
 
Disposition	of	NRC	Comments	and	Other	Changes	Within	Revision	6,	NEI	06‐06	

 

NEI 06-06 
Section 

NRC 
Comment 
Number 

NRC Comment Disposition 

1  

Introduction 

1st paragraph 

1 Descriptive guidance on 
scoping.  See table 3-1. 

The 1st paragraph was modified 
to include the NRC-suggested 
text changes including the term 
“descriptive guidance” and a 
reference to Table 3-1. In 
addition, the paragraph was 
amended with text that clearly 
defines the scope of NEI 06-06. 

1  

Introduction 

2nd paragraph 

  A new 2nd paragraph was added 
as follows: 

“Licensees or construction site 
entities are required to meet the 
minimum requirements set forth 
in this document, however, may 
institute more stringent program 
requirements at their discretion.” 

The new 2nd paragraph permits 
a licensee or approved C/V to 
exceed the minimum 
requirements specified in NEI 
06-06. 

1  

Introduction 

3rd Paragraph 

2 Clarification needed.  Is this 
what is intended? See comment 
below. 

The text has been clarified to 
reflect “licensee-approved” 
contractor/vendor (C/V) not 
NRC-approval of the FFD 
program. 

2.1  

Construction 

6th Paragraph 

  A new paragraph was added. 
This paragraph was moved from 
Section 6.4.6, (last paragraph): 

“A contractor/vendor (C/V) 
approved by the construction 
site entity approved to 
implement a 10 CFR 26 
construction site program in 
accordance with NEI 06-06 shall 
comply with the provisions of 
this guidance through the 
development and use of 
detailed procedures approved 
by the construction site entity.” 

The paragraph was moved as it  
provides broad guidance to the 
construction site entity and 
approved C/V. 

2.2  3 Please clarify “approved.”  The 
NRC does not approve a FFD 

The text has been clarified to 
eliminate “NRC-approval of the 
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Operation 

1st Paragraph 

program description provided by 
a COL applicant, or FFD 
programs at operating licensees 

FFD program.” 

3.1.1  

FFD Program 
Personnel 

4 Please explain if NEI desires to 
commit licensees to 10 CFR 26, 
Subpart C for FFD Program 
Personnel?  The table on page 
5 states “possible” for FFD 
Program Personnel. 

The text has been reworded to 
be clear that FFD Program 
Personnel are covered under a 
full-scope program (Subparts A, 
B, D-H, N and O.) but, 
performance of Subpart C is 
implemented at the discretion of 
the licensee 

3.4.1 

Emergency 
Responders 

5 Note the sentence revision in 
Section 1, Introduction.  Please 
explain if this table (and this 
document) applies to 
construction only, and not 
operational FFD programs. 

The Table 3-1 pertains to this 
document, NEI 06-06, and 
describes both Construction 
FFD program as well as 
personnel required to be 
covered by the full program. It is 
included to better communicate 
the differences in program 
applicability. 

Table 3-1 6 Please clarify if NEI intends to 
require all construction sites to 
implement Subpart C, as it is 
discretionary per 10 CFR 
26.4(g)?  See comments on the 
previous page. 

Table 3-1 has been clarified to 
reflect that construction workers 
and 1st line supervisors will be 
subject to Subpart K. as 
specified in 10 CFR 26.4(f):  

“Any individual who is 
constructing or directing the 
construction of safety or 
security-related SSCs shall be 
subject to an FFD program that 
meets the requirements of 
subpart K” 

Table 3-1 7 Please explain why Subpart I 
was excluded. 

The exclusion of Subpart I was 
a typographical error and has 
been corrected Subpart I is 
included for Security personnel 
and personnel reporting to 
emergency facilities. 

4  

Definitions 

8 There are no definitions in this 
section that is common with 10 
CFR 26.  Please clarify whether 
the note is or is not needed. 

The NOTE has been deleted. 

4  

Definitions 

  A new definition has been 
added to the Definitions. The 
term “Fit-for-Duty” was formerly 
contained within the text, of the 
document. 

Fit for Duty—An individual who 
can safely and competently 
perform his/she duties and is 
trustworthy and reliable, as 
demonstrated by the avoidance 
of substance abuse. 
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4  

Definitions 

  A new definition has been 
added to assist in the use of the 
document: 

“Fitness-for-Duty (FFD) 
Authorization (FFDA)— A term 
commensurate with 
“Authorization” as defined in 10 
CFR 26 that identifies the status 
of an individual’s required 
fitness-for-duty elements, which 
are then evaluated by a 
reviewing official to determine 
whether the individual is 
trustworthy, reliable and fit for 
duty. The required elements for 
FFDA for individual subject to 
10 CFR 26 Subparts A-H, N and 
O are: consent, suitable inquiry 
(including education in lieu of 
employment and military service 
as employment); self- 
disclosure; pre-access drug and 
alcohol testing; training in the 
required FFD K&A’s, FFD and 
BOP); being subject to both 
licensee-approved BOP and 
drug and a alcohol testing 
program. The elements for 
FFDA for individuals subject to 
10 CFR 26 Subpart K only 
include consent, pre-access 
drug and alcohol testing; 
training in the required FFD 
policy, sanctions and FFD 
expectations); being subject to 
both licensee-approved BOP 
and a drug and alcohol testing 
program.” 

