AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

§25.39

§25.39 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 con-
spiracy to violate, any regulation
issued under sections 161b, 161i, or 1610
of the Act. For purposes of section 223,
all the regulations in part 25 are issued
under one or more of sections 161b, 161i,
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or 1610, except for the sections listed in
paragraph (b) of this section.

(b) The regulations in part 25 that
are not issued under sections 161b, 161i,
or 161o for the purposes of section 223
are as follows: §§25.1, 25.3, 25.5, 25.7,
25.8, 25.9, 25.11, 25.19, 25.25, 25.27, 25.29,
25.31, 25.37, and 25.39.

[67 FR 55072, Nov. 24, 1992]

APPENDIX A TO PART 25—FEES FOR NRC ACCESS AUTHORIZATION

The NRC application fee for an access au-
thorization of type . . .

Is the sum of the current DCSA investigation
billing rate charged for an investigation of

Plus the NRC'’s processing
fee (rounded to the nearest
dollar), which is equal to
the investigation billing

rate for the type of

type . .. investigation referenced
multiplied by . . .
(%)
Initial “L” access authorization™ ..................... Tier 3 (T3) (Standard Service) ..........cccccueueeee 90.2
Reinstatement of “L” access authorization? .. | No fee assessed for most applications.
Renewal of “L” access authorization® ........... Tier 3 Reinvestigation (T3R) (Standard Serv- 90.2
ice).
Initial “Q” access authorization .. Tier 5 (T5) (Standard Service) .. 90.2
Initial “Q” access authorization .. .. | T5 (Priority Handling) 90.2
Reinstatement of “Q” access authorization? | No fee assessed for most applications.
Renewal of “Q” access authorization .......... Tier 5 Reinvestigation (T5R) (Standard Serv- 90.2
ice).
Renewal of “Q” access authorization ... Tier 5 Reinvestigation (T5R) (Priority Han- 90.2

dling).

11f the NRC determines, based on its review of available data, that a Tier 5 investigation is necessary, the appropriate fee for
an Initial “Q” access authorization will be assessed before the conduct of investigation.

2Full fee will only be charged if an investigation is required.

[87 FR 45242, July 28, 2022]
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PROGRAMS
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26.83 Specimens to be collected.
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cohol and drug testing.
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26.105 Preparing for the collection of a spec-
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Subpart F—Licensee Testing Facilities

26.121
26.123
26.125
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Testing facility capabilities.

Licensee testing facility personnel.

26.127 Procedures.

26.129 Assuring specimen security, chain of
custody, and preservation.

26.131 Cutoff levels for validity screening
and initial validity tests.

26.133 Cutoff levels for drugs and drug me-
tabolites.

26.135 Split specimens.

26.137 Quality assurance and quality con-
trol.

26.139 Reporting initial validity and drug
test results.
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26.151 Purpose.
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26.153 Using certified laboratories for test-
ing specimens.

26.155 [Reserved]

26.157 Procedures.

26.159 Assuring specimen security, chain of
custody, and preservation.

26.161 Cutoff levels for validity testing.

26.163 Cutoff levels for drugs and drug me-
tabolites.

26.165 Testing split specimens and retesting
single specimens.

26.167 Quality assurance and quality con-
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ance data.
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Subpart O—Inspections, Violations, and
Penalties

26.821 Inspections.
26.823 Violations.
26.825 Criminal penalties.

AUTHORITY: Atomic Energy Act of 1954,
secs. 53, 103, 104, 107, 161, 223, 234, 1701 (42
U.S.C. 2073, 2133, 2134, 2137, 2201, 2273, 2282,
2297f); Energy Reorganization Act of 1974,
secs. 201, 202 (42 U.S.C. 5841, 5842); 44 U.S.C.
3504 note.

SOURCE: 73 FR 17176, Mar. 31, 2008, unless
otherwise noted.

EDITORIAL NOTE: Nomenclature changes to
part 26 appear at 87 FR 71455, Nov. 22, 2022.

Subpart A—Administrative
Provisions

§26.1 Purpose.

This part prescribes requirements
and standards for the establishment,
implementation, and maintenance of
fitness-for-duty (FFD) programs.

§26.3 Scope.

(a) Licensees who are authorized to
operate a nuclear power reactor under
10 CFR 50.57, and holders of a combined
license under 10 CFR Part 52 after the
Commission has made the finding
under 10 CFR 52.103(g) shall comply
with the requirements of this part, ex-
cept for subpart K of this part. Licens-
ees who receive their authorization to
operate a nuclear power reactor under
10 CFR 50.57 after the date of publica-
tion of this final rule in the FEDERAL
REGISTER and holders of a combined 1i-
cense under 10 CFR Part 52 after the
Commission has made the finding
under 10 CFR 52.103(g) shall implement
the FFD program before the receipt of
special nuclear material in the form of
fuel assemblies.

(b) Licensees who are authorized to
possess, use, or transport formula
quantities of strategic special nuclear
material (SSNM) under Part 70 of this
chapter, and any corporation, firm,
partnership, limited liability company,
association, or other organization who
obtains a certificate of compliance or
an approved compliance plan under
Part 76 of this chapter, only if the enti-
ty elects to engage in activities involv-
ing formula quantities of SSNM shall
comply with the requirements of this
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part, except for subparts I and K of this
part.

(c) Before the receipt of special nu-
clear material in the form of fuel as-
semblies, the following licensees and
other entities shall comply with the re-
quirements of this part, except for sub-
part I of this part; and, no later than
the receipt of special nuclear material
in the form of fuel assemblies, the fol-
lowing licensees and other entities
shall comply with the requirements of
this part:

(1) Combined license applicants
(under Part 52 of this chapter) who
have been issued a limited work au-
thorization under §50.10(e), if the lim-
ited work authorization authorizes the
applicant to install the foundations, in-
cluding the placement of concrete, for
safety- and security-related structures,
systems, and components (SSCs) under
the limited work authorization;

(2) Combined license holders (under
Part 52 of this chapter) before the Com-
mission has made the finding under
§52.103(2);

(3) Construction permit applicants
(under Part 50 of this chapter) who
have been issued a limited work au-
thorization under §50.10(e), if the lim-
ited work authorization authorizes the
applicant to install the foundations, in-
cluding the placement of concrete, for
safety- and security-related SSCs
under the limited work authorization;

(4) Construction permit holders
(under Part 50 of this chapter); and

(5) Early site permit holders who
have been issued a limited work au-
thorization under §50.10(e), if the lim-
ited work authorization authorizes the
early site permit holder to install the
foundations, including the placement
of concrete, for safety- and security-re-
lated SSCs under the limited work au-
thorization.

(d) Contractor/vendors (C/Vs) who im-
plement FFD programs or program ele-
ments, to the extent that the licensees
and other entities specified in para-
graphs (a) through (c) of this section
rely on those C/V FFD programs or
program elements to meet the require-
ments of this part, shall comply with
the requirements of this part.

(e) This part does not apply to either
spent fuel storage facility licensees or
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non-power reactor licensees who pos-
sess, use, or transport formula quan-
tities of irradiated SSNM.

EFFECTIVE DATE NOTE: At 89 FR 106250,
Dec. 30, 2024, §26.3 was amended in paragraph
(e) by removing the word ‘‘reactor” and add-
ing in its place the phrase ‘‘production or
utilization facility”’, effective Jan. 29, 2025.

§26.4 FFD program applicability to
categories of individuals.

(a) All persons who are granted
unescorted access to nuclear power re-
actor protected areas by the licensees
in §26.3(a) and, as applicable, (¢) and
perform the following duties shall be
subject to an FFD program that meets
all of the requirements of this part, ex-
cept subpart K of this part:

(1) Operating or onsite directing of
the operation of systems and compo-
nents that a risk-informed evaluation
process has shown to be significant to
public health and safety;

(2) Performing health physics or
chemistry duties required as a member
of the onsite emergency response orga-
nization minimum shift complement;

(3) Performing the duties of a fire bri-
gade member who is responsible for un-
derstanding the effects of fire and fire
suppressants on safe shutdown capa-
bility;

(4) Performing maintenance or onsite
directing of the maintenance of SSCs
that a risk-informed evaluation process
has shown to be significant to public
health and safety; and

(5) Performing security duties as an
armed security force officer, alarm sta-
tion operator, response team leader, or
watchman, hereinafter referred to as
security personnel.

(b) All persons who are granted
unescorted access to nuclear power re-
actor protected areas by the licensees
in §26.3(a) and, as applicable, (¢) and
who do not perform the duties de-
scribed in paragraph (a) of this section
shall be subject to an FFD program
that meets all of the requirements of
this part, except §§26.205 through 26.209
and subpart K of this part.

(c) All persons who are required by a
licensee in §26.3(a) and, as applicable,
(c) to physically report to the licens-
ee’s Technical Support Center or Emer-
gency Operations Facility by licensee
emergency plans and procedures shall

§26.4

be subject to an FFD program that
meets all of the requirement of this
part, except §§26.205 through 26.209 and
subpart K of this part.

(d) Any individual whose duties for
the licensees and other entities in
§26.3(b) require him or her to have the
following types of access or perform
the following activities shall be subject
to an FFD program that meets all of
the requirements of this part, except
subparts I and K of this part:

(1) All persons who are granted
unescorted access to Category IA mate-
rial;

(2) All persons who create or have ac-
cess to procedures or records for safe-
guarding SSNM;

(3) All persons who measure Category
IA material;

(4) All persons who transport or es-
cort Category IA material; and

(5) All persons who guard Category
IA material.

