at or above 0.01 percent BAC, a second
screening breath specimen is to be collected and compared on the same equipment as the first
screening breath specimen after 2 minutes but no later than 10 minutes after the first specimen is
collected. If the two specimens are within plus or minus 10 percent of the average of the two
measurements, then the screening test result is considered accurate. If the screening test result is
not accurate, the series of two screening breath tests must be repeated on another evidential-
grade breath analysis devise ensuring that the plus or minus 10 percent accuracy is achieved. If
the result of the screening test is greater or equal to 0.02 percent BAC, a confirmatory test must
be. The confirmatory test is a repeat of the screening test procedure done on another evidential-
grade breath analysis device.

(11) If the alcohol breath tests indicates that the individual is positive for a BAC at or above the 0.04

percent cut-off level or that the individual may have consumed alcohol within the five hours
preceding his or her working tour or has a confirmatory test result between 0.02 percent BAC
and 0.04 percent BAC during any scheduled working tour, the individual can be confirmed to
have violated the FFD policy.

(12) Both the individual being tested and the collection site person shall keep urine specimens in

view at all times before their being sealed and labeled. If a urine specimen is being split or if any
specimen is transferred to a second container, the collection site person shall request the
individual to observe the splitting of the urine specimen or the transfer of the specimen and the
placement of the tamper-evident seal over the container caps and down the sides of the
containers.

(13) 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.

(14) The collection site person shall place securely on each container an identification label that

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 tamper-evident
seals shall also be applied.

(15) The individual shall initial the identification labels on the specimen bottles for the purpose of

certifying that it is the specimen collected from him or her.
(i) The specimen bottles must be securely sealed to prevent undetected tampering.

(ii) The individual must also be asked to read and sign a statement on the custody-and-control form
certifying that the specimens identified as having been collected from him or her are in fact the
specimens that he or she provided.

(16) Agreement of the MRO, other designated medical professional, or a higher level supervisor of

the collection site person must be obtained in advance of each decision 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 as specified
herein.



(17) The collection site person shall complete the custody-and-control forms for both the primary
specimen and the split specimen, if collected, and shall certify proper completion of the
collection.

(18) The specimens and custody-and-control forms are now ready to be packaged 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.

(19) 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 must not leave the collection site in the interval between presentation
of the specimen by the individual and securing of the specimens with identifying labels bearing
the individual's specimen identification numbers and seals initialed by the individual. If the
involved collection site person leaves his or her workstation momentarily, the sealed specimens
and custody-and-control forms must be taken with him or her or must be secured. If the
collection site person is leaving for an extended period of time, the specimens must be packaged
for transfer to the laboratory before he or she leaves the collection site.

§ 26. XX Specimen Preparation for HHS-certified Laboratory or Testing Facility

Collection site personnel shall arrange to transfer the collected specimens to the drug testing laboratory
or licensee testing facility. Licensees shall take appropriate and prudent actions to minimize false
negative results from specimen degradation. At a minimum, collected urine specimens must be shipped
to the HHS-certified laboratory, or cooled to not more than 6 degrees centigrade (42.8°F), within 6 hours
of collection. Licensees should not delay sending specimens to the HHS-certified laboratory—routinely
expected to be within two to three days. The collection site personnel shall ensure that the chain-of-
custody- form is packaged with its associated urine specimen bottle. Sealed and labeled specimen
bottles, with their associated custody-and-control forms, being transferred from the collection site to the
drug testing laboratory must be placed in a second, tamper-evident shipping container which must be
designed to minimize the possibility of damage to the specimen during shipment (e.g., specimen boxes,
padded mailers, or bulk insulated shipping containers with that capability).



Subpart F -Licensee Personnel Qualifications and Responsibilities

§ 26.XX Purpose

(a) General. This part defines requirements for Personnel Qualifications and Responsibilities of
licensee personnel involved in administering the company's FFD program.

§ 26.XX Medical Review Officer (MRO)

(a) Qualifications and responsibilities. The MRO shall be a licensed physician with knowledge
of substance abuse disorders. The MRO may be a licensee or contract employee.
However, the MRO shall not be an employee or agent of or have any financial interest in a
laboratory or a contracted operator of an on-site testing facility whose drug testing results
the MRO is reviewing for the licensee. Additionally, the MRO shall not derive any financial
benefit by having the licensee use a specific drug testing laboratory or on-site testing facility
operating contractor or have any agreement with such parties that may be construed as a
potential conflict of interest.

(b) The role of the MRO is to review and interpret positive test results obtained through the
licensee’s testing program and to identify evidence of subversion of the testing process.
The MRO is also responsible for identifying issues associated with the collection and testing
of specimens, and advising and assisting management in the planning and oversight of the
overall FFD program. In carrying out this responsibility, the MRO shall examine alternate
medical explanations for any laboratory confirmed positive test resuit. 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 MRO shall review all
medical records made available by the tested individual when a laboratory confirmed
positive test could have resulted from legally prescribed medication. The MRO shall not
consider the results of tests that are not obtained or processed in accordance with this part,
although he or she may consider the results of tests on split specimens in making his or her
determination, as long as those split specimens have been stored and tested in accordance
with the procedures described herein.(c) Verification of FFD policy violations. A laboratory
confirmed 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 the results. This review must be performed by the MRO before
the transmission of results to licensee management officials.