4  

Definitions 

  A new definition has been 
added to assist in the use of the 
document: 

Nominal—The limited flexibility 
that is permitted in meeting a 
scheduled due date for 
completing a recurrent activity 
that is required under this part, 
such as the nominal annual (12-
month) frequency required for 
FFD refresher training in 10 
CFR 26.29(c)(2) and the 
nominal annual (12-month) 
frequency required for certain 
audits in 10 CFR 26.41(c)(1). 
Completing a recurrent activity 
at a nominal frequency means 
that the activity may be 
completed within a period that is 
25 percent longer or shorter 
than the period required in this 
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part. The next scheduled due 
date would be no later than the 
current scheduled due date plus 
the required frequency for 
completing the activity. 

4  

Definitions 

9 This regulatory issue is whether 
there was a work-related 
vehicle accident at the NRC-
regulated reactor construction 
site.  It would not be in the best 
interest of clear 
communications to say that the 
accident occurred on the site, 
but it’s not reported because the 
person was not doing 
construction entity business 

The NRC comment and 
suggested text was incorporated 
into the “work-related motor 
vehicle accident” portion of the 
“Accident “ definition. 

4  

Definitions 

10 Please note that the NRC does 
not have specific requirements 
for Access Authorization at new 
reactor construction sites.  
Therefore, use of this phrase 
may be confusing if this 
document is only focused on 
construction.  See Paragraph 1 
and comment above. 

The reference to “access 
authorization” has been deleted. 

5.1.1  

Policy 
Statement 

Performance 
Objectives 

1st Paragraph 

11 Based on industry lessons 
learned, guidance should be 
provided to ensure that the FFD 
policy is provided to a person 
prior to a pre-access drug or 
alcohol test.  This helps ensure 
that the person is informed. 

The term “prior to pre-
assignment” testing has been 
added to the 1st paragraph of 
the section. 

5.1.1  

Policy 
Statement 

Performance 
Objectives 

2nd Paragraph 

12 Note that these Performance 
Objectives do not provide for 
“reasonable assurance.”  Would 
NEI consider addressing 
“reasonable assurance” as a 
performance measure? 

The term, “reasonable 
assurance.” has been added to 
the 2nd paragraph of the section. 
NEI agreed with the NRC 
comment. 

5.1.2 

Policy 
Statement 

Details 

13 Explain if this sentence applies 
to all of the bullets below, or just 
a, b, and c under number 1. 

The sentence applies to 1-12. 
The sentence/paragraph has 
been re-formatted for clarity. 

5.1.2.1.d 

Policy 
Statement 

Details 

14 This clarification makes it clear 
that this statement applies to 
both onsite and offsite 
occurrences because 26.409 
requires that the procedures 
address illegal use. 

The term “on or off site” has 
been added to the text of 
paragraph 5.1.2.1.d. 

5.1.2 

Policy 
Statement 

15 See comment above regarding 
this addition. 

The sentence applies to 1-12. 
The sentence/paragraph has 
been re-formatted for clarity. 
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Details 

5.1.2.5.a 

Policy 
Statement 

16 Our staff technical position is 
that this sentence applies to 
both scheduled and 
unscheduled work. 

Paragraph 5.1.2.5.a has been 
modified to include the term 
“scheduled and unscheduled 
work.” 

5.1.2.6 

Policy 
Statement 

17 See comment directly above. Paragraph 5.1.2.6 has been 
modified to include the term 
“scheduled and unscheduled 
work.” 

5.2 

Procedures 

1st Paragraph 
#4 

18 Note that the use of the word 
“shall” would not allow the use 
of Department of Transportation 
(DOT) testing facilities. 

The text of the paragraph was 
revised that Part 26 Subparts E, 
F, and G pertain to urine testing 
and Subpart K for alternate 
specimen testing. 

5.2 

Procedures 

1st Paragraph 
#5 

19 Based on lessons learned, 
sanctions need to be explicitly 
described in entity’s procedure 
to ensure consistent 
implementation and to support 
appeals.  See section 5.4. 