(e) When construction activities
begin, any individual whose duties for
the licensees and other entities in
§26.3(c) require him or her to have the
following types of access or perform
the following activities at the location
where the nuclear power plant will be
constructed and operated shall be sub-
ject to an FFD program that meets all
of the requirements of this part, except
subparts I and K of this part:

(1) Serves as security personnel re-
quired by the NRC, until the licensees
or other entities receive special nu-
clear material in the form of fuel as-
semblies, at which time individuals
who serve as security personnel re-
quired by the NRC must meet the re-
quirements applicable to security per-
sonnel in paragraph (a)(5) of this sec-
tion;

(2) Performs quality assurance, qual-
ity control, or quality verification ac-
tivities related to safety- or security-
related construction activities;

(3) Based on a designation under
§26.406 by a licensee or other entity,
monitors the fitness of the individuals
specified in paragraph (f) of this sec-
tion;

(4) Witnesses or determines inspec-
tions, tests, and analyses certification
required under Part 52 of this chapter;
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(5) Supervises or manages the con-
struction of safety- or security-related
SSCs; or

(6) Directs, as defined in §26.5, or im-
plements the access authorization pro-
gram, including—

(i) Having access to the information
used by the licensee or other entity to
make access authorization determina-
tions, including information stored in
electronic format;

(ii) Making access authorization de-
terminations;

(iii) Issuing entry-control picture
badges in accordance with access au-
thorization determinations;

(iv) Conducting background inves-
tigations or psychological assessments
used by the licensee or other entity to
make access authorization determina-
tions, except that he or she shall be
subject to behavioral observation only
when he or she is present at the loca-
tion where the nuclear power plant will
be constructed and operated, and li-
censees and other entities may rely on
a local hospital or other organization
that meets the requirements of 49 CFR
Part 40, ‘““Procedures for Department of
Transportation Workplace Drug and
Alcohol Testing Programs’ to collect
his or her specimens for drug and alco-
hol testing;

(v) Adjudicating reviews or appeals of
access authorization determinations;

(vi) Auditing the access authoriza-
tion program; or

(vii) Performing any of the activities
or having any of the duties listed in
paragraph (e)(6) of this section for any
C/V upon whom the licensee’s or other
entity’s access authorization program
will rely.

(f) Any individual who is con-
structing or directing the construction
of safety- or security-related SSCs
shall be subject to an FFD program
that meets the requirements of subpart
K of this part, unless the licensee or
other entity subjects these individuals
to an FFD program that meets all of
the requirements of this part, except
for subparts I and K of this part.

(g) All FFD program personnel who
are involved in the day-to-day oper-
ations of the program, as defined by
the procedures of the licensees and
other entities in §26.3(a) through (c),
and, as applicable, (d), and whose du-
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ties require them to have the following
types of access or perform the fol-
lowing activities shall be subject to an
FFD program that meets all of the re-
quirements of this part, except sub-
parts I and K of this part, and, at the
licensee’s or other entity’s discretion,
subpart C of this part:

(1) All persons who can link test re-
sults with the individual who was test-
ed before an FFD policy violation de-
termination is made, including, but not
limited to the MRO;

(2) All persons who make determina-
tions of fitness;

(3) All persons who make authoriza-
tion decisions;

(4) All persons involved in selecting
or notifying individuals for testing;
and

(5) All persons involved in the collec-
tion or onsite testing of specimens.

(h) Individuals who have applied for
authorization to have the types of ac-
cess or perform the activities described
in paragraphs (a) through (d) of this
section shall be subject to §§26.31(c)(1),
26.35(b), 26.37, 26.39, and the applicable
requirements of subparts C, and E
through H of this part.

(i) The following individuals are not
subject to an FFD program under this
part:

(1) Individuals who are not employed
by a licensee or other entity in this
part, who do not routinely provide FFD
program services to a licensee or other
entity in this part, and whose normal
workplace is not at the licensee’s or
other entity’s facility, but who may be
called on to provide an FFD program
service, including, but not limited to,
collecting specimens for drug and alco-
hol testing, performing behavioral ob-
servation, or providing input to a de-
termination of fitness. Such individ-
uals may include, but are not limited
to, hospital, employee assistance pro-
gram (EAP) or substance abuse treat-
ment facility personnel, or other med-
ical professionals;

(2) NRC employees, law enforcement
personnel, or offsite emergency fire
and medical response personnel while
responding on site;

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

(4) The FFD program personnel of a
program that is regulated by another
Federal agency or State on which a li-
censee or other entity relies to meet
the requirements of this part, as per-
mitted under §§26.4(j), 26.31(b)(2), and
26.405(e), if the FFD program personnel
are not employed by the licensee or
other entity and their normal work-
place is not at the licensee’s or other
entity’s facility.

(j) Individuals who are subject to this
part and who are also subject to a pro-
gram regulated by another Federal
agency or State need be covered by
only those elements of an FFD pro-
gram that are not included in the Fed-
eral agency or State program, as long
as all of the following conditions are
met:

(1) The individuals are subject to pre-
access (or pre-employment), random,
for-cause, and post-event testing for
the drugs and drug metabolites speci-
fied in §26.31(d)(1) at or below the cut-
off levels specified in §26.163(a)(1) for
initial drug testing and in §26.163(b)(1)
for confirmatory drug testing;

(2) The individuals are subject to pre-
access (or pre-employment), random,
for-cause, and post-event testing for al-
cohol at or below the cutoff levels spec-
ified in §26.103(a) and breath specimens
are subject to confirmatory testing, if
required, with an EBT that meets the
requirements specified in §26.91;

(3) Urine specimens are tested for va-
lidity and the presence of drugs and
drug metabolites at a Department of
Health and Human Services (HHS)-cer-
tified laboratory, as defined in §26.5;

(4) Training is provided to address
the knowledge and abilities (KAs) list-
ed in §26.29(a)(1) through (a)(10); and

(6) Provisions are made to ensure
that the testing agency or organization
notifies the licensee or other entity
granting authorization of any FFD pol-
icy violation.

[78 FR 17176, Mar. 31, 2008, as amended at 75
FR 73941, Nov. 30, 2010; 87 FR 71455, Nov. 22,
2022]

§26.5 Definitions.

Acute fatigue means fatigue from
causes (e.g., restricted sleep, sustained

§26.5

wakefulness, task demands) occurring
within the past 24 hours.

Adulterated specimen means a urine
specimen that has been altered, as evi-
denced by test results showing either a
substance that is not a normal con-
stituent of urine or showing an abnor-
mal concentration of an endogenous
substance.

Alertness means the ability to remain
awake and sustain attention.

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

Analytical run means the process of
testing a group of urine specimens for
validity or for the presence of drugs
and/or drug metabolites. For the pur-
poses of defining the periods within
which performance testing must be
conducted by any licensee testing facil-
ity or HHS-certified laboratory that
continuously processes specimens, an
analytical run is defined as no more
than an 8-hour period. For a facility
that analyzes specimens in batches, an
analytical run is defined as a group of
specimens that are handled and tested
together.

Authorization means that a licensee
or other entity in §26.3 has determined
that an individual has met the require-
ments of this part to be granted or
maintain the types of access or per-
form the duties specified in §26.4(a)
through (e), and, at the licensee’s or
other entity’s discretion, §26.4(f) or (g).

Best effort means documented actions
that a licensee or other entity who is
subject to subpart C of this part takes
to obtain suitable inquiry and employ-
ment information in order to deter-
mine whether an individual may be
granted authorization, when the pri-
mary source of information refuses or
indicates an inability or unwillingness
to provide the information within 3
business days of the request and the li-
censee or other entity relies on a sec-
ondary source to meet the require-
ment.

Blood alcohol concentration (BAC)
means the mass of alcohol in a volume
of blood.

Calibrator means a solution of known
concentration in the appropriate ma-
trix that is used to define expected out-
comes of a measurement procedure or
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to compare the response obtained with
the response of a donor specimen or
quality control sample. The concentra-
tion of the analyte of interest in the
calibrator is known within limits
ascertained during its preparation.

Cancelled test means the test result
reported by the MRO to the licensee or
other entity when a specimen has been
reported to the MRO by the HHS-cer-
tified laboratory as an invalid result
(for which the donor has no legitimate
explanation), a specimen has been re-
jected for testing by the licensee test-
ing facility or HHS-certified labora-
tory, or the retesting of a single speci-
men or the testing of Bottle B of a split
specimen fails to reconfirm the origi-
nal test result. For alcohol testing
only, cancelled test means a test result
that was not acceptable because test-
ing did not meet the quality assurance
and quality control requirements in
§26.91.

Carryover means the effect that oc-
curs when a test result has been af-
fected by a preceding sample or speci-
men during analysis.

Category IA material means SSNM
that is directly usable in the manufac-
ture of a nuclear explosive device, ex-
cept if the material meets any of the
following criteria:

(1) The dimensions are large enough
(at least 2 meters in one dimension,
greater than 1 meter in each of two di-
mensions, or greater than 25 centi-
meters in each of three dimensions) to
preclude hiding the item on an indi-
vidual;

(2) The total weight of an encap-
sulated item of SSNM is such that it
cannot be carried inconspicuously by
one person (i.e., at least 50 kilograms
gross weight); or

(3) The quantity of SSNM (less than
0.06 formula kilograms) in each con-
tainer requires protracted diversions to
accumulate 5 formula kilograms.

Certifying Scientist means the indi-
vidual at an HHS-certified laboratory
responsible for verifying the chain of
custody and scientific reliability of
any test result reported by an HHS-cer-
tified laboratory.

Chain of custody means procedures to
account for the integrity of each speci-
men or aliquot by tracking its han-
dling and storage from the point of
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specimen collection to final disposition
of the specimen and its aliquots.
““Chain of custody’ and ‘‘custody and
control” are synonymous and may be
used interchangeably.

Circadian variation in alertness and
performance means the increases and
decreases in alertness and cognitive/
motor functioning caused by human
physiological processes (e.g., body tem-
perature, release of hormones) that
vary on an approximately 24-hour
cycle.

Collection site means a designated
place where individuals present them-
selves for the purpose of providing a
specimen of their urine, oral fluids,
and/or breath to be analyzed for the
presence of drugs or alcohol.

Collector means a person who is
trained in the collection procedures of
subpart E, instructs and assists a speci-
men donor at a collection site, and re-
ceives and makes an initial examina-
tion of the specimen(s) provided by the
donor.

Commission means the U.S. Nuclear
Regulatory Commission (NRC) or its
duly authorized representatives.

Confirmatory drug or alcohol test
means a second analytical procedure to
identify the presence of alcohol or a
specific drug or drug metabolite in a
specimen. The purpose of a confirm-
atory test is to ensure the reliability
and accuracy of an initial test result.

Confirmatory validity test means a sec-
ond test performed on a different ali-
quot of the original urine specimen to
further support a validity test result.