(1) Before making a final decision to verify a laboratory confirmed positive test result, or
other occurrence that would constitute an FFD policy violation (e.g., attempted
subversion, the MRO shall give the individual an opportunity to discuss the test result or
other occurrence with him or her. Following verification of a laboratory confirmed
positive test result or other occurrence as a violation of FFD policy, the MRO shall as
provided in the licensee’s policy, immediately notify the applicable EAP and the
licensee’s management official empowered to recommend or take administrative action
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(or the official’s designated agent).
(2) Presumptive positive screening test results must not be reported except as provided by § 26.XX.

(3)The MRO may verify a laboratory confirmed positive test result, or otherwise make a
determination of an FFD policy violation, without having discussed the test result or other
occurrence directly with the individual in the following three circumstances:

1 When the MRO contacts the individual, the individual expressly declines the opportunity to
discuss the test result or other occurrence that may constitute an FFD policy violation;

1 The MRO, after making all reasonable efforts, has been unable to contact the individual
within 14 days of the date on which the MRO receives notice of the laboratory confirmed
positive test result, evidence of subversion of the testing process, or other activity that would
constitute an FFD policy violation;

1 A licensee representative has successfully made and documented contact with the individual
and has instructed him or her to contact the MRO and more than 5 days have passed since
the date the individual was successfully contacted by the licensee representative.

(4) If the MRO makes a determination of an FFD policy violation, the individual may present to the
MRO information documenting that serious illness, injury, or other circumstances unavoidably
prevented him or her from being contacted by the MRO or licensee representative or from
contacting the MRO in a timely manner. The MRO, on the basis of this information, may reopen
the procedure for determination of an FFD policy violation and allow the individual to present
information relating to the issue. The MRO may modify the initial determination based on an
evaluation of the information provided.

(5) Verification for opiates. Before the MRO verifies a laboratory confirmed positive results as a
violation of FFD policy and the licensee takes action for opiates, he or she shall determine that
there is reasonable and substantial clinical evidence—in addition to the urine test—of
unauthorized use of any opium, opiate, or opium derivative (e.g., morphine/codeine). Clinical
signs of abuse include recent needle tracks or test results that are inconsistent with the ingestion
of food or medication including prescription medications containing opiates (e.g., 6-AM test);
clinical signs of abuse also include, but are not limited to, behavioral and psychological signs of
acute opiate intoxication or withdrawal, or admission of non-prescribed opiate use. This
requirement does not apply if the GC/MS confirmation testing for opiates confirms the presence
of 6-AM since the presence of this metabolite is proof of heroin use.

(6) Reanalysis authorized. Should any question arise as to the accuracy or validity of a laboratory
confirmed positive test result, only the MRO is authorized to order a reanalysis of the original
specimen and these retests are authorized only at laboratories certified by DHHS. The
reviewMRO shall authorize a reanalysis of the original aliquot on timely request (as established
by the licensee) by the individual tested, and shall also authorize an analysis of any split
specimen stored by or for the licensee under the provisions of this part.

(7) Results consistent with responsible substance use. If the MRO determines that there is a
legitimate medical explanation for the laboratory confirmed positive test result, and that the use
of the substance identified through testing was in the manner and at the dosage prescribed, and
the results do not reflect a lack of reliability or trustworthiness, then there has not been a
violation of licensee policy. The MRO shall report the test result to the licensee as negative.
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(8)The MRO shall further evaluate the result and medical explanation to determine if there is a
potential risk to public health and safety of the individual being impaired on duty from the
substance or from the medical condition. If the MRO determines that such a risk exists, he or
she shall conduct a medical determination of fitness.

(b) Determination of fitness.

(1) A determination of fitness, as defined in 26.3, must be performed in at least the following
circumstances:

(i)When an alternative medical explanation explains the test result but there is a basis for
believing impairment on duty could exist;

(ii)Before making return-to-duty recommendations subsequent to a worker’s removal from duty
in accordance with the licensee’s FFD policy;

(i1i)Before an individual is granted unescorted access when information obtained shows a
history of substance abuse or record of prior FFD violations; and

(iv)If a history of substance abuse is otherwise identified.

(2) If the licensed physician or MRO determines that there is neither conclusive evidence of an FFD
policy violation nor a significant basis for concern that the individual may be impaired while on
duty, then he or she shall report the result as negative.

(3)If the licensed physician or MRO determines that there is not conclusive evidence of an FFD
policy violation but that there is a significant basis for concern that the individual may be
impaired while on duty, then he or she shall report the result as not representing an FFD policy
violation but as a condition under which the individual may not be able to safely and
competently perform duties. Because these results should not constitute a violation of the
licensee’s FFD policy or the NRC rule, punitive actions under the rule should not be taken based
upon the results. However, the licensed physician, MRO, or the licensee management personnel
who are empowered to take appropriate actions shall initiate actions to ensure that any possible
limiting condition does not represent a threat to workplace or public health and safety. When
deemed appropriate, the matter may also be referred to the EAP.

(c) Result scientifically insufficient. Additionally, the MRO based on review of inspection reports,
quality control data, multiple specimens, 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 MRO may request reanalysis of the original specimen before making this decision. MRO may
request 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 Guideline. The licensee’s testing facility and the HHS—certified laboratory shall assist in this
review process as requested by the MRO by making available the individual(s) responsible for day-
to-day management of the licensee’s testing 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 for a
minimum of 3 years 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 these reports.
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Subpart G - Licensee Testing Facilities

§ 26.XX Procedures

(a) General. This part defines requirements for on-site testing laboratories.