The term “sanctions” has been 
added to the 1st paragraph 5.2. 
#6 

5.2 

Procedures 

1st Paragraph 
#6 

20 A note might add clarity to this 
sentence.  Please see example 
below.  The staff notes that the 
random testing pool can be 
larger than that required by rule 
(meaning the site elects to 
include everybody in the pool 
for simplicity sake). The BOP 
shall focus 26.407 activities.  If 
the entity elects to broaden the 
scope of the BOP to others, this 
initiative should not dilute effort 
on the 26.407 pool of people. 

A note was added to the text as 
follows: 

“NOTE:  If the construction site 
entity elects to increase the 
scope of their BOP beyond that 
required by 26.407 (e.g., to all 
persons subject to random 
testing or who have access to 
the construction site), the entity 
shall ensure that the 26.407-
required program remains 
effective.” 

5.2 

Procedures 

1st Paragraph 
#10 

21 See comment in paragraph 
6.3.2. 

Paragraph 5.2.#10 has been 
amended with the following text: 

“For example, this person would 
be subject to, in part, random 
testing as described in 
paragraph 6.3.2.” 

5.3  

Consent 

2nd Paragraph 

22 Administrative:  Please consider 
revision to improve clarity. 

The paragraph was reworded 
for clarity as follows: 

“A signed Consent authorizes 
the licensee or approved C/V t 
enter certain general, non-
negative information into an 
industry database; transfer the 
data to another authorized user; 
as appropriate, conduct of a 
background investigation, 
including verification of certain 
information self-disclosed by the 
individual through the conduct of 



Disposition	of	NRC	Comments	and	Other	Changes	Within	Revision	6,	NEI	06‐06	(Cont.)	
 

	

6 
	

a suitable inquiry as defined 
within10 CFR Part 26; as well 
as to verify the accuracy and 
completeness of the information 
provided by the individual. 
Finally, the Consent identifies 
who which parties information 
may be released, including the 
NRC.” 

5.4 

Sanctions 

 

23 This section is Part 26 rule 
language and correctly refers to 
a person’s “condition;” however, 
paragraph 6.6, uses the 
terminology “medical condition.  
Please explain if these are the 
same 

Paragraph 6.6 has been 
modified to delete the term 
“medical” when referring to a 
persons “condition.” 

5.4 

Sanctions 

 

24 This section is Part 26 rule 
language and correctly refers to 
a person’s “condition;” however, 
BOP, paragraph 6.2.2.4 refers 
to “impairment or questionable 
condition.”  For the BOP, please 
confirm that NEI intends to 
reflect 26.33 wording above that 
provided in 26.407. 

Section 6.2.2.4 has been 
changed to delete the words 
“impairing or questionable.” The 
term condition remains within 
the text. 

 

5.4 

Sanctions 

4th Paragraph 

25 Editorial.  Started a new 
paragraph for clarity. 

The new paragraph comment is 
accepted and appended to the 
text of the document. 

5.4 

Sanctions 

4th Paragraph 

26 To explain the deleted sentence 
in the next paragraph, the staff 
provided this change. 

The text change was added to 
the document. 

5.4 

Sanctions 

4th Paragraph 

27 These words, and words in the 
next paragraph, use different 
terminology:  The first is “denied 
or unfavorably terminated” and 
the second is “termination of 
access.”  Please explain if these 
concepts are intended to be 
different or the same.  There 
are similar phrasings used on 
pages 11, 12, 25 and 27. 

The text was intended to be 
consistent throughout the 
document. The text has been 
changed to adopt the NRC-
suggested wording. 

 

5.5 

Drug and 
Alcohol Testing 

1st Paragraph 

28 This paragraph notes testing as 
permitted by 10 CFR 26 
Subparts E, F, and G, which do 
not allow alternate specimen 
testing, but which this document 
observes consistent with 10 
CFR 26, Subpart K.  Please 
clarify the guidance to better 
describe the use of alternate 
specimen testing. 

The text has been expanded to 
include the latitude for oral fluid 
testing and other specimen 
methods as permitted by 
26.405. 
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5.5 

Drug and 
Alcohol Testing 

3rd Paragraph 

29 Based on lessons learned, 
person’s have questioned what 
is meant to be fit for duty. 
26.419 provides a description 
as indicated in the below text 
box. 

The specific definition of “fit for 
duty” was added to Section 4, 
Definitions within the text as 
suggested by the NRC. In 
addition, the acronym for 
Fitness-for-Duty Authorization, 
FFDA, was included to clearly 
specify what is being denied. 
The definition was removed 
from the body of the text. 