Confirmed test result means a test re-
sult that demonstrates that an indi-
vidual has used drugs and/or alcohol in
violation of the requirements of this
part or has attempted to subvert the
testing process by submitting an adul-
terated or substituted urine specimen.
For drugs, adulterants, and substituted
specimens, a confirmed test result is
determined by the Medical Review Offi-
cer (MRO), after discussion with the
donor subsequent to the MRO’s receipt
of a positive confirmatory drug test re-
sult from the HHS-certified laboratory
and/or a confirmatory substituted or
adulterated validity test result from
the HHS-certified laboratory for that
donor. For alcohol, a confirmed test re-
sult is based on a positive confirmatory
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alcohol test result from an evidential
breath testing device (EBT) without
MRO review of the test result.

Constructing or construction activities
mean, for the purposes of this part, the
tasks involved in building a nuclear
power plant that are performed at the
location where the nuclear power plant
will be constructed and operated. These
tasks include fabricating, erecting, in-
tegrating, and testing safety- and secu-
rity-related SSCs, and the installation
of their foundations, including the
placement of concrete.

Contractor/vendor (C/V) means any
company, or any individual not em-
ployed by a licensee or other entity
specified in §26.3(a) through (c), who is
providing work or services to a licensee
or other entity covered in §26.3(a)
through (c), either by contract, pur-
chase order, oral agreement, or other
arrangement.

Control means a sample used to
evaluate whether an analytical proce-
dure or test 1is operating within
predefined tolerance limits.

Cumulative fatigue means the increase
in fatigue over consecutive sleep-wake
periods resulting from inadequate rest.

Cutoff level means the concentration
or decision criteria established for des-
ignating and reporting a test result as
positive, of questionable validity (re-
ferring to validity screening or initial
validity test results from a licensee
testing facility), or adulterated, sub-
stituted, dilute, or invalid (referring to
initial or confirmatory test results
from an HHS-certified laboratory).

Dilute specimen means a urine speci-
men with creatinine and specific grav-
ity values that are lower than expected
but are still within the physiologically
producible ranges of human urine.

Directing means the exercise of con-
trol over a work activity by an indi-
vidual who is directly involved in the
execution of the work activity, and ei-
ther makes technical decisions for that
activity without subsequent technical
review, or is ultimately responsible for
the correct performance of that work
activity.

Donor means the individual from
whom a specimen is collected.

Eight (8)-hour shift schedule means a
schedule that averages not more than 9
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hours per workday over the entire shift
cycle.

Employment action means a change in
job responsibilities or removal from a
job, or the employer-mandated imple-
mentation of a plan for substance
abuse treatment in order to avoid a
change in or removal from a job, be-
cause of the individual’s use of drugs or
alcohol.

Fatigue means the degradation in an
individual’s cognitive and motor func-
tioning resulting from inadequate rest.

Federal custody and control form (Fed-
eral CCF) means any HHS-approved
form, which has not expired, that is
published in the FEDERAL REGISTER
and is used to document the collection,
custody, transport, and testing of a
specimen.

Formula quantity means SSNM in any
combination in a quantity of 5000
grams or more computed by the for-
mula, grams = (grams contained U-235)
+ 2.5 (grams U-233 + grams plutonium).
This class of material is sometimes re-
ferred to as a Category I quantity of
material.

HHS-certified laboratory means a lab-
oratory that is certified to meet the
standards of the Mandatory Guidelines
for Federal Workplace Drug Testing Pro-
grams (the HHS Guidelines) at the time
that testing of a specimen is performed
for a licensee or other entity and per-
forms that testing for a licensee or
other entity in accordance with the
HHS Guidelines, unless otherwise spec-
ified in this part.

Illegal drug means, for the purposes of
this regulation, any drug that is in-
cluded in Schedules I to V of section
202 of the Controlled Substances Act
[21 U.S.C. 812], but not when used pur-
suant to a valid prescription or when
used as otherwise authorized by law.

Increased threat condition means an
increase in the protective measure
level, relative to the lowest protective
measure level applicable to the site
during the previous 60 days, as promul-
gated by an NRC Advisory.

Initial drug test means a test to dif-
ferentiate ‘‘negative’ specimens from
those that require confirmatory drug
testing.

Initial validity test means a first test
used to determine whether a specimen
is adulterated, dilute, substituted, or
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invalid, and may require confirmatory
validity testing.

Invalid result means the result re-
ported by an HHS-certified laboratory
in accordance with the criteria estab-
lished in §26.161(f) when a positive, neg-
ative, adulterated, or substituted re-
sult cannot be established for a specific
drug or specimen validity test.

Legal action means a formal action
taken by a law enforcement authority
or court of law, including an arrest, an
indictment, the filing of charges, a
conviction, or the mandated implemen-
tation of a plan for substance abuse
treatment in order to avoid a perma-
nent record of an arrest or conviction,
in response to any of the following ac-
tivities:

(1) The use, sale, or possession of ille-
gal drugs;

(2) The abuse of legal drugs or alco-
hol; or

(3) The refusal to take a drug or alco-
hol test.

Licensee testing facility means a drug
and specimen validity testing facility
that is operated by a licensee or other
entity who is subject to this part to
perform tests of urine specimens.

Limit of detection (LOD) means the
lowest concentration of an analyte
that an analytical procedure can reli-
ably detect, which could be signifi-
cantly lower than the established cut-
off levels.

Limit of quantitation (LO®) means for
quantitation assays, the lowest con-
centration at which the identity and
concentration of the analyte can be ac-
curately established.

Lot means a number of units of an
item (e.g., drug test Kkits, reagents,
quality control samples) manufactured
from the same starting materials with-
in a specified period of time for which
the manufacturer states that the items
have essentially the same performance
characteristics and the same expira-
tion date.

Maintenance means, for the purposes
of §26.4(a)(4), the following onsite
maintenance activities: Modification,
surveillance, post-maintenance testing,
and corrective and preventive mainte-
nance.

Medical Review Officer (MRO) means a
licensed physician who is responsible
for receiving laboratory results gen-
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erated by a Part 26 drug testing pro-
gram and who has the appropriate med-
ical training to properly interpret and
evaluate an individual’s drug and valid-
ity test results together with his or her
medical history and any other relevant
biomedical information.

Nominal means the limited flexibility
that is permitted in meeting a sched-
uled due date for completing a recur-
rent activity that is required under
this part, such as the nominal 12-
month frequency required for FFD re-
fresher training in §26.29(c)(2) and the
nominal 12-month frequency required
for certain audits in §26.41(c)(1). Com-
pleting a recurrent activity at a nomi-
nal frequency means that the activity
may be completed within a period that
is 25 percent longer or shorter than the
period required in this part. The next
scheduled due date would be no later
than the current scheduled due date
plus the required frequency for com-
pleting the activity.

Other entity means any corporation,
firm, partnership, limited liability
company, association, C/V, or other or-
ganization who is subject to this part
under §26.3(a) through (c), but is not 1i-
censed by the NRC.

Oczidizing adulterant means a sub-
stance that acts alone or in combina-
tion with other substances to oxidize
drugs or drug metabolites to prevent
the detection of the drugs or drug me-
tabolites, or a substance that affects
the reagents in either the initial or
confirmatory drug test. Examples of
these agents include, but are not lim-
ited to, nitrites, pyridinium
chlorochromate, chromium (VD),
bleach, iodine/iodide, halogens, peroxi-
dase, and peroxide.

Positive result means, for drug testing,
the result reported by a licensee test-
ing facility or HHS-certified laboratory
when a specimen contains a drug or
drug metabolite equal to or greater
than the cutoff concentration. A result
reported by an HHS-certified labora-
tory that a specimen contains a drug
or drug metabolite below the cutoff
concentration is also a positive result
when the laboratory has conducted the
special analysis permitted in
§26.163(a)(2). For alcohol testing, a
positive result means the result re-
ported by a collection site when the

476



Nuclear Regulatory Commission

BAC indicated by testing a specimen is
equal to or greater than the cutoff con-
centrations established in this part.

Potentially disqualifying FFD informa-
tion means information demonstrating
that an individual has—

(1) Violated a licensee’s or other enti-
ty’s FFD policy;

(2) Had authorization denied or ter-
minated unfavorably under
§§26.35(c)(2), 26.53(1), 26.63(d), 26.65(g),
26.67(c), 26.69(f), or 26.75(b) through (e);

(3) Used, sold, or possessed illegal
drugs;

(4) Abused legal drugs or alcohol;

(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 sub-
stance abuse treatment (except for
self-referral); or

(8) Had legal action or employment
action, as defined in this section, taken
for alcohol or drug use.

Protected area has the same meaning
as in §73.2(g) of this chapter: An area
encompassed by physical barriers and
to which access is controlled.

Quality control sample means a sample
used to evaluate whether an analytical

procedure is operating within
predefined tolerance limits. Cali-
brators, controls, negative samples,

and blind performance test samples are
collectively referred to as ‘‘quality
control samples’” and each is individ-
ually referred to as a ‘‘sample.”

Questionable wvalidity means the re-
sults of validity screening or initial va-
lidity tests at a licensee testing facil-
ity indicating that a urine specimen
may be adulterated, substituted, di-
lute, or invalid.

Rejected for testing means the result
reported to the MRO by a licensee test-
ing facility or HHS-certified laboratory
when no tests can be performed on a
specimen.

Responsible Person means the person
at the HHS-certified laboratory who
assumes professional, organizational,
educational, and administrative re-
sponsibility for the day-to-day manage-
ment of the HHS-certified laboratory.

Reviewing official means an employee
of a licensee or other entity specified
in §26.3(a) through (c), who is des-
ignated by the licensee or other entity
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to be responsible for reviewing and
evaluating any potentially disquali-
fying FFD information about an indi-
vidual, including, but not limited to,
the results of a determination of fit-
ness, as defined in §26.189, in order to
determine whether the individual may
be granted or maintain authorization.

Safety-related structures, systems, and
components (SSCs) mean, for the pur-
poses of this part, those structures,
systems, and components that are re-
lied on to remain functional during and
following design basis events to ensure
the integrity of the reactor coolant
pressure boundary, the capability to
shut down the reactor and maintain it
in a safe shutdown condition, or the ca-
pability to prevent or mitigate the con-
sequences of accidents that could re-
sult in potential offsite exposure com-
parable to the guidelines in 10 CFR
50.34(a)(1).