(b)Any licensee testing facility shall have the capability, at the same premises, of performing initial
screening tests for each drug and drug metabolite for which testing is conducted. Breath tests for
alcohol may be performed at the collection site. Licensees may conduct screening tests of urine
aliquots to determine which specimens are negative and need no further testing, 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.

(c) The licensee testing facilities described in this part shall develop and maintain clear and well-
documented procedures for collection, shipment, and accession of urine under this part. Such
procedures shall include, as a minimum, the following:

(1) Licensee testing facilities 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.

(i) The date and purpose shall be documented on an appropriate custody-and-control 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 custody-and-control forms for
those specimens or aliquots as they are received. 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 is retained with identity data (or codes) on the employee and
information on the specimen collection process and transfers of custody of the specimen.

(ii) Use of a tamper-evident 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 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.

(iii) Use of a shipping container in which one or more specimens and associated paperwork may
be transferred and which can be sealed and initialed to prevent undetected tampering.

(2) Each 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
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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. There shall also be in place systems to verify all stages of testing and reporting and
documentation that procedures are followed and that all necessary corrective actions are taken.
Copies of all procedures and dates on which they are in effect shall be maintained as part of the
manual. Superseded material must be retained for three years.

(3) Licensee testing facility standards shall be prepared with pure drug standards that 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.

(4) Specific instruments and equipment are necessary, including:

(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) 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 troubleshooting and repair. Records shall be
available on preventive maintenance. '

§ 26. XX On-site drug panel and cutoff levels for screening tests

(a) For the analysis of urine specimens any screening test performed by a licensee’s testing facility must

use an immunoassay which meets the requirements of the Food and Drug Administration for
commercial distribution.

(b) The list of substances to be tested and the cutoff levels, along with the procedures, quality controls,

and standards applicable to specimen collection, analysis, and validity, are subject to change by the
NRC in response to industry experience and changes to the HHS Guidelines made by the Department
of Health and Human Services as advances in technology, additional experience, or other
considerations warrant

(c) Pending HHS (SAMSHA) review and approval of non-instrumented immunoassay testing devices,

such devices shall not be used to test for drugs of abuse in NRC-regulated FFD programs. Non-
instrumented devices may be used for the test to determine specimen validity.

(d) Licensees may specify more stringent cutoff levels than those in the table below with results reported

for both levels in such cases. Otherwise, the following cutoff levels must be used when screening
specimens to determine whether they are negative for the indicated substances:
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Initial test cutoff levels (ng/ml)

Substance Cutoff level (ng/ml)

Marijuana metabolites 50
Cocaine metabolites 300
Opiate metabolites 2000
Phencyclidine 25
Amphetamines ' 1000
Alcohol 0.04% BAC

§ 26.XX Licensee Testing Facility Personnel

(a) 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 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 technicians or non-technical staff shall have the necessary training and skills for the tasks
assigned.

(c) 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 report; 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 this part.

§ 26.XX Security

(a) 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 specimens
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 licensee's testing facility. Documentation of individuals accessing
these areas, dates, and times of entry and purpose of entry must be maintained.

§ 26.XX Quality Assurance Program
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(a) The licensee's testing facility shall have a quality assurance program that encompasses all aspects of
the testing process including but not limited to specimen acquisition, chain-of-custody, security,
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) Quality control requirements for screening tests do not require licensees to assess their testing
facility's false positive rates for drugs. This is because all presumptive positives for preliminary
tests for drugs must be forwarded to an HHS-certified laboratory for screening and confirmatory
testing when appropriate. 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.
Quality control for 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 metabolite at or near the threshold (cut-off).

(c) In addition, with each batch of specimens, a sufficient number of standards must 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 specimen data. Implementation of procedures to ensure that carryover does not contaminate
the testing of an individual's specimen must be documented. A minimum of 10 percent of all test
specimens must be quality control specimens. Laboratory quality control specimens, prepared from
spiked urine specimens of determined concentration, must be included in the run and should appear
as normal specimens to laboratory analysts. One percent of each run, with a minimum of at least one
specimen, must be the laboratory's own quality control specimens.

(d) Investigation of Errors and other Matters

(1) The licensee shall investigate, any testing errors or unsatisfactory performance discovered in
blind performance testing, in the testing of actual specimens, or through the processing of
management reviews and/or MRO reviews, as well as any other errors or matters that could
reflect adversely on the integrity of the testing process. The investigation must determine
relevant facts and identify the root cause(s) of the testing or process error when possible. The
licensee and the laboratory shall take action to correct the cause(s) of any error or the
unsatisfactory performance that are within their control. A record must be made and retained for
a minimum of 3 years of the investigative findings and the corrective action taken, and, where
applicable, that record must be dated and signed by the individuals responsible for the day-to-day
management and operation of the HHS-certified laboratory. The licensee shall submit to the
NRC a report of any incident and action taken or planned within 30 days of completion of the
investigation. The NRC shall ensure notification of the finding to DHHS.

(2) Should a false positive error occur on a blind performance test specimen or on a regular
specimen, the licensee shall promptly notify the NRC. The licensees shall require the laboratory
to take corrective action to minimize the occurrence of the particular error in the future. If there
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is reason to believe the error could have been systematic, the licensee may also require review
and reanalysis of previously run specimens.

(3) Should a false positive error be determined to be technical or methodological, the licensee shall
instruct the laboratory to provide all quality control data from the batch of specimens that
included a 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 must 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 laboratory that may be conducted unannounced 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.