5.5.1  

Drug Testing 

30 Note: 10 CFR 26 requires follow 
up testing for abstinence.  The 
staff technical position is that 
this implies no detectable drugs 
and would be measured to Limit 
of Detection (LOD) or Limit of 
Quantification (LOQ).  10 CFR 
26 establishes a definition for 
“positive,” that does not conform 
to LOD or LOQ testing in a 
follow-up testing situation 
because Part 26 refers to 
cutoffs.  With this in mind, 
although this is not required, 
NEI could state that for follow-
up testing, testing could be 
conducted at LOQ. 

A new 4th paragraph was added 
to this section to state: 

“In the case of a follow-up test, 
the confirmatory testing may 
rely upon a laboratory’s Limit of 
Quantification (LOQ). Any 
detectible prescience o the 
substance is sufficient for 
determining a confirmed positive 
follow-up test.” 

5.5.3 

Initial Cut-off 
Levels 

31 26.405(d) does not restrict an 
entity from testing of any other 
drugs (illegal or legal). 
Therefore, the use of this word 
inappropriately prevents a 
licensee from testing for other 
“legal” drugs.  This is a 
reduction in safety below that 
provided in Subpart K. 

The text was modified to 
eliminate the word “illegal.” For 
simplicity paragraphs 5.5.3 and 
5.5.4 were combined and now 
reference the 10 CFR 26 
values. 

5.5.4 
Determining 
Positive Test 
Results for 

Alcohol 

32 Guidance should be provided to 
explain that collection facilities 
subject to 40 CFR Part 49, 
Department of Transportation 
drug testing, do not implement a 
time-dependent alcohol profile 
as does Part 26.  Note that 
26.405(d) states to “conduct 
alcohol testing at the cutoff 
levels in this part.” 

The text was modified to allow 
for licensees and approved 
C/V’s to utilize 40 CFR Part 49 
specimen collection within the 
administration of a construction 
FFD program. 

6.2.1  

Pre-
Assignment as 

10 CFR 26 
Worker 

33 See comment in paragraph 
6.3.2. 

Section 6.3.2 was moved to 
Section 6.3.1. Section 6.3.1, 
Random Testing Population, 
was re-written for clarity and 
defines the random testing 
population. 

 

6.2.2.2 34 Why would the MRO not report Paragraph #2 has been 



Disposition	of	NRC	Comments	and	Other	Changes	Within	Revision	6,	NEI	06‐06	(Cont.)	
 

	

8 
	

Occupational 
Injury and 

illness resulting 
in an OSHA 
Recordable 

Incident 

1st Paragraph 

to the FFD Program Personnel 
or the licensee’s designated 
representative?  See Part 26.  
Also see section 6.2.2.3 below 
for a conforming change. 

changed to reflect “construction 
site entity’s designated 
representative.” 

6.2.2.3 

Significant 
Property 
Damage 

1st Paragraph 

35 See above Paragraph 1 #2 has been 
changed to reflect “construction 
site entity’s designated 
representative.” 

6.2.2.3 

Significant 
Property 
Damage 

36 See section 6.3.7 also.  The 
concern is that the person be 
timely removed from safety- or 
security-sensitive activities. 

The paragraph was modified to 
include the term “as soon as 
practicable.” The term “timely” 
was added to the paragraph to 
ensure the proper level of 
attention to communicating with 
the construction site entity’s 
designated representative. 

6.2.2.3 

Significant 
Property 
Damage 

5th Paragraph 

37 See previous comment on 
“designated representative.”  
Also, NEI may desire to ensure 
that MRO communications to 
the designated representative is 
equivalent to that required for 
an operating plant.  This will 
provide consistency as the 
MRO continues his/her possible 
employment from construction 
to operation.  I.e., how does 
he/she “submit” reports to 
construction site entity 
management?  Verbal?  
Electronic?  Paper?  Same 
comments are in paragraph 
6.2.2.2.  See other references 
as:  paragraph 6.3.7 and 
paragraph 6.6, very bottom. 

Paragraph 5 has been changed 
to reflect “construction site 
entity’s designated 
representative.” 

6.2.2.4 
Observed 
Behavior 

2nd Paragraph 

38 Please note:  as used here, the 
staff’s position is that an 
“impairing condition” could 
involve, but not be limited to 
fatigue or legal use of 
prescription or over-the-counter 
medications.  Furthermore, a 
questionable condition could 
involve, but may not be limited 
to a trustworthiness or reliability 
issue.  This is reflected in 
26.407 and 26.419. 

The text has been modified to 
include fatigue, legal use of 
prescription or over-the-counter 
medications, etc. 

6.2.3  

Follow-up 

39 Note that abstinence is not 
conclusively determined by a 
person testing below NRC-

The term “abstinence” is left to 
the professional judgment of the 
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established cutoffs for alcohol 
and drugs.  The staff technical 
position is that abstinence is a 
higher standard indicating zero 
use determined by drug testing.  
Typically, abstinence would 
correlate to LOD/LOQ testing 
results. 