Security-related SSCs mean, for the
purposes of this part, those structures,
systems, and components that the 1li-
censee will rely on to implement the li-
censee’s physical security and safe-
guards contingency plans that either
are required under Part 73 of this chap-
ter if the licensee is a construction per-
mit applicant or holder or an early site
permit  holder, as described in
§26.3(c)(3) through (c)(b), respectively,
or are included in the licensee’s appli-
cation if the licensee is a combined li-
cense applicant or holder, as described
in §26.3(c)(1) and (c)(2), respectively.

Shift cycle means a series of consecu-
tive work shifts and days off that is
planned by the licensee or other entity
to repeat regularly, thereby consti-
tuting a continuous shift schedule.

Standard means a reference material
of known purity or a solution con-

taining a reference material at a
known concentration.
Strategic  special nuclear material

(SSNM) means uranium-235 (contained
in uranium enriched to 20 percent or
more in the uranium-235 isotope), ura-
nium-233, or plutonium.

Substance abuse means the use, sale,
or possession of illegal drugs, or the
abuse of prescription and over-the-
counter drugs, or the abuse of alcohol.

Substituted specimen means a speci-
men that has been submitted in place
of the donor’s urine, as evidenced by
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creatinine and specific gravity values
that are outside the physiologically
producible ranges of human urine.

Subversion and subvert the testing proc-
ess mean a willful act 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 notifi-
cation of individuals for testing, speci-
men collection, specimen analysis, and
test result reporting), and adulter-
ating, substituting, or otherwise caus-
ing a specimen to provide an inac-
curate test result.

Supervises or manages means the exer-
cise of control over a work activity by
an individual who is not directly in-
volved in the execution of the work ac-
tivity, but who either makes technical
decisions for that activity without sub-
sequent technical review, or is ulti-
mately responsible for the correct per-
formance of that work activity.

Ten (10)-hour shift schedule means a
schedule that averages more than 9
hours, but not more than 11 hours, per
workday over the entire shift cycle.

Transporter means a general licensee,
under 10 CFR 70.20(a), who is author-
ized to possess formula quantities of
SSNM, in the regular course of car-
riage for another or storage incident
thereto, and includes the driver or op-
erator of any conveyance, and the ac-
companying guards or escorts.

Twelve (12)-hour shift schedule means
a schedule that averages more than 11
hours, but not more than 12 hours, per
workday over the entire shift cycle.

Unit outage means, for the purposes
of this part, that the reactor unit is
disconnected from the electrical grid.

Validity screening test means a test to
determine the need for initial validity
testing of a urine specimen, using a
non-instrumented test in which the
endpoint result is obtained by visual
evaluation (read by the human eye), or
a test that is instrumented to the ex-
tent that results are machine-read.

Validity screening test lot means a
group of validity screening tests that
were made from the same starting ma-
terial.

[73 FR 17176, Mar. 31, 2008, as amended at 81
FR 86909, Dec. 2, 2016; 83 FR 58464, Nov. 20,
2018; 87 FR 71455, Nov. 22, 2022]
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§26.7 Interpretations.

Except as specifically authorized by
the Commission in writing, no inter-
pretation of the meaning of the regula-
tions in this part by any officer or em-
ployee of the Commission other than a
written interpretation by the General
Counsel will be recognized to be bind-
ing on the Commission.

§26.8 Information collection require-
ments: OMB approval.

(a) The NRC has submitted the infor-
mation collection requirements con-
tained in this part for approval by the
Office of Management and Budget
(OMB), as required 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 infor-
mation collection requirements con-
tained in this part under control num-
ber 3150-0146.

(b) The approved information collec-
tion requirements contained in this
part appear in §§26.9, 26.27, 26.29, 26.31,
26.33, 26.35, 26.37, 26.39, 26.41, 26.53, 26.55,
26.57, 26.59, 26.61, 26.63, 26.65, 26.67, 26.69,
26.75, 26.77, 26.85, 26.87, 26.89, 26.91, 26.93,
26.95, 26.97, 26.99, 26.101, 26.103, 26.107,
26.109, 26.111, 26.113, 26.115, 26.117, 26.119,
26.125, 26.127, 26.129, 26.135, 26.137, 26.139,
26.153, 26.157, 26.159, 26.163, 26.165, 26.167,
26.168, 26.169, 26.183, 26.185, 26.187, 26.189,
26.203, 26.205, 26.207, 26.211, 26.401, 26.403,
26.405, 26.406, 26.407, 26.411, 26.413, 26.415,
26.417, 26.711, 26.713, 26.715, 26.717, 26.719,
and 26.821.

[73 FR 17176, Mar. 31, 2008, as amended at 87
FR 71456, Nov. 22, 2022]

§26.9 Specific exemptions.

Upon application of any interested
person or on its own initiative, the
Commission may grant such exemp-
tions from the requirements of the reg-
ulations in this part as it determines
are authorized by law and will not en-
danger life or property or the common
defense and security, and are otherwise
in the public interest.
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§26.11 Communications.

Except where otherwise specified in
this part, all communications, applica-
tions, and reports concerning the regu-
lations in this part must be sent either
by mail addressed to ATTN: NRC Docu-
ment Control Desk, U.S. Nuclear Regu-
latory Commission, Washington, DC
20555-0001; by hand delivery to the
NRC’s offices at 11555 Rockville Pike,
Rockville, Maryland 20852-2738, be-
tween the hours of 8:15 a.m. and 4 p.m.
eastern time; or, where practicable, by
electronic submission, for example, via
Electronic Information Exchange, e-
mail, or CD-ROM. Electronic submis-
sions must be made in a manner that
enables the NRC to receive, read, au-
thenticate, distribute, and archive the
submission, and process and retrieve it
a single page at a time. Detailed guid-
ance on making electronic submissions
can be obtained by visiting the NRC’s
Web site at http:/www.nrc.gov/site-help/
e-submittals.html; by e-mail to
MSHD.Resource@nrc.gov;, or by writing
the Office of the Chief Information Of-
ficer, U.S. Nuclear Regulatory Com-
mission, Washington, DC 20555-0001.
The guidance discusses, among other
topics, the formats the NRC can ac-
cept, the use of electronic signatures,
and the treatment of nonpublic infor-
mation. Copies of all communications
must be sent to the appropriate re-
gional office and resident inspector
(addresses for the NRC Regional Offices
are listed in Appendix D to Part 20 of
this chapter).

[73 FR 17176, Mar. 31, 2008, as amended at 74
FR 62681, Dec. 1, 2009; 80 FR 74979, Dec. 1,
2015; 88 FR 57878, Aug. 24, 2023]

Subpart B—Program Elements

§26.21 Fitness-for-duty program.

The licensees and other entities spec-
ified in §26.3(a) through (c) shall estab-
lish, implement, and maintain FFD
programs that, at a minimum, com-
prise the program elements contained
in this subpart. The individuals speci-
fied in §26.4(a) through (e) and (g), and,
at the licensee’s or other entity’s dis-
cretion, §26.4(f), and, if necessary,
§26.4(j) shall be subject to these FFD
programs. Licensees and other entities
may rely on the FFD program or pro-
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gram elements of a C/V, as defined in
§26.5, if the C/V’s FFD program or pro-
gram elements meet the applicable re-
quirements of this part.

§26.23 Performance objectives.

Fitness-for-duty programs must—

(a) Provide reasonable assurance that
individuals are trustworthy and reli-
able as demonstrated by the avoidance
of substance abuse;

(b) Provide reasonable assurance that
individuals are not under the influence
of any substance, legal or illegal, or
mentally or physically impaired from
any cause, which in any way adversely
affects their ability to safely and com-
petently perform their duties;

(c) Provide reasonable measures for
the early detection of individuals who
are not fit to perform the duties that
require them to be subject to the FFD
program;

(d) Provide reasonable assurance that
the workplaces subject to this part are
free from the presence and effects of il-
legal drugs and alcohol; and

(e) Provide reasonable assurance that
the effects of fatigue and degraded
alertness on individuals’ abilities to
safely and competently perform their
duties are managed commensurate
with maintaining public health and
safety.

§26.25 [Reserved]

§26.27 Written policy and procedures.

(a) General. Each licensee and other
entity shall establish, implement, and
maintain written policies and proce-
dures to meet the general performance
objectives and applicable requirements
of this part.

(b) Policy. The FFD policy statement
must be clear, concise, and readily
available, in its most current form, to
all individuals who are subject to the
policy. Methods of making the state-
ment readily available include, but are
not limited to, posting the policy in
multiple work areas, providing individ-
uals with brochures, or allowing indi-
viduals to print the policy from a com-
puter. The policy 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 a lack of
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adherence to the policy. At a min-
imum, the written policy statement
must—

(1) Describe the consequences of the
following actions:

(i) The use, sale, or possession of ille-
gal drugs on or off site;

(ii) The abuse of legal drugs and alco-
hol; and

(iii) The misuse of prescription and
over-the-counter drugs;

(2) Describe the requirement that in-
dividuals who are notified that they
have been selected for random testing
must report to the collection site with-
in the time period specified by the li-
censee or other entity;

(3) Describe the actions that con-
stitute a refusal to provide a specimen
for testing, the consequences of a re-
fusal to test, as well as the con-
sequences of subverting or attempting
to subvert the testing process;

(4) Prohibit the consumption of alco-
hol, at a minimum—

(i) Within an abstinence period of 5
hours preceding the individual’s arrival
at the licensee’s or other entity’s facil-
ity, except as permitted in §26.27(c)(3);
and

(ii) During the period of any tour of
duty;

(5) Convey that abstinence from alco-
hol for the 5 hours preceding any
scheduled tour of duty is considered to
be a minimum that is necessary, but
may not be sufficient, to ensure that
the individual is fit for duty;

(6) Address other factors that could
affect FFD, such as mental stress, fa-
tigue, or illness, and the use of pre-
scription and over-the-counter medica-
tions that could cause impairment;

(7) Provide a description of any pro-
gram that is available to individuals
who are seeking assistance in dealing
with drug, alcohol, fatigue, or other
problems that could adversely affect an
individual’s ability to safely and com-
petently perform the duties that re-
quire an individual to be subject to this
subpart;

(8) Describe the consequences of vio-
lating the policy;

(9) Describe the individual’s responsi-
bility to report legal actions, as de-
fined in §26.5;
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(10) Describe the responsibilities of
managers, supervisors, and escorts to
report FFD concerns; and

(11) Describe the individual’s respon-
sibility to report FFD concerns.