(e) The NRC shall reserve the right to inspect a licensee's testing facility at any time.

§ 26.XX Blind Specimen Procedures

(a) Licensees shall have a blind specimen procedure that meets the requirements of this part as an adjunct
to its own quality assurance program.

(b) During the initial 90-day period of any contract with an HHS-certified laboratory (not including
rewritten or renewed contracts), each licensee shall submit blind performance test specimens to the
laboratory within the amount of at least 20 percent of the total number of specimens submitted (up
to a maximum of 100 blind performance specimens) or 30 blind performance test specimens,
whichever is greater. Following the initial 90-day period, a minimum of 3 percent of all specimens
(to a maximum of 25) or 10 blind performance test specimens, whichever is greater, must be
submitted per quarter. Licensees should make an attempt to submit blind performance test
specimens during the initial 90-day period and per quarter thereafter at a frequency that corresponds
with the submission frequency for other specimens.

(c) Approximately 50 percent of the blind performance test specimens must be blank (i.e., certified to
contain no drug) and the remaining specimens must be positive for one or more drugs per specimen
in a distribution so that all the drugs for which the licensee is testing are included in approximately
equal frequencies of challenge. The positive specimens must be spiked only with those drugs for
which the licensee is testing.

(d) In addition, 10 percent of the positive blind specimens must be appropriately adulterated or diluted
and spiked to between 60 percent and 80 percent of the screening cut-off values established herein,
or of any lower cut-off values established by the licensee, to challenge the laboratory’s ability to
determine specimen validity and perform special processing, as required by this part.

(e) Licensees will only use blind quality control materials that have been certified by immunoassay and
GC/MS; and have stability data that verify performance of those materials over time.
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§ 26. XX Specimen Receipt and Processing

(a) When specimens are received, the 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 custody-and-control forms. Indications of
tampering with specimens at a testing facility operated by a licensee must be reported within 8 hours
to senior licensee management.

(b) Specimen containers will normally be retained within the testing facility's accession area until all
analyses have been completed. Specimen aliquots and the custody-and-control forms shall be used
by testing facility personnel for conducting screening tests, as appropriate.

(c¢) Urine specimens identified as presumptive positive or as questionable for adulteration or dilution by a
licensee's testing facility must 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 screening tests at the licensee's testing facility, 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 specimens must appear as ordinary
specimens to laboratory analysts. Special processing may be conducted to analyze specimens
suspected of being adulterated or diluted (including hydration). Any evidence of adulteration or
dilution, must be reported to the MRO.

(d) Specimens that are not shipped to an HHS-certified laboratory within 6 hours of collection from the
licensee's testing facility as well as any retained split specimens must be placed in secure
refrigeration units or other means of securely maintaining the specimens in a chilled condition until
testing or shipment. Temperatures must not exceed 6°C/43°F. Contingency measures must be
available to maintain the specimens in a chilled state in case of prolonged power failure.

(e) Using long-term frozen storage (-20 °C or less), if necessary, positive urine specimens would be
available for any necessary retest during administrative or disciplinary proceedings. 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.

§ 26. XX Determining Specimen Validity

(a) Licensees should take prudent and appropriate actions to assure specimen validity. Before any on-
site screen testing for drugs, the specimen must first be checked for adulteration.

(b)The specimen is considered to be invalid and must be sent to the HHS-certified laboratory for
processing if on-site tests indicate one or more of the following:

(1) Creatinine—less than 20 milligrams per deciliter,
(2) Specific gravity—less than 1.003
(3) pH—less than 4.8 or greater than 7.8,
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(4) Nitrite concentration—equal to or greater than 500 micrograms per milliliter, or
(5) If there is other evidence of adulterants.

(¢) Devices used to determine validity of the specimen must be accurate and not contaminate the
specimen. Additional measures may be specified as subversion technology improves.

§ 26.XX Split Specimens

(a) Urine specimens may be split, at the licensee's discretion, into two parts at the collection site. If the
collected specimen is split or transferred to a second container, the collection site person shall
request the individual to observe the splitting of the urine specimen or the transfer of the specimen
and the placement of the tamper-evident seal over the container caps and down the sides of the
containers

(b) One half of such samples (hereafter called the aliquot) shall be analyzed by the licensee's testing
facility for the licensee's purposes as described in this part. 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 confirmed. 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.

(c) The chain-of-custody and testing procedures to which the split sample is subject, shall be the same as
those used to test the initial aliquot and shall meet the standards for retesting specimens. The
quantitative results of any second testing process shall be made available to the MRO and to the
individual tested. Any split samples retained by the licensee shall be transferred into long-term
frozen storage upon determination by the MRO that the specimen has a confirmed positive test.

§ 26.XX Reporting Screening Results

(a) The licensee testing facility shall report as negative all specimens that are negative on the screening
test. Except as provided in this part, presumptive positive results of preliminary testing at the
licensee's testing facility will not be reported to licensee management. The licensee's testing facility
shall provide qualified personnel when required to testify in an administrative or disciplinary
proceeding against an individual when that proceeding is based on urinalysis results reported by the
licensee's testing facility.