MRO. 

6.3.1 

Random 
Testing 

Population 

2nd Paragraph 

Formerly 6.3.2 

41 There is inconsistent use of the 
word “actively” between 
paragraph 1 and 3. 

The term “actively” has been 
deleted from the text. If an 
individual is constructing or 
directing the construction, by 
definition they are “active.” 

6.3.1 

Random 
Testing 

Population 

Formerly 6.3.2 

42 Regarding the word “actively”:  
Note Section 5.2, paragraph 9, 
with the person in training and 
6.2.1, with a person in a pre-
access holding.  In both cases; 
he/she would be subject to 
random testing.  The staff view 
is that the word “actively is 
misleading because a person 
might be in training.  See 
paragraph 6.3.7 “random testing 
exceptions.”  So, is a reference 
to 6.3.7 needed? 

NEI agrees that the term 
“actively” may not permit proper 
control for the exceptions noted 
in Section 6.3.7. The term 
“actively” has been removed 
from the text.  The cross-
reference to paragraph 6.3.7 
has been removed from the text. 

6.3.1 

Random 
Testing 

Population 

2nd Paragraph 

Formerly 6.3.2 

43 Since the construction site 
workforce has a high potential 
to change quickly, does NEI 
desire to provide guidance on 
how often the random testing 
selection list will be generated 
(e.g., by use of key cards)? 

The paragraph has been 
modified to specify the minimum 
timeframe at which random 
testing must be accomplished 
and to require the construction 
site entity to develop a unique 
identification methodology for 
accounting for all random 
eligible persons as follows: 

“Recognizing that individuals 
may move into or out of the 
category of random test-eligible 
individuals that will form a 
particular testing population, the 
construction site entity must 
develop a means (e.g., badge, 
other unique identification, etc.,) 
that will account for all workers 
who are constructing or 
directing the construction of 
safety- or security-related SSCs 
at the time random pool is 
created.” 

6.3.1 

Random 
Testing 

45 Based on industry lessons 
learned, sites implement a 
random testing rate a bit higher 
than the NRC-minimum 
established 50% to ensure that 

The paragraph has been 
modified to include the term “or 
exceeded” recognizing that 
practically more than 50% will 
have to be selected in order to 
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Population 

3rd Paragraph 

Formerly 6.3.2 

the regulatory requirement is 
met at the end of the year. 

meet the minimum annual rate 
of 50% of the population. The 
paragraph now states: 

“The construction site entity’s 
methodology must ensure that 
the required annual random 
testing rate is met or exceeded.” 

6.3.1 

Random 
Testing 

Population  

3rd Paragraph 

Formerly 6.3.2 

46 Based on lessons learned from 
construction reactors, 
management of the random 
testing pool is a challenge.  
Clear guidance and procedures 
would help ensure regulatory 
requirements are met 

The paragraph within which this 
NRC comment refers has been 
deleted. The purpose of the 
paragraph has been subsumed 
within an earlier paragraph 
within this section. See 
response to NRC comment 43. 

6.3.1 

Random 
Testing 

Population 

Formerly 6.3.2 

47 Please explain if NEI desires 
“frequency” to be an exact 
frequency of, for example, 7 
days?  See staff inserted 
phrase 

The frequency inserted within 
the text is “nominal weekly” as 
specified in paragraph 1, 
Section 6.3.2  

6.3.2 

Random 
Testing 

Frequency  

1st paragraph 

Formerly 6.3.1 

40 For clarity purposes, it is 50% of 
the “construction site” not “50% 
of the FFD program.”  Based on 
lessons learned from rule 
implementation at operating 
reactors, this issue is being 
addressed by the NRC staff. 

NEI agrees. The definition in 
Section 4 “Construction Site 
Workforce” is as follows: 

“Those personnel performing 
construction or directing the 
construction of safety or 
security-related SSCs. The 
personnel in the construction 
site workforce may be changed 
(not to be reduced further than 
those persons required by 10 
CFR26.4(f)) for purposes of 
practical implementation.” 

6.3.2 

Random 
Testing 

Frequency 

1st paragraph 

formerly 6.3.1 

44 Please explain if NEI desires 
“frequency” to be an exact 
frequency of, for example, 7 
days?  See staff inserted 
phrase 

The text has been change to 
reflect that the frequency is a 
nominal weekly basis. 

6.3.5 

Failure to 
Comply with 

Random 
Testing 
Program 

Requirements 

48 Based on lessons learned from 
construction reactors, 
management of the random 
testing pool is a challenge.  
Clear guidance and procedures 
would help ensure regulatory 
requirements are met 

The construction site entity must 
clearly define within its 
procedures sanctions for the 
failure to comply. 