(c) Procedures. Each licensee and
other entity shall prepare, implement,
and maintain written procedures that
describe the methods to be used in im-
plementing the FFD policy and the re-
quirements of this part. The procedures
must—

(1) Describe the methods and tech-
niques to be used in testing for drugs
and alcohol, including procedures for
protecting the privacy and other rights
(including due process) of an individual
who provides a specimen, procedures
for protecting the integrity of the spec-
imen, and procedures used to ensure
that the test results are valid and at-
tributable to the correct individual;

(2) Describe immediate and followup
actions that will be taken, and the pro-
cedures to be used, in those cases in
which individuals are determined to
have—

(i) Been involved in the use, sale, or
possession of illegal drugs;

(i) Consumed alcohol to excess be-
fore the mandatory pre-work absti-
nence period, or consumed any alcohol
during the mandatory pre-work absti-
nence period or while on duty, as deter-
mined by a test that measures BAC;

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

(iv) Refused to provide a specimen for
analysis; or

(v) Had legal action taken relating to
drug or alcohol use, as defined in §26.5;

(3) Describe the process that the li-
censee or other entity will use to en-
sure that individuals who are called in
to perform an unscheduled working
tour are fit for duty. At a minimum—

(i) The procedure must require the
individual who is called in to state
whether the individual considers him-
self or herself fit for duty and whether
he or she has consumed alcohol within
the pre-duty abstinence period stated
in the policy;

(ii) If the individual has consumed al-
cohol within this period and the indi-
vidual is called in for an unscheduled
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working tour, including an unsched-
uled working tour to respond to an
emergency, the procedure must—

(A) Require a determination of fit-
ness by breath alcohol analysis or
other means;

(B) Permit the licensee or other enti-
ty to assign the individual to duties
that require him or her to be subject to
this subpart, if the results of the deter-
mination of fitness indicate that the
individual is fit to safely and com-
petently perform his or her duties;

(C) Prohibit the licensee or other en-
tity from assigning the individual to
duties that require him or her to be
subject to this subpart, if the indi-
vidual is not required to respond to an
emergency and the results of the deter-
mination of fitness indicate that the
individual may be impaired;

(D) State that consumption of alco-
hol during the 5-hour abstinence period
required in paragraph (b)(4)(i) of this
section may not by itself preclude a li-
censee or other entity from using indi-
viduals who are needed to respond to
an emergency. However, if the deter-
mination of fitness indicates that an
individual who has been called in for an
unscheduled working tour to respond
to an emergency may be impaired, the
procedure must require the establish-
ment of controls and conditions under
which the individual who has been
called in can perform work, if nec-
essary; and

(E) State that no sanctions may be
imposed on an individual who is called
in to perform any unscheduled working
tour for having consumed alcohol with-
in the pre-duty abstinence period stat-
ed in the policy.

(iii) If the individual reports that he
or she considers himself or herself to be
unfit for duty for other reasons, includ-
ing illness, fatigue, or other poten-
tially impairing conditions, and the in-
dividual is called in, the procedure
must require the establishment of con-
trols and conditions under which the
individual can perform work, if nec-
essary;

(4) Describe the process to be fol-
lowed if an individual’s behavior raises
a concern regarding the possible use,
sale, or possession of illegal drugs on or
off site; the possible possession or con-
sumption of alcohol on site; or impair-
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ment from any cause which in any way
could adversely affect the individual’s
ability to safely and competently per-
form his or her duties. The procedure
must require that individuals who have
an FFD concern about another individ-
ual’s behavior shall contact the per-
sonnel designated in the procedures to
report the concern.

(d) Review. The NRC may, at any
time, review the written policy and
procedures to assure that they meet
the performance objectives and re-
quirements of this part.

§26.29 Training.

(a) Training content. Licensees and
other entities shall ensure that the in-
dividuals who are subject to this sub-
part have the following KAs:

(1) Knowledge of the policy and pro-
cedures that apply to the individual,
the methods that will be used to imple-
ment them, and the consequences of
violating the policy and procedures;

(2) Knowledge of the individual’s role
and responsibilities under the FFD pro-
gram;

(3) Knowledge of the roles and re-
sponsibilities of others, such as the
MRO and the human resources, FFD,
and EAP staffs;

(4) Knowledge of the EAP services
available to the individual;

(56) Knowledge of the personal and
public health and safety hazards asso-
ciated with abuse of illegal and legal
drugs and alcohol;

(6) Knowledge of the potential ad-
verse effects on job performance of pre-
scription and over-the-counter drugs,
alcohol, dietary factors, illness, mental
stress, and fatigue;

(7) Knowledge of the prescription and
over-the-counter drugs and dietary fac-
tors that have the potential to affect
drug and alcohol test results;

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

(9) Ability to observe and detect per-
formance degradation, indications of
impairment, or behavioral changes;
and

(10) Knowledge of the individual’s re-
sponsibility to report an FFD concern
and the ability to initiate appropriate
actions, including referrals to the EAP
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and person(s) designated by the li-
censee or other entity to receive FFD
concerns.

(b) Comprehensive examination. Indi-
viduals who are subject to this subpart
shall demonstrate the successful com-
pletion of training by passing a com-
prehensive examination that addresses
the KAs in paragraph (a) of this sec-
tion. The examination must include a
comprehensive random sampling of all
KAs with questions that test each KA,
including at least one question for each
KA. The minimum passing score re-
quired must be 80 percent. Remedial
training and testing are required for
individuals who fail to answer cor-
rectly at least 80 percent of the test
questions. The examination may be ad-
ministered using a variety of media,
including, but not limited to, hard-
copy test booklets with separate an-
swer sheets or computer-based ques-
tions.

(c) Training administration. Licensees
and other entities shall ensure that in-
dividuals who are subject to this sub-
part are trained, as follows:

(1) Training must be completed be-
fore the licensee or other entity grants
initial authorization, as defined in
§26.55, and must be current before the
licensee or other entity grants an au-
thorization update, as defined in §26.57,
or authorization reinstatement, as de-
fined in §26.59;

(2) Individuals shall complete re-
fresher training on a nominal 12-month
frequency, or more frequently where
the need is indicated. Indications of the
need for more frequent training in-
clude, but are not limited to, an indi-
vidual’s failure to properly implement
FFD program procedures and the fre-
quency, nature, or severity of problems
discovered through audits or the ad-
ministration of the program. Individ-
uals who pass a comprehensive annual
examination that meets the require-
ments in paragraph (b) of this section
may forgo the refresher training; and

(3) Initial and refresher training may
be delivered using a variety of media
(including, but not limited to, class-
room lectures, required reading, video,
or computer-based training systems).
The licensee or other entity shall mon-
itor the completion of training and
provide a qualified instructor or des-
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ignated subject matter expert to an-
swer questions during the course of
training.

(d) Acceptance of training. Licensees
and other entities may accept training
of individuals who have been subject to
another training program that meets
the requirements of this section and
who have, within the past 12 months,
either had initial or refresher training,
or have successfully passed a com-
prehensive examination that meets the
requirements in paragraph (b) of this
section.

§26.31 Drug and alcohol testing.

(a) General. To provide a means to
deter and detect substance abuse, li-
censees and other entities who are sub-
ject to this part shall implement drug
and alcohol testing programs for indi-
viduals who are subject to this subpart.

(b) Assuring the honesty and integrity
of FFD program personnel. (1) Licensees
and other entities who are subject to
this subpart shall carefully select and
monitor FFD program personnel, as de-
fined in §26.4(g), based on the highest
standards of honesty and integrity, and
shall implement measures to ensure
that these standards are maintained.
The measures must ensure that the
honesty and integrity of these individ-
uals are not compromised and that
FFD program personnel are not subject
to influence attempts attributable to
personal relationships with any indi-
viduals who are subject to testing, an
undetected or untreated substance
abuse problem, or other factors. At a
minimum, these measures must in-
clude the following considerations:

(i) Licensees and other entities shall
complete appropriate background in-
vestigations, credit and criminal his-
tory checks, and psychological assess-
ments of FFD program personnel be-
fore assignment to tasks directly asso-
ciated with administration of the FFD
program. The background investiga-
tions, credit and criminal history
checks, and psychological assessments
that are conducted to grant unescorted
access authorization to individuals
under a nuclear power plant licensee’s
access authorization program are ac-
ceptable to meet the requirements of
this paragraph. The credit and criminal
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history checks and psychological as-
sessments must be updated nominally
every b years;

(ii) Individuals who have personal re-
lationships with a donor may not per-
form any assessment or evaluation pro-
cedures, including, but not limited to,
determinations of fitness. These per-
sonal relationships may include, but
are not limited to, supervisors, cowork-
ers within the same work group, and
relatives of the donor;

(iii) Except if a directly observed col-
lection is required, a collector who has
a personal relationship with the donor
may collect specimens from the donor
only if the integrity of specimen col-
lections in these instances is assured
through the following means:

(A) The collection must be monitored
by an individual who does not have a
personal relationship with the donor
and who is designated by the licensee
or other entity for this purpose, includ-
ing, but not limited to, security force
or quality assurance personnel; and

(B) Individuals who are designated to
monitor collections in these instances
shall be trained to monitor specimen
collections and the preparation of
specimens for transfer or shipping
under the requirements of this part;

(iv) If a specimen must be collected
under direct observation, the collector
or an individual who serves as the ob-
server, as permitted under §26.115(e),
may not have a personal relationship
with the donor; and

(v) FFD program personnel shall be
subject to a behavioral observation
program designed to assure that they
continue to meet the highest standards
of honesty and integrity. When an
MRO and MRO staff are on site at a li-
censee’s or other entity’s facility, the
MRO and MRO staff shall be subject to
behavioral observation.

(2) Licensees and other entities may
rely on a local hospital or other organi-
zation that meets the requirements of
49 CFR Part 40, ‘“‘Procedures for De-
partment of Transportation Workplace
Drug and Alcohol Testing Programs”
to collect specimens for drug and alco-
hol testing from the FFD program per-
sonnel listed in §26.4(g).