(b) 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 testing but shall not include in
the summary any personal identifying information. Test data from the licensee's testing facility shall
be included for test results reported within that month. Normally this summary shall be provided not
more than 14 calendar days after the end of the month covered by the summary. The summary shall
contain the following information:
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(1) Number of specimens received,;
(2) Number of specimens reported out; and
(3) Number of specimens screened presumptive positive for:
(i) Marijuana metabolites
(ii) Cocaine metabolites
(iil) Opiate metabolites
(iv) Phencyclidine
(v) Amphetamines
(vi) Alcohol

(c) The statistics shall be presented for both the cut-off levels in this part and any more stringent cut-off
levels that licensees may specify. The licensee's testing facility shall make available quantitative
results for all samples tested when requested by the NRC or any other licensee for which the
laboratory is performing drug-testing services.

(d) Unless otherwise instructed by the licensee in writing, all records pertaining to a given urine
specimen shall be retained by the licensee's testing facility for a minimum of 2 years.

§ 26.XX Records

(a) 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 whom 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 licensee's testing facility shall be
required to maintain documents for any specimen under legal challenge for an indefinite period.

(b) Custody-and-control forms related to determinations of violation of the FFD policy must be retained as until
the completion of all legal proceedings related to the violation, whichever is later. Custody-and-control
forms recording specimens with negative test results and no FFD violations or anomalies may be destroyed
after appropriate summary information has been recorded for program administration purposes.

(c) The licensee shall maintain for a minimum of 3 years 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 these reports.
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Subpart H - HHS-Certified Laboratories

§ 26.XX Purpose for using HHS-certified laboratories

(a) General. This part is provides information needed by a licensee to cover all information and
interaction aspects of contracts and regulatory associations between the NRC-required
HHS-certified laboratory and a licensee.

(b) Licensees subject to this part and their contractors shall use only laboratories certified under the
DHHS "Mandatory Guidelines for Federal Workplace Drug Testing Programs", Subpart C-
"Certification of Laboratories Engaged in Urine Drug Testing for Federal Agencies," (June 1994, 59
FR 29908, 29925-2929), and subsequent amendments thereto for screening and confirmatory testing
except for initial screening tests that are authorized to be conducted at a licensee's testing facility.
Information concerning the current certification status of laboratories is available from: The Division
of Workplace Programs, Center for Substance Abuse Prevention, Substance Abuse and Mental
Health Services Administration, Room 815, 5600 Fishers Lane, Rockville 2 Bldg., Rockville,
Maryland 20857.

§ 26.XX NRC Requirements for General Administration with HHS-certified Laboratories

(a) All contracts related to this part between licensees and their contractors and HHS-certified
laboratories must require implementation of all obligations of this part applicable to HHS-
certified laboratories. The NRC expects that HHS certified laboratories will develop and
maintain clear and well-documented procedures for collection, shipment, and accession of
urine specimens for use by companies subject to this part. These procedures now include
the following:

(1) Chain-of-custody. Pursuant to § 26.55 licensee forms 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 procedures.

(2) The form must be a permanent record on which is retained identity data (or codes) on the
individual providing the specimen and information on the specimen collection process and
transfers of custody of the specimen.

(3) Use of a tamper-evident 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 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 are authorized.
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(3) Use of a shipping container in which one or more specimens and associated paperwork may be
transferred and which can be sealed and initialed to prevent undetected tampering.

(b) HHS Testing of urine specimens. If not screened negative by a licensee on-site test, all
testing of urine specimens for drugs must be performed in a laboratory certified by HHS for
that purpose consistent with its standards and procedures for certification. Except for
suspect specimens submitted for special processing, all specimens sent to HHS-certified
laboratories must be subject to screening analysis by the laboratory and all specimens
screened as presumptively positive shall be subject to confirmation testing by the
laboratory. Licensees shall submit blind performance test specimens to HHS-certified
laboratories in accordance with the NRC Guidelines.

(c) Screening tests. For the analysis of urine specimens any screening test performed by a
HHS-certified laboratory must use an immunoassay which meets the requirements of the
Food and Drug Administration for commercial distribution. Pending HHS (SAMSHA) review
and approval of non-instrumented immunoassay testing devices, such devices shall not be
used to test for drugs of abuse in NRC-regulated FFD programs. Non-instrumented devices
may be used for the tests to determine specimen validity. The following cutoff levels must
be used for the prescribed drug panel when screening specimens to determine whether
they are negative for the indicated substances:

Screening test cut-off level (ng/ml)

Marijuana metabolites 50
Cocaine metabolites 300
Opiate metabolites’ 2000
Phencyclidine 25
Amphetamines 1,000

25 ng/ml is immunoassay specific for free morphine.

(1) If licensees specify more stringent cutoff levels, the results of HHS screening tests must be
reported for both levels. Only the more stringent tests need by conducted and the results for the
standard cut-off levels may be calculated.

(2) The list of substances to be tested and the cutoff levels, along with the procedures, quality
controls, and standards applicable to specimen collection, analysis, and validity, are subject to
change by the NRC in response to industry experience and changes to the HHS Guidelines made
by the Department of Health and Human Services as advances in technology, additional
experience, or other considerations warrant such changes.

(3) Multiple screening tests (also known as re-screening) for the same drug class may be performed
only on:
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(i) presumptive positive specimens (e.g., a presumptive positive screening test for
amphetamines) only when needed to reduce the effect of possible cross reactivity due to
structural analogs;

(ii) those specimens where a valid analytical results cannot be obtained using one particular
immunoassay technique due to interference in the assay (e.g., prescription medication); or

(iii) presumptively positive specimens that appear to have a high concentration of drugs or
metabolites to determine an appropriate dilution requirement for GC/MS confirmation
analysis.