Section 5.4 defines the 
minimum sanctions. 

6.3.7 

Random 
Testing 

49 The staff does not understand 
this sentence, and provided this 
insertion.  Please clarify. 

For Clarity paragraph 6.3.7.2 
has been modified to include the 
NRC comment. 
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Exceptions 

6.3.7 

Random 
Testing 

Exceptions 

50 Please explain if this is meant to 
be an example. 

The text was specifically 
designed to address person not 
available for testing and the 
construction site entity’s 
responsibility. 

6.3.7 

Random Test 
Reporting 

Exceptions 

51 See 6.2.2.3.  The concern is 
that it’s not hard-copied mailed 
which would preclude the timely 
removal of the person from 
safety- or security-sensitive 
activities.  Is this NEI’s intent? 

The text has been eliminated 
from this paragraph However 
Section 6.2.2.3 has been 
modified as follows: 

“The MRO-reviewed positive, 
adulterated, substituted, and 
invalid confirmatory drug and 
validity test results and alcohol 
test results shall be timely (e.g., 
electronically) submitted in 
writing to the construction site 
entity’s designated 
representative.” 

6.3.7 

Random 
Testing 

Exceptions 

52 See conforming change with 
paragraph 6.2.2.2(1). 

The section was revised to only 
address the random testing 
exception when an individual is 
not available for testing.  

6.4.1.1 

Urine Collector 
Qualifications 

53 Please not that DOT collectors 
and hospital collectors would 
not meet Part 26.85 
qualification requirements. 

The NRC-suggested text was 
added to this section. 

6.4.1.1 

Urine Collector 
Qualifications 

54 This staff insertion is based on 
the comment above. 

The NRC-suggested text was 
added to this section. 

6.4.1.2 

Alcohol 
Collector 

Qualifications 

55 Please explain procedures for a 
DOT collection facility. The 
comments below are staff 
insertions based on this 
comment. 

Rather than explain both the 10 
CFR Part 26 and 49 CFR Part 
40 specimen collector training 
requirements the text has been 
changed to refer the reader to 
both referenced documents. 

6.4.1.2 

Alcohol 
Collector 

Qualifications 

56 This was discussed in a 
previous staff comment. 

Rather than explain both the 10 
CFR Part 26 and 49 CFR Part 
40 alcohol collector training 
requirements the text has been 
changed to refer the reader to 
both referenced documents. 

6.4.3 

On-Site 
Licensee 

Testing Facility 

57 The staff understands this to 
mean that 10 CFR 26, Subpart 
F, will be implemented if a 
licensee testing facility is used. 

The NRC-suggested text 
change was accepted and 
integrated into the sections’ text. 

6.4.4 

Initial and 

58 Administrative.  “Saliva” term is 
not needed for clarification and 

The text (e.g., saliva) was 
deleted from the sections text. 
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Confirmatory 
Testing 
Methods 

is not used by HHS. 

6.4.4 

Initial and 
Confirmatory 

Testing 
Methods 

59 This is required by Subpart K. The NRC-suggested text was 
added to this section. 

6.4.6 

Interpretation 
of Testing 

Results and 
Follow-up 
Activities 

N/A  The last paragraph was moved 
to Paragraph 2.1 of the 
document text as the text is 
broad and meant to cover the 
entire document. 

6.5 

Specimen 
Processing 

2nd Paragraph 

60 The following comments enable 
construction entities to use 
alternate specimens.  We 
understand that this is the 
industry’s intent.  Please 
confirm. 

The capability of relying upon 
alternate specimens to satisfy 
potions of the FFD program 
requirements has been 
preserved and has been added 
to the text. 

6.5 

Specimen 
Processing 

3rd Paragraph 

61 Under Subpart K, the NRC is 
not “required” to approve 
alternative testing procedures. 

The NRC-suggested text has 
been added to the text of this 
section. 

6.6 

Positive 
Results 

2nd & 3rd 
Paragraphs 

62 Please explain if there is a risk 
by the MRO of making a 
medical determination, thereby 
implementing a doctor-patient 
relationship which would be 
outside the scope of Subpart K? 

For clarity, the paragraph was 
divided into two paragraphs. 
The second paragraph was 
changed to a “Note.” To remind 
the reader that the 
“determination of fitness” must 
also be considered in such 
circumstances. 

6.6 

Positive 
Results 

5th Paragraph 

63 Please consider adding that the 
donor request and MRO actions 
must be documented, this 
would aid in any appeal 
pursuant to 26.413. 

The NRC-suggested text was 
appended to this section. 

6.6 

Positive 
Results 

6th Paragraph 

64 Please clarify if this title is 
different from FFD Program 
Personnel.  Please consider 
consistency of this role 
throughout the document as 
previously described. 