(c) Conditions for testing. Licensees
and other entities shall administer
drug and alcohol tests to the individ-
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uals who are subject to this subpart
under the following conditions:

(1) Pre-access. In order to grant ini-
tial, updated, or reinstated authoriza-
tion to an individual, as specified in
subpart C of this part;

(2) For cause. In response to an indi-
vidual’s observed behavior or physical
condition indicating possible substance
abuse or after receiving credible infor-
mation that an individual is engaging
in substance abuse, as defined in §26.5;

(3) Post-event. As soon as practical
after an event involving a human error
that was committed by an individual
who is subject to this subpart, where
the human error may have caused or
contributed to the event. The licensee
or other entity shall test the indi-
vidual(s) who committed the error(s),
and need not test individuals who were
affected by the event whose actions
likely did not cause or contribute to
the event. The individual(s) who com-
mitted the human error(s) shall be
tested if the event resulted in—

(i) A significant illness or personal
injury to the individual to be tested or
another individual, which within 4
hours after the event is recordable
under the Department of Labor stand-
ards contained in 29 CFR 1904.7, ‘“‘Gen-
eral Recording Criteria,” and subse-
quent amendments thereto, and results
in death, days away from work, re-
stricted work, transfer to another job,
medical treatment beyond first aid,
loss of consciousness, or other signifi-
cant illness or injury as diagnosed by a
physician or other licensed health care
professional, even if it does not result
in death, days away from work, re-
stricted work or job transfer, medical
treatment beyond first aid, or loss of
consciousness;

(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;

(4) Follow-up. As part of a follow-up
plan to verify an individual’s continued
abstinence from substance abuse; and

(5) Random. On a statistically random
and unannounced basis, so that all in-
dividuals in the population subject to
testing have an equal probability of
being selected and tested.
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(d) General requirements for drug and
alcohol testing—(1) Substances tested. At
a minimum, licensees and other enti-
ties shall test for marijuana metabo-
lite, cocaine metabolite, opioids (co-
deine, morphine, 6-acetylmorphine,
hydrocodone, hydromorphone,
oxycodone, and oxymorphone), amphet-
amines (amphetamine, methamphet-
amine,
methylenedioxymethamphetamine,
and methylenedioxyamphetamine),
phencyclidine, and alcohol.

(i) In addition, licensees and other
entities may consult with local law en-
forcement authorities, hospitals, and
drug counseling services to determine
whether other drugs with abuse poten-
tial are being used in the geographical
locale of the facility and by the local
workforce that may not be detected in
the panel of drugs and drug metabo-
lites specified in paragraph (d)(1) of
this section.

(A) When appropriate, the licensee or
other entity may add other drugs iden-
tified under paragraph (d)(1)(i) of this
section to the panel of substances for
testing, but only if the additional
drugs are listed in Schedules I through
V of section 202 of the Controlled Sub-
stances Act [21 U.S.C. 812].

(B) The licensee or other entity shall
establish appropriate cutoff limits for
these substances.

(C) The licensee or other entity shall
establish rigorous testing procedures
for these substances that are con-
sistent with the intent of this part, so
that the MRO can evaluate the use of
these substances.

(D) The licensee or other entity may
not conduct an analysis for any drug or
drug metabolites except those identi-
fied in paragraph (d)(1) of this section
unless the assay and cutoff levels to be
used are certified in writing as scientif-
ically sound and legally defensible by
an independent, qualified forensic toxi-
cologist who has no relationships with
manufacturers of the assays or instru-
ments to be used or the HHS-certified
laboratory that will conduct the test-
ing for the licensee or other entity,
which could be construed as a potential
conflict of interest. The forensic toxi-
cologist may not be an employee of the
licensee or entity, and shall either be a
Diplomate of the American Board of
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Forensic Toxicology or currently
holds, has held, or is eligible to hold,
the position of Responsible Person at
an HHS-certified laboratory. All new
assays and cutoff levels must be prop-
erly validated consistent with estab-
lished forensic toxicological standards
before implementation. Certification of
the assay and cutoff levels is not re-
quired if the HHS Guidelines are re-
vised to authorize use of the assay in
testing for the additional drug or drug
metabolites and the licensee or other
entity uses the cutoff levels established
in the HHS Guidelines for the drug or
drug metabolites, or if the licensee or
other entity received written approval
of the NRC to test for the additional
drug or drug metabolites before April
30, 2008.

(ii) When conducting post-event, fol-
lowup, and for-cause testing, as defined
in §26.31(c), licensees and other entities
may test for any drugs listed on Sched-
ules I through V of section 202 of the
Controlled Substances Act [21 U.S.C.
812] that an individual is suspected of
having abused, and may consider any
drugs or metabolites so detected when
determining appropriate action under
subpart D of this part. If the drug or
metabolites for which testing will be
performed under this paragraph are not
included in the FFD program’s drug
panel, the assay and cutoff levels to be
used in testing for the additional drugs
must be certified by a forensic toxi-
cologist under paragraph (d)(1)(i)(D) of
this section. Test results that fall
below the established cutoff levels may
not be considered when determining
appropriate action under subpart D of
this part, except if special analyses of
the specimen is performed under
§26.163(a)(2) by the HHS-certified lab-
oratory.

(iii) The licensee or other entity
shall document the additional drug(s)
for which testing will be performed in
written policies and procedures in
which the substances for which testing
will be performed are described.

(2) Random testing. Random testing
must—

(i) Be administered in a manner that
provides reasonable assurance that in-
dividuals are unable to predict the
time periods during which specimens
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will be collected. At a minimum, the
FFD program shall—

(A) Take reasonable steps to either
conceal from the workforce that collec-
tions will be performed during a sched-
uled collection period or create the ap-
pearance that specimens are being col-
lected during a portion of each day on
at least 4 days in each calendar week
at each site. In the latter instance, the
portions of each day and the days of
the week must vary in a manner that
cannot be predicted by donors; and

(B) Collect specimens on an unpre-
dictable schedule, including weekends,
backshifts, and holidays, and at var-
ious times during a shift;

(ii) At a minimum, be administered
by the FFD program on a nominal
weekly frequency;

(iii) Require individuals who are se-
lected for random testing to report to
the collection site as soon as reason-
ably practicable after mnotification,
within the time period specified in the
FFD program policy;

(iv) Ensure that all individuals in the
population subject to testing have an
equal probability of being selected and
tested;

(v) Require that individuals who are
off site when selected for testing, or
who are on site and are not reasonably
available for testing when selected,
shall be tested at the earliest reason-
able and practical opportunity when
both the donor and collectors are avail-
able to collect specimens for testing
and without prior notification to the
individual that he or she has been se-
lected for testing;

(vi) Provide that an individual com-
pleting a test is immediately eligible
for another unannounced test; and

(vii) Ensure that the sampling proc-
ess used to select individuals for ran-
dom testing provides that the number
of random tests performed annually is
equal to at least 50 percent of the popu-
lation that is subject to the FFD pro-
gram.

(3) Drug testing. (i) Testing of urine
specimens for drugs and validity, ex-
cept validity screening and initial drug
and validity tests performed by li-
censee testing facilities under para-
graph (d)(3)(ii) of this section, must be
performed in a laboratory that is cer-
tified by HHS for that purpose, con-
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sistent with its standards and proce-
dures for certification. Urine speci-
mens sent to HHS-certified labora-
tories must be subject to initial valid-
ity and initial drug testing by the lab-
oratory. Oral fluid specimens sent to
HHS-certified laboratories must be
subject to initial drug testing by the
laboratory. Specimens that yield posi-
tive initial drug test results or are de-
termined by initial validity testing to
be of questionable validity must be
subject to confirmatory testing by the
laboratory, except for invalid speci-
mens that cannot be tested. Licensees
and other entities shall ensure that
laboratories report results for all speci-
mens sent for testing, including blind
performance test samples.

(ii) Licensees and other entities may
conduct validity screening, initial va-
lidity, and initial drug tests of urine
aliquots to determine which specimens
are valid and negative and need no fur-
ther testing, provided that the licens-
ee’s or other entity’s staff possesses
the necessary training and skills for
the tasks assigned, the staff’s quali-
fications are documented, and ade-
quate quality controls for the testing
are implemented.

(iii) At a minimum, licensees and
other entities shall apply the cutoff
levels specified in §26.163(a)(1) for ini-
tial drug testing at either the licensee
testing facility or HHS-certified lab-
oratory, and in §26.163(b)(1) for con-
firmatory drug testing at the HHS-cer-
tified laboratory. At their discretion,
licensees and other entities may imple-
ment programs with lower cutoff levels
in testing for drugs and drug metabo-
lites.

(A) If a licensee or other entity im-
plements lower cutoff levels, and the
MRO determines that an individual has
violated the FFD policy using the li-
censee’s or other entity’s more strin-
gent cutoff levels, the individual shall
be subject to all management actions
and sanctions required by the licens-
ee’s or other entity’s FFD policy and
this part, as if the individual had a
confirmed positive drug test result
using the cutoff levels specified in this
subpart. The licensee or other entity
shall document the more stringent cut-
off levels in any written policies and
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procedures in which cutoff levels for
drug testing are described.

(B) The licensee or other entity shall
uniformly apply the cutoff levels listed
in §26.163(a)(1) for initial drug testing
and in §26.163(b)(1) for confirmatory
drug testing, or any more stringent
cutoff levels implemented by the FFD
program, to all tests performed under
this part and equally to all individuals
who are tested under this part, except
as permitted in §§26.31(d)(1)(ii),
26.163(a)(2), and 26.165(c)(2).

(C) In addition, the scientific and
technical suitability of any more strin-
gent cutoff levels must be evaluated
and certified, in writing, by a forensic
toxicologist who meets the require-
ments set forth in §26.31(d)(1)H)(D).
Certification of the more stringent cut-
off levels is not required if the HHS
Guidelines are revised to lower the cut-
off levels for the drug or drug metabo-
lites in Federal workplace drug testing
programs and the licensee or other en-
tity implements the cutoff levels pub-
lished in the HHS Guidelines, or if the
licensee or other entity received writ-
ten approval of the NRC to test for
lower cutoff levels before April 30, 2008.

(4) Alcohol testing. Initial tests for al-
cohol must be administered by breath
or oral fluids analysis using alcohol
analysis devices that meet the require-
ments of §26.91(a). If the initial test
shows a BAC of 0.02 percent or greater,
a confirmatory test for alcohol must be
performed. The confirmatory test must
be performed with an EBT that meets
the requirements of §26.91(b).