(d) Confirmatory Tests.

(1) Specimens which test negative as a result of the HHS-certified laboratory screening test must be
reported as negative to the licensee and will not be subject to any further testing unless special
processing of the specimen is desired because adulteration or dilution is suspected.

(2) Except as required herein, all urine specimens identified as presumptive positive on the screening
test performed by a HHS-certified laboratory must be confirmed using GC/MS techniques at the
cut-off values listed in this paragraph for each drug, or at the cut-off values required by the
licensee's unique program, where differences exist. All confirmations must be by quantitative
analysis. Concentrations which exceed the linear region of the standard curve must be
documented in the laboratory record as "greater than highest standard curve value."

Confirmatory test cut-off level (ng/ml)

Marijuana metabolite' 15
Cocaine metabolite® 150
Opiates:
Morphine 2000
Codeine 2000
6-Acetylmorphine’ 10
Phencyclidine 25
Amphetamines:
Amphetamine 500
Methamphetamine® 500

'Delta-9-tetrahydrocannabinol-9-carboxylic acid.
’Benzoylecgonine.
3Test for 6-AM when the confirmatory test shows a morphine concentration exceeding
2,000 ng/ml.
*Specimen must also contain amphetamine at a
concentration 2* 200 ng/ml.
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(3) If licensees specify more stringent cutoff levels, the results of HHS confirmatory tests must be
reported for both levels. Only the more stringent tests need by conducted and the results for the
standard cut-off levels may be calculated.

(4) The list of substances to be tested and the cut-off levels, along with the procedures, quality
controls, and standards applicable to specimen collection, analysis, and validity, are subject to
change by the NRC in response to industry experience and changes to the HHS Guidelines made
by the Department of Health and Human Services as advances in technology, additional
experience, or other considerations warrant such changes.

(5) Specimens that have a positive GC/MS test result for amphetamines must be tested for the d and /
isomers. The results of this additional test must be reported to the MRO. Laboratory quality
control and inspection criteria must be included for this additional test.

§ 26.XX Reporting Results

(a) The HHS-certified laboratory shall report test results to the licensee's MRO within 5 working days (6

for suspected amphetamines) after receipt of the specimen by the laboratory. Before any test result is
reported, the results of screening tests, confirmatory tests, and quality control data, as applicable,
must be reviewed and the test certified as an accurate report by the responsible individual at the
laboratory. The report must identify the substances tested for, whether positive or negative, the cut-
off(s) for each, the specimen number assigned by the licensee, any indications of tampering,
adulteration, or dilution that may be present; and the drug testing laboratory specimen identification
number.

(b)The HHS-certified laboratory shall report as negative all specimens, except suspect specimens being

analyzed under special processing, which are negative on the screening or confirmatory test. The
MRO’s staff may perform routine administrative support functions, including receipt of test results
and scheduling interviews for the MRO. Specimens testing positive on the confirmatory analysis
shall be reported positive for a specific substance.

(c)The MRO may routinely obtain from the HHS-certified laboratory, and the laboratory must provide,

quantitation of test results. The MRO may only disclose quantitation of test results for an individual
to licensee management, if required in an appeals process, or to the individual under the provisions
herein. (This does not preclude the provision of program performance data.) Quantitation of negative
tests for urine specimens must not be disclosed, except where deemed appropriate by the MRO for
proper disposition of the results of tests of suspect specimens.

(d) The laboratory may transmit results to the MRO 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 MRO.
The HHS-certified laboratory must ensure the security of the data transmission and limit access to
any data transmission, storage, and retrieval system.

(e) The laboratory shall retain the original chain-of-custody form and must send a certified true copy of

the original form and the test report only to the MRO. In the case of a laboratory-confirmed positive
or special processing of suspect specimens, the document must be signed by the individual
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responsible for day-to-day management of the drug testing laboratory or the individual responsible
for attesting to the validity of the test reports.

(HThe HHS-certified laboratory shall provide to the licensee official responsible for coordination of the
FFD program a monthly statistical summary of urinalysis testing and shall not include in the
summary any personal identifying information. Screening and confirmation test data from the HHS-
certified laboratory shall be included for test results reported within that month. Normally this
summary must be forwarded from HHS-certified laboratories by registered or certified mail not more
than 14 calendar days after the end of the month covered by the summary. The summary must
contain the following information:

(1) Screening Testing:
(i) Number of specimens received;
(ii) Number of specimens reported out; and
(iii) Number of specimens screened positive for:
(A) Marijuana metabolites;
(B) Cocaine metabolites;
(C) Opiate metabolites;
(D) Phencyclidine; and
(E) Amphetamines.
(2) Confirmatory Testing:
(i) Number of specimens received for confirmation;
(i) Number of specimens confirmed positive for:
(A) Marijuana metabolites;
(B) Cocaine metabolites;
(C) Morphine, codeine;
(D) Phencyclidine;
(E) Amphetamines; and
(F) Methamphetamines.

(g) The statistics shall be presented for both the cut-off levels in these guidelines and any more stringent
cut-off levels that licensees may specify. The HHS-certified laboratory shall make available
quantitative results for all samples tested when requested by the NRC or the licensee for which the
laboratory is performing drug-testing services.