The term was meant to be the 
same. For constancy the text 
has been changed to reflect, 
“designated person.” 

7 

Behavioral 
Observation 

Program 

Formerly 6.8 

66 The staff position is that the 
construction site entity must 
describe in it procedures who 
these persons are.  For 
example, does this not mean 
“all” Management and Oversight 
Personnel are required to 

The text of this section has been 
amended to require the 
construction site entity to 
identify those individuals that 
are required to conduct BOP 
and be trained as such within its 
procedures. As a minimum it 
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observe.  Is this NEI’s intent? must contain the management 
and oversight personnel 
identified in Section 2.2. 

8 

Reviewing 
Official 

(New) 

  A new section has been added 
to explain the role of the 
reviewing official. 

9 

Granting and 
Maintaining 

FFDA 

(New) 

  A new section “Granting and 
Maintaining FFDA” has been 
added to define FFDA elements, 
explain the granting and 
Maintaining of FFDA, explain 
the process for obtaining FFDA 
once there has been an 
unfavorable termination and to 
discuss the Review Process. 

9.6 

Review 
Process 

Formerly 6.7 

65 Please note, paragraph 6.10.3 
and pages 11 and 12 talk about 
denial of “authorization.”  Are 
these the same terms and if so, 
please consider consistency. 

To be consistent with the 
requirements of 10 CFR 26, the 
term access is replaced with 
FFD authorization (FFDA) 
previously defined within the 
text. 

10 

Protection of 
Information 

  A new section has been added 
to the document, “Protection of 
Information.”  This section was 
text formerly contained in 
section 6.8 but has now been 
separated into its own section 
for clarity. 

11 

Records 
Retention 

Formerly 6.8 

67 Please explain if this intends to 
invoke 26.417, “Administration 
of the Program.” 

This is a new section of the 
document and the text was 
formerly contained with Section 
6.8. The text is separated from 
the text contained within Section 
10 for clarity.  

The paragraph has been 
reworded to incorporate 10 CFR 
26 text in 26.417. The text now 
states: 

“The construction site entity 
must establish and maintain a 
system of files and procedures 
that clearly indicate how the 
records pertaining to the 
administration of the program 
are maintained so that they are 
available for NRC inspection 
purposes and for any legal 
proceedings resulting from the 
administration of the program. 
The records may be stored 
and/or archived either in 
hardcopy or electronic format.” 
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11.1 

Five-Year 
Records 

Retention 

Formerly 
6.10.1 

68 Please clarify. The NRC-suggested text has 
been added to the section. 

11.2 

Three (3)-Year 
Records 

Retention 

Formerly 
6.10.2 

69 Please clarify if 10 CFR 26.4(f) 
personnel will have training and 
examinations. 

10 CFR 26.4(f) personnel will 
receive FFD training on the 
policy, sanctions and FFD 
program expectations as 
specified in section 9.1. 
paragraph 2 #4. 

6.10.3  

Forty (40) 
Years or Until 

the NRC 
Determines 

Records are no 
longer needed 

70 Administrative.  Change (4) to 
(40) per section title.  Is this 
NEI’s intent? 

This section was deleted from 
the text. 

6.10.3  

Forty (40) 
Years or Until 

the NRC 
Determines 

Records are no 
longer needed 

71 Please note, this terminology is 
used in 10 CFR 26.713(c).  
Different terminology is used 
on:  paragraph 5.4, “termination 
of access;” paragraph 5.5, 
“denial or unfavorable 
termination of access,” and 
paragraph 6.7, “denied access.”  
Please consider consistency. 

This section was deleted from 
the text. 

11.3 

Life of 
Agreement 

Renumbered 
6.10.3 

72 Note, does NRI intend that 
“negative” test records be 
stored? 

The negative test records are 
now covered under Section 11.1 
which requires a 5-year 
retention period for: 

“Information used to make pre-
assignment (i.e., FFDA, 
consent, and termination, FFD 
testing results) decisions;” 

11.5 

For the time 
the FFD 
Program 

follows test for 
drugs in 

addition to 
those specified 
in 10 CFR Part 

26 

Formerly 
6.10.5 

73 Note, does NRI intend that 
“negative” test records be 
stored? 

The negative test records are 
now covered under Section 11.1 
which requires a 5-year 
retention period for: 

“Information used to make pre-
assignment (i.e., FFDA, 
consent, and termination, FFD 
testing results) decisions;” 

11.7 74 Please consider adding clarity The paragraph has been 
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Hardcopy 
Records 

Formerly  
6.10.7 

after this word, “of FFD 
personal information.” 

changed to read as follows: 

“Hard copy FFD records 
containing personal information 
shall be maintained in secured 
storage or lockable file cabinets 
when not in review.  Access to 
the FFD area where FFD files 
and FFD file cabinets containing 
personal information are 
maintained is limited to those 
individuals authorized by the 
construction site entity.” 