(5) Medical conditions. (i) If an indi-
vidual has a medical condition that
makes collection of breath, oral fluids,
or urine specimens difficult or haz-
ardous, the MRO may authorize an al-
ternative evaluation process, tailored
to the individual case, to meet the re-
quirements of this part for drug and al-
cohol testing. The alternative process
must include measures to prevent sub-
version and achieve results that are
comparable to those produced by uri-
nalysis for drugs and breath analysis
for alcohol.

(ii) If an individual requires medical
attention, including, but not limited
to, an injured worker in an emergency
medical facility who is required to
have a post-event test, treatment may
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not be delayed to conduct drug and al-
cohol testing.

(6) Limitations of testing. Specimens
collected under NRC regulations may
only be designated or approved for test-
ing as described in this part and may
not be used to conduct any other anal-
ysis or test without the written per-
mission of the donor. Analyses and
tests that may not be conducted in-
clude, but are not limited to, DNA test-
ing, serological typing, or any other
medical or genetic test used for diag-
nostic or specimen identification pur-
poses.

[73 FR 17176, Mar. 31, 2008, as amended at 74
FR 38327, Aug. 3, 2009; 87 FR 71456, Nov. 22,
2022]

§26.33 Behavioral observation.

Licensees and other entities shall en-
sure that the individuals who are sub-
ject to this subpart are subject to be-
havioral observation. Behavioral obser-
vation must be performed by individ-
uals who are trained under §26.29 to de-
tect behaviors that may indicate pos-
sible use, sale, or possession of illegal
drugs; use or possession of alcohol on
site or while on duty; or impairment
from fatigue or any cause that, if left
unattended, may constitute a risk to
public health and safety or the com-
mon defense and security. Individuals
who are subject to this subpart shall
report any FFD concerns about other
individuals to the personnel designated
in the FFD policy.

§26.35 Employee assistance programs.

(a) Each licensee and other entity
who is subject to this part shall main-
tain an EAP to strengthen the FFD
program by offering confidential as-
sessment, short-term counseling, refer-
ral services, and treatment monitoring
to individuals who have problems that
could adversely affect the individuals’
abilities to safely and competently per-
form their duties. Employee assistance
programs must be designed to achieve
early intervention and provide for con-
fidential assistance.

(b) Licensees and other entities need
not provide EAP services to a C/V’s em-
ployees, including those whose work lo-
cation is a licensee’s or other entity’s
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facility, or to individuals who have ap-
plied for, but have not yet been grant-
ed, authorization under subpart C of
this part.

(c) The EAP staff shall protect the
identity and privacy of any individual
(including those who have self-referred)
seeking assistance from the EAP, ex-
cept if the individual waives the right
to privacy in writing or a determina-
tion is made that the individual’s con-
dition or actions pose or have posed an
immediate hazard to himself or herself
or others.

(1) Licensees and other entities may
not require the EAP to routinely re-
port the names of individuals who self-
refer to the EAP or the nature of the
assistance the individuals sought.

(2) If EAP personnel determine that
an individual poses or has posed an im-
mediate hazard to himself or herself or
others, EAP personnel shall so inform
FFD program management, and need
not obtain a written waiver of the
right to privacy from the individual.
The individual conditions or actions
that EAP personnel shall report to
FFD program management include, but
are not limited to, substantive reasons
to believe that the individual—

(i) Is likely to commit self-harm or
harm to others;

(ii) Has been impaired from using
drugs or alcohol while in a work status
and has a continuing substance abuse
disorder that makes it likely he or she
will be impaired while in a work status
in the future; or

(iii) Has ever engaged in any acts
that would be reportable under
§26.719(b)(1) through (b)(3).

(3) If a licensee or other entity re-
ceives a report from EAP personnel
under paragraph (c)(2) of this section,
the licensee or other entity shall en-
sure that the requirements of §§26.69(d)
and 26.77(b) are implemented, as appli-
cable.

§26.37

(a) Each licensee or other entity who
is subject to this subpart who collects
personal information about an indi-
vidual for the purpose of complying
with this part, shall establish, use, and
maintain a system of files and proce-
dures that protects the individual’s pri-
vacy.

Protection of information.

§26.37

(b) Licensees and other entities shall
obtain a signed consent that authorizes
the disclosure of the personal informa-
tion collected and maintained under
this part before disclosing the personal
information, except for disclosures to
the following individuals:

(1) The subject individual or his or
her representative, when the individual
has designated the representative in
writing for specified FFD matters;

(2) Assigned MROs and MRO staff;

(3) NRC representatives;

(4) Appropriate law enforcement offi-
cials under court order;

(5) A licensee’s or other entity’s rep-
resentatives who have a need to have
access to the information to perform
their assigned duties under the FFD
program, including determinations of
fitness, FFD program audits, or some
human resources functions;

(6) The presiding officer in a judicial
or administrative proceeding that is
initiated by the subject individual;

(7) Persons deciding matters under
review in §26.39; and

(8) Other persons pursuant to court
order.

(c) Personal information that is col-
lected under this subpart must be dis-
closed to other licensees and entities,
including C/Vs, or their authorized rep-
resentatives, who are legitimately
seeking the information for authoriza-
tion decisions as required by this part
and who have obtained a signed release
from the subject individual.

(d) Upon receipt of a written request
by the subject individual or his or her
designated representative, the FFD
program, including but not limited to,
the collection site, HHS-certified lab-
oratory, substance abuse expert (SAE),
or MRO, possessing such records shall
promptly provide copies of all FFD
records pertaining to the individual,
including, but not limited to, records
pertaining to a determination that the
individual has violated the FFD policy,
drug and alcohol test results, MRO re-
views, determinations of fitness, and
management actions pertaining to the
subject individual. The licensee or
other entity shall obtain records re-
lated to the results of any relevant lab-
oratory certification, review, or rev-
ocation-of-certification proceedings
from the HHS-certified laboratory and
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provide them to the subject individual
on request.

(e) A licensee’s or other entity’s con-
tracts with HHS-certified laboratories
and C/Vs providing specimen collection
services, and licensee testing facility
procedures, must require test records
to be maintained in confidence, except
as provided in paragraphs (b), (c), and
(d) of this section.

(f) This section does not authorize
the licensee or other entity to withhold
evidence of criminal conduct from law
enforcement officials.

§26.39 Review process for fitness-for-
duty policy violations.

(a) Each licensee and other entity
who is subject to this subpart shall es-
tablish procedures for the review of a
determination that an individual who
they employ or who has applied for au-
thorization has violated the FFD pol-
icy. The review procedure must provide
for an objective and impartial review
of the facts related to the determina-
tion that the individual has violated
the FFD policy.

(b) The review procedure must pro-
vide notice to the individual of the
grounds for the determination that the
individual has violated the FFD policy,
and must provide an opportunity for
the individual to respond and submit
additional relevant information.

(c) The review procedure must ensure
that the individual who conducts the
review is not associated with the ad-
ministration of the FFD program [see
the description of FFD program per-
sonnel in §26.4(g)]. Individuals who con-
duct the review may be management
personnel.

(d) If the review finds in favor of the
individual, the licensee or other entity
shall update the relevant records to re-
flect the outcome of the review and de-
lete or correct all information the re-
view found to be inaccurate.

(e) When a C/V is administering an
FFD program on which licensees and
other entities rely, and the C/V deter-
mines that its employee, subcon-
tractor, or applicant has violated its
FFD policy, the C/V shall ensure that
the review procedure required in this
section is provided to the individual.
Licensees and other entities who rely
on a C/V’s FFD program need not pro-
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vide the review procedure required in
this section to a C/V’s employee, sub-
contractor, or applicant when the C/V
is administering its own FFD program
and the FFD policy violation was de-
termined under the C/V’s program.

[75 FR 73941, Nov. 30, 2010]

§26.41 Audits and corrective action.

(a) General. Each licensee and other
entity who is subject to this subpart is
responsible for the continuing effec-
tiveness of the FFD program, including
FFD program elements that are pro-
vided by C/Vs, the FFD programs of
any C/Vs that are accepted by the li-
censee or other entity, any FFD pro-
gram services that are provided to the
C/V by a subcontractor, and the pro-
grams of the HHS-certified labora-
tories on whom the licensee or other
entity and its C/Vs rely. Each licensee
and other entity shall ensure that
these programs are audited and that
corrective actions are taken to resolve
any problems identified.

(b) FFD program. BEach licensee and
other entity who is subject to this sub-
part shall ensure that the entire FFD
program is audited as needed, but no
less frequently than nominally every 24
months. Licensees and other entities
are responsible for determining the ap-
propriate frequency, scope, and depth
of additional auditing activities within
the nominal 24-month period based on
the review of FFD program perform-
ance, including, but not limited to, the
frequency, nature, and severity of dis-
covered problems, testing errors, per-
sonnel or procedural changes, and pre-
vious audit findings.

(c) C/Vs and HHS-certified laboratories.
(1) FFD services that are provided to a
licensee or other entity by C/V per-
sonnel who are off site or are not under
the direct daily supervision or observa-
tion of the licensee’s or other entity’s
personnel and HHS-certified labora-
tories must be audited on a nominal 12-
month frequency.

(2) Audits of HHS-certified labora-
tories that are conducted for licensees
and other entities who are subject to
this subpart need not duplicate areas
inspected in the most recent HHS cer-
tification inspection. However, the li-
censee and other entity shall review
the HHS certification inspection

488



Nuclear Regulatory Commission

records and reports to identify any
areas in which the licensee or other en-
tity uses services that the HHS certifi-
cation inspection did not address. The
licensee or other entity shall ensure
that any such areas are audited on a
nominal 12-month frequency. Licensees
and other entities need not audit orga-
nizations and professionals who may
provide an FFD program service to the
licensee or other entity, but who are
not routinely involved in providing
services to a licensee’s or other enti-
ty’s FFD program, as specified in
§26.4(i)(1).

(d) Contracts. (1) The contracts of li-
censees and other entities with C/Vs
and HHS-certified laboratories must
reserve the right to audit the C/V, the
C/V’s subcontractors providing FFD
program services, and the HHS-cer-
tified laboratories at any time, includ-
ing at unannounced times, as well as to
review all information and documenta-
tion that is reasonably relevant to the
audits.