(h) Unless otherwise instructed by the licensee in writing, all records pertaining to a given urine

specimen shall be retained by the HHS-certified drug testing laboratory for a minimum of 2 years.
(i) Because some analytes deteriorate or are lost during freezing and/or storage, quantitation for retesting
specimens is not subject to a specific cut-off requirement but must provide data sufficient to confirm the
presence of the drug or metabolite. For the retesting of specimens that have been determined to have
been adulterated or diluted, the retest need only substantiate the information that the MRO used to make
the initial determination.

(j) If, at the licensee's discretion, the specimen has been split into two parts at the collection site, one part
of each specimen (hereafter called the primary specimen) must be analyzed by the HHS-certified
laboratory for the licensee's purposes as described in this part. The other part of the specimen (hereafter
called the split specimen) may be withheld from transfer to the laboratory, sealed, and stored in a secure
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manner by the licensee until all processing of the primary specimen has been completed. If the primary
specimen is free of any evidence of subversion, the split specimen in storage may be destroyed. If the
presumptive positive screening test result of a primary specimen has been confirmed, or if the primary
specimen is determined to have been subject to adulteration, dilution, or other means of testing
subversion, the tested individual may request in a timely manner (as established by the licensee) that the
split specimen be tested. The split specimen can be tested only at the request of the individual. The split
specimen must be forwarded as soon as practicable, but in no case more than 3 working days following
the day of the request to another HHS-certified laboratory that did not test the primary specimen. The
chain-of-custody and testing procedures to which the split specimen is subject must be the same as those
used to test the primary specimen and must meet the standards for retesting specimens (i.e., the
quantitation of the result is not subject to a specific cut-off requirement but must provide data sufficient
to confirm the presence of the drug or metabolite or substantiate the previous information. The
quantitative results of the split specimen shall be made available to the MRO, and by the MRO to the
individual tested.

(k) Except as noted in this section, all other requirements of this part applicable to primary specimens
shall also be applicable to split specimens, if any. If the result of the test of the split specimen fails to
reconfirm or substantiate the result reported for the primary specimen, the MRO shall take into account
the primary specimen test result, the data regarding presence or absence of drug or metabolite in the split
specimen, any evidence of subversion, and any other relevant information to determine whether the test
results should be verified as an FFD policy violation. The licensee must investigate, take corrective
action as appropriate in response to, and report to the NRC failure to reconfirm as directed herein.

(1) 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 testing
the required panel of drugs (marijuana, cocaine, opiates, phencyclidine, and amphetamines) or others
as determined by DHHS and use confirmatory GC/MS methods specified in these guidelines.

(m) HHS-certified laboratories shall comply with applicable provisions of any State licensure

requirements. HHS-certified laboratories must have the capability, at the same laboratory premises, of

performing screening and confirmatory tests for each drug and drug metabolite for which service is
offered.

(n) Any testing errors or unsatisfactory performance discovered in blind performance testing, in the
testing of actual specimens, or through the processing of appeals and MRO reviews, as well as any
other errors or matters that could reflect adversely on the integrity of the testing process shall be
shall be investigated by the licensee.

(1) The investigation must determine relevant facts and identify the root cause(s) of the testing or
process error when possible. The licensee and the laboratory shall take action to correct the
cause(s) of any error or the unsatisfactory performance that are within their control. A record
must be made and retained for a minimum of 3 years of the investigative findings and the
corrective action taken, and, where applicable, that record must be dated and signed by the
individuals responsible for the day-to-day management and operation of the HHS-certified
laboratory. The licensee shall submit to the NRC a report of any incident and action taken or
planned within 30 days of completion of the investigation. The NRC shall ensure notification of
the finding to DHHS.

(2) Should a false positive error occur on a blind performance test specimen or on a regular
specimen, the licensee shall promptly notify the NRC. The licensees shall require the laboratory
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to take corrective action to minimize the occurrence of the particular error in the future. If there
is reason to believe the error could have been systematic, the licensee may also require review
and reanalysis of previously run specimens.

(3) Should a false positive error be determined to be technical or methodological, the licensee shall
instruct the laboratory to provide all quality control data from the batch of specimens that
included a 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 must 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 laboratory that may be conducted unannounced 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.

(4) The NRC and any licensee using an HHS-certified laboratory reserves the right to inspect or audit
the laboratory at any time. Licensee contracts with HHS-certified laboratories for drug testing, as
well as contracts for collection site services, must permit the NRC and the licensee to conduct
unannounced inspections and audits and to obtain all information and documentation reasonably
relevant to the inspections and audits. Licensee contracts with HHS-certified laboratories must
also provide the licensee and the NRC with the ability to obtain copies of any documents,
including reviews and inspections pertaining to the laboratory’s certification by HHS, and any
other data that may be needed to assure that the laboratory is performing its testing and quality
control functions properly and that laboratory staff and procedures meet applicable requirements.
Any licensee inspection or audit of HHS-certified laboratories need not duplicate areas inspected
in the most recent HHS-certification inspection, but only if the licensee reviews the HHS '
certification inspection records and reports to ascertain the areas covered by the HHS
certification inspection. In addition, before the award of a contract, the licensee shall carry out
pre-award inspections and evaluation of the procedural aspects of the laboratory's drug testing
operation. If an HHS-certified laboratory loses its certification, in whole or in part, a licensee is
permitted to immediately use an HHS-certified laboratory being used by another NRC licensee
having the same drug panel and cut-off levels.

(o) Documentation of all aspects of the testing process shall be maintained by HHS-certified laboratories
and made available for at least 2 years. This 2-year period may be extended upon written notification
by the NRC or by any licensee for whom 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 shall be
required to maintain documents for any specimen under legal challenge for an indefinite period.