11.7 

Hardcopy 
Records 

Renumbered 
6.10.7 

75 Please clarify to whom you are 
referring. 

The paragraph has been 
changed to read as follows: 

“Hard copy FFD records 
containing personal information 
shall be maintained in secured 
storage or lockable file cabinets 
when not in review.  Access to 
the FFD area where FFD files 
and FFD file cabinets containing 
personal information are 
maintained is limited to those 
individuals authorized by the 
construction site entity.” 

12 

Reporting 
Responsibilities 

1st paragraph 

Formerly 6.11 

76 Editorial The NRC-suggested comment 
was added to the text. 

12 

Reporting 
Responsibilities 

3rd Paragraph 
#1c 

Formerly 6.11 

77 Editorial clarification. The NRC-suggested comment 
was added to the text. 

12 

Reporting 

3rd Paragraph 
#2 

Formerly 6.11 

78 This accounts for lessons 
learned in the industry. 

The NRC-suggested comment 
was added to the text. 

12 

Reporting 

3rd Paragraph 
#2 

Formerly 6.11 

79 Administrative.  Please delete. The NRC-suggested paragraph 
numbering deletion was 
included within the text. 
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12 

Reporting 

3rd Paragraph 
#2 

Formerly 6.11 

80 Administrative.  Please delete. The NRC-suggested paragraph 
numbering deletion was 
included within the text. 

12.3.d 

Reporting 

3rd Paragraph 
#3d 

Formerly 6.11 

81 Please spell out this acronym The acronym ITAAC is 
Inspection, Tests, and Analysis 
and Acceptance Criteria. The 
term has been included within 
the text. 

12 

Reporting 

3rd Paragraph 
#4 

Formerly 6.11 

82 Editorial clarification The NRC-suggested text has 
been added to this section. 

12 

Reporting 

3rd Paragraph 
#5 

Formerly 6.11 

83 Editorial clarification The NRC-suggested text has 
been added to this section. 

12.1 

Annual 
Program 

Performance 
Reports for the 
FFD Program 

1st Paragraph 
Note 

Formerly 6.12 

84 Editorial  The NRC-suggested text has 
been added to this section. 

 

12.1 

Annual 
Program 

Performance 
Reports for the 
FFD Program 

Formerly 6.12 

  Section 12.1.2 has been added 
to ensure that the construction 
site entity does not double count 
personnel when reporting to the 
NRC. 

12.1 

Annual 
Program 

Performance 
Reports for the 
FFD Program 

85 Conforming clarification. The NRC-suggested text has 
been added to this section. 
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Formerly 6.12 

13 

Audits 

Formerly 6.13 

86 Note that the NRC will schedule 
its FFD inspection early during 
site construction.  Although this 
inspection will be announced, 
the actual dates will be 
dependent on a number of 
factors, one of which is to verify 
construction site FFD program 
effectiveness to identify 
problems early to prevent future 
problems. 

Comment noted. 

13 

Audits 

Formerly 6.13 

  The audit schedule has been 
adjusted as follows: 

1. An audit evaluating a 
majority of the 10 CFR Part 
26, Subpart B, program 
elements: 
a. Within 12 months of 

the start of safety- or 
security-related 
construction; 

b. Prior to the earlier of 
when the Commission 
makes its 10 CFR 
52.103(g) finding, the 
licensee’s receipt of 
fuel assemblies on 
site, or when the 
protected area is 
established; and 

c. If performance data 
indicates an adverse 
trend that challenges a 
performance objective 
listed in 10 CFR 26.23, 
for the elements of 
concern. 

2. .An audit of construction 
site entity program 
elements on a periodic 
schedule, not to exceed a 
nominal 24 months period, 
as determined by the 
construction site entity. 

3. An audit of approved-C/V 
programs on a nominal 12 
month period. 

13 

Audits 

Formerly 6.13 

87 Please consider changing to 
“approved” to conform to other 
uses of licensee-approved FFD 
programs used in this guidance. 

The NRC-suggested text has 
been added to this section. 

13 

Audits 

Formerly 6.13 

88 The staff is unclear as to how 
this will be implemented. 

The NRC suggested deleting 
the 3rd bullet under 13.1.c. The 
intent was to invoke and audit 
whenever the licensee 
performance data indicated and 
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adverse trend. While broad the 
general interpretation is when a 
program failure occurs or a 
significant problem is detected 
during normal operations. The 
bullet was added to the text see 
comment 86 above. 

 
 