(p) Chain-of-custody forms related to determinations of violation of the FFD policy must be retained as required
herein until the completion of all legal proceedings related to the violation, whichever is later. Chain-of-
custody forms recording specimens with negative test results and no FFD violations or anomalies may be
destroyed after appropriate summary information has been recorded for program administration purposes.
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(q) Written procedures for remedial actions by the laboratory shall be 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.

(r) Qualified personnel shall be made available to testify at proceedings in an administrative or
disciplinary proceeding against an individual when that proceeding is based on urinalysis results

reported by the HHS-certified laboratory.

(s) The laboratory shall not enter into any relationship with the licensee’s MRO that may be construed as a
potential conflict of interest or derive any financial benefit by having a licensee use a specific MRO.
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Subpart | - Recordkeeping and Reporting Requirements
§ 26.71 Recordkeeping requirements.

Each licensee subject to this part and each contractor and vendor 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 resulit in the
assignment of unescorted access authorization, until 5 years following termination of such
authorizations;

(b) Retain records pertaining to the determination of a violation of the FFD policy and
related personnel actions for a period of at least 5 years or until completion of all legal
proceedings related to the violation, whichever is later;

(c) Retain records pertaining to the determination of a violation of the FFD policy of persons
whose authorization to perform activities within the scope of this part has been revoked
under § 26.27(b)(3), (4), (5) or (c), until the Commission terminates each license under
which the records were created; and

(d) Collect and compile FFD program performance data on a standard form and submit the
data to the Commission either for a calendar year period (January 1 through December 31)
or a 6-month period (January through June, and July through December) by no later than
60 days after the end of the reporting period. The data for each site (corporate and other
support staff locations may be separately consolidated) must include: random testing rate;
drugs tested for and cut-off levels, including results of tests using lower cut-off levels and
tests for other drugs; workforce populations tested; numbers of tests and results by
population, and type of test (i.e., pre-access, random, for-cause, etc.); substances
identified; summary of management actions taken for any part 26 violation; number of
subversion attempts by type; and a list of events reported. The data must be analyzed and
appropriate actions taken to correct program weaknesses. The data and analysis must be
retained for 3 years. Any licensee choosing to temporarily suspend individuals under the
provisions of § 26.24(d) shall report test results by process type (i.e., onsite screening,
laboratory screening, confirmatory tests), MRO determinations and the number of
temporary suspensions or other administrative actions taken against individuals based on
onsite presumptive positive screening test results for marijuana (THC), cocaine and
phencyclidine.

(e) 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.

(f) Retain a copy of training conducted in accordance with 26.21 for a period of three years.
(g) Retain a copy of training conducted in accordance with 26.22 for a period of three years.
(h) Retain copies of 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.

(i) Retain copies of all records or matters relating to refusals to provide specimens for three
years.

(i) Retain records of audits conducted in accordance with 26.37 for three years.

(k) Retain copies of all chain of custody forms for a period of three years, or untif the
conclusion of any matter under legal review or the subject of any court action.
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() Retain records for three years 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.

§ 26.73 Reporting requirements.

(a) Each licensee subject to this part shall inform the Commission of significant FFD events
including, but not limited to:

(1) Sale, distribution, use, possession, or presence of illegal drugs or use of alcohol within
the protected area;

(2) Any acts by any person licensed under 10 CFR part 55 to operate a power reactor, by
any supervisory personnel assigned to perform duties within the scope of this part, or by
any FFD program personnel as specified in § 26.2(a)(4)--

(i) Involving the sale, use, or possession of a controlled substance;

(ii) Resulting in determinations that such an individual has violated the licensee's FFD policy
including subversion as defined in§ 26.3;

(iii) Involving use of alcohol within the protected area; or

(3) Any act that would cast doubt on the integrity of the FFD program, including, but not
limited to, acts that cast doubt on the honesty and integrity of the FFD program personnel
specified in § 26.2(a)(4),

(4) Any condition preventing a person from being selected in a random testing program
while that person was assigned to perform duties within the scope of this part.

(5) Arrest of a worker for sale, distribution, use, or possession of illegal drugs on site.

(b) Notification 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 must be reported under this section rather than reported under
the provisions of § 73.71.

(d) By November 30, 1993, each licensee that is authorized to possess, use, or transport
formula quantities of SSNM shall certify to the NRC that it has implemented a fitness-for-
duty program that meets the requirements of 10 CFR part 26. The certification must
describe any licensee cut-off levels more stringent than those imposed by this part.
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Subpart J - Enforcement

§26.XX Inspections.

(a) General. 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.XX 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 1l 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.
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[54 FR 24494, June 7, 1989, as amended at 57 FR 55072, Nov. 24, 1992]

§26.XX Criminal penalties.

(a) Section 223 of the Atomic Energy Act of 1954, as amended, provides for criminal sanctions

for willful violation of, attempted violation of, or conspiracy to violate, any regulation issued under
sections 161b, 161i, or 1610 of the Act. For purposes of section 223, all the regulations in part
26 are issued under one or more of sections 161b, 161i, or 1610, except for the sections listed
in paragraph (b) of this section.

(b) The regulations in part 26 that are not issued under sections 161b, 161i, or 1610 for the
purposes of section 223 are as follows: §§26.1, 26.2, 26.3, 26.4, 26.6, 26.8, 26.90, and 26.91.

[57 FR 55072, Nov. 24, 1992]
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