(2) Licensees’ and other entities’ con-
tracts with C/Vs and HHS-certified lab-
oratories must also permit the licensee
or other entity to obtain copies of and
take away 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, its subcontractors,
or the HHS-certified laboratory are
performing their functions properly
and that staff and procedures meet ap-
plicable requirements. In a contract
with a licensee or other entity who is
subject to this subpart, an HHS-cer-
tified laboratory may reasonably limit
the use and dissemination of any docu-
ments copied or taken away by the li-
censee’s or other entity’s auditors in
order to ensure the protection of pro-
prietary information and donors’ pri-
vacy.

(3) In addition, before awarding a
contract, the licensee or other entity
shall ensure completion of pre-award
inspections and/or audits of the proce-
dural aspects of the HHS-certified lab-
oratory’s drug-testing operations, ex-
cept as provided in paragraph (g)(5) of
this section.

(e) Conduct of audits. Audits must
focus on the effectiveness of the FFD
program or program element(s), as ap-
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propriate, and must be conducted by
individuals who are qualified in the
subject(s) being audited. The individ-
uals performing the audit of the FFD
program or program element(s) shall
be independent from both the subject
FFD program’s management and from
personnel who are directly responsible
for implementing the FFD program.

(f) Audit results. The result of the au-
dits, along with any recommendations,
must be documented and reported to
senior corporate and site management.
Each audit report must identify condi-
tions that are adverse to the proper
performance of the FFD program, the
cause of the condition(s), and rec-
ommended corrective actions. The 1li-
censee or other entity shall review the
audit findings and take corrective ac-
tions, including re-auditing of the defi-
cient areas where indicated, to pre-
clude, within reason, repetition of the
condition. The resolution of the audit
findings and corrective actions must be
documented.

(g) Sharing of audits. Licensees and
other entities may jointly conduct au-
dits, or may accept audits of C/Vs and
HHS-certified laboratories that were
conducted by other licensees and enti-
ties who are subject to this subpart, if
the audit addresses the services ob-
tained from the C/V or HHS-certified
laboratory by each of the sharing li-
censees and other entities.

(1) Licensees and other entities shall
review audit records and reports to
identify any areas that were not cov-
ered by the shared or accepted audit.

(2) Licensees and other entities shall
ensure that FFD program elements and
services on which the licensee or entity
relies are audited, if the program ele-
ments and services were not addressed
in the shared audit.

(3) Sharing licensees and other enti-
ties need not re-audit the same C/V or
HHS-certified laboratory for the same
period of time.

(4) Each sharing licensee and other
entity shall maintain a copy of the
shared audit and HHS certification in-
spection records and reports, including
findings, recommendations, and correc-
tive actions.

(6) If an HHS-certified laboratory
loses its certification, in whole or in
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part, a licensee or other entity is per-
mitted to immediately use another
HHS-certified laboratory that has been
audited within the previous 12 months
by another NRC licensee or entity who
is subject to this subpart. Within 3
months after the change, the licensee
or other entity shall ensure that an
audit is completed of any areas that
have not been audited by another li-
censee or entity who is subject to this
subpart within the past 12 months.

[73 FR 17176, Mar. 31, 2008, as amended at 74
FR 38327, Aug. 3, 2009]

Subpart C—Granting and
Maintaining Authorization

§26.51 Applicability.

The requirements in this subpart
apply to the licensees and other enti-
ties identified in §26.3(a), (b), and, as
applicable, (¢) for the categories of in-
dividuals in §26.4(a) through (d), and,
at the licensee’s or other entity’s dis-
cretion, in §26.4(g) and, if necessary,
§26.4(j). The requirements in this sub-
part also apply to the licensees and
other entities specified in §26.3(c), as
applicable, for the categories of indi-
viduals in §26.4(e). At the discretion of
a licensee or other entity in §26.3(c),
the requirements of this subpart also
may be applied to the categories of in-
dividuals identified in §26.4(f). In addi-
tion, the requirements in this subpart
apply to the entities in §26.3(d) to the
extent that a licensee or other entity
relies on the C/V to meet the require-
ments of this subpart. Certain require-
ments in this subpart also apply to the
individuals specified in §26.4(h).

§26.53 General provisions.

(a) In order to grant authorization to
an individual, a licensee or other enti-
ty shall ensure that the requirements
in this subpart have been met for ei-
ther initial authorization, authoriza-
tion update, authorization reinstate-
ment, or authorization with poten-
tially disqualifying FFD information,
as applicable.

(b) For individuals who have pre-
viously held authorization under this
part but whose authorization has since
been favorably terminated, the licensee
or other entity shall implement the re-
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quirements for either initial authoriza-
tion, authorization update, or author-
ization reinstatement, based on the
total number of days that the individ-
ual’s authorization is interrupted, to
include the day after the individual’s
last period of authorization was termi-
nated and the intervening days until
the day on which the licensee or other
entity grants authorization to the indi-
vidual. If potentially disqualifying
FFD information is disclosed or discov-
ered about an individual, licensees and
other entities shall implement the ap-
plicable requirements in §26.69 in order
to grant or maintain an individual’s
authorization.

(c) The licensee or other entity shall
ensure that an individual has met the
applicable FFD training requirements
in §§26.29 and 26.203(c) before granting
authorization to the individual.

(d) Licensees and other entities who
are seeking to grant authorization to
an individual who is maintaining au-
thorization under another FFD pro-
gram that is implemented by a licensee
or entity who is subject to this subpart
may rely on the transferring FFD pro-
gram to satisfy the requirements of
this subpart. The individual may main-
tain his or her authorization if he or
she continues to be subject to either
the receiving FFD program or the
transferring FFD program, or a com-
bination of elements from both pro-
grams that collectively satisfy the ap-
plicable requirements of this part. The
receiving FFD program shall ensure
that the program elements to which
the individual is subject under the
transferring FFD program remain cur-
rent.

(e) Licensees and other entities in
§26.3(a) through (¢) may also rely on a
C/V’s FFD program or program ele-
ments when granting or maintaining
the authorization of an individual who
is or has been subject to the C/V’s FFD
program, if the C/V’s program or pro-
gram elements meet the applicable re-
quirements of this part.

(1) A C/V’s FFD program may grant
and maintain an individual’s author-
ization, as defined in §26.5, under the C/
V’s FFD program. However, only a li-
censee or other entity in §26.3(a)
through (¢c) may grant or maintain an
individual’s authorization to have the
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types of access or perform the duties
specified in §26.4(a) through (e) and (g),
and, at the licensee’s or other entity’s
discretion, §26.4(f).

(2) If a C/V’s FFD program denies or
unfavorably terminates an individual’s
authorization, and the individual is
performing any duties for a licensee or
other entity that are specified in
§26.4(a) through (e) and (g), or, at the
licensee’s or other entity’s discretion,
§26.4(f), then the C/V shall inform the
affected licensee or other entity of the
denial or unfavorable termination. The
licensee or other entity shall deny or
unfavorably terminate the individual’s
authorization to perform those duties
on the day that the licensee or other
entity receives the information from
the C/V, or implement the applicable
process in §26.69 to maintain the indi-
vidual’s authorization.

(3) If an individual is maintaining au-
thorization under a C/V’s FFD pro-
gram, a licensee or other entity in
§26.3(a) through (c) may grant author-
ization to the individual to have the
types of access and perform the duties
specified in §26.4(a) through (e) and (g),
and, at the licensee’s or other entity’s
discretion, §26.4(f), and maintain his or
her authorization, if the individual
continues to be subject to either the
receiving FFD program or a combina-
tion of elements from the receiving
FFD program and the C/V’s program
that collectively satisfy the applicable
requirements of this part. The receiv-
ing licensee’s or other entity’s FFD
program shall ensure that the program
elements to which the individual is
subject under the C/V’s FFD program
remain current.

(f) Licensees and other entities who
are seeking to grant authorization to
an individual who has been subject to
an FFD program under subpart K may
not rely on that program or its pro-
gram elements to meet the require-
ments of this subpart, except if the
program or program element(s) of the
FFD program for construction satisfy
the applicable requirements of this
part.

(g) The licensees and other entities
specified in §26.3(a) and, as applicable,
(c) and (d), shall identify any violation
of any requirement of this part to any
licensee who has relied on or intends to
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rely on the FFD program element that
is determined to be in violation of this
part.

(h) The licensees and other entities
specified in §26.3(a) and, as applicable,
(¢) and (d), may not initiate any ac-
tions under this subpart without the
knowledge and written consent of the
subject individual. The individual may
withdraw his or her consent at any
time. If an individual withdraws his or
her consent, the licensee or other enti-
ty may not initiate any elements of
the authorization process specified in
this subpart that were not in progress
at the time the individual withdrew his
or her consent, but shall complete and
document any elements that are in
progress at the time consent is with-
drawn. The licensee or other entity
shall record the individual’s applica-
tion for authorization; his or her with-
drawal of consent; the reason given by
the individual for the withdrawal, if
any; and any pertinent information
gathered from the elements that were
completed (e.g., the results of pre-ac-
cess drug tests, information obtained
from the suitable inquiry). The li-
censee or other entity to whom the in-
dividual has applied for authorization
shall inform the individual that—

(1) Withdrawal of his or her consent
will withdraw the individual’s current
application for authorization under the
licensee’s or other entity’s FFD pro-
gram; and

(2) Other licensees and entities will
have access to information docu-
menting the withdrawal as a result of
the information sharing that is re-
quired under this part.

(i) The licensees and other entities
specified in §26.3(a) and, as applicable,
(c) and(d), shall inform, in writing, any
individual who is applying for author-
ization that the following actions re-
lated to providing and sharing the per-
sonal information required under this
subpart are sufficient cause for denial
or unfavorable termination of author-
ization:

(1) Refusal to provide written consent
for the suitable inquiry;

(2) Refusal to provide or the falsifica-
tion of any personal information re-
quired under this part, including, but
not limited to, the failure to report
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any previous denial or unfavorable ter-
mination of authorization;

(3) Refusal to provide written consent
for the sharing of personal information
with other licensees or other entities
required under this part; and

(4) Failure to report any legal ac-
tions, as defined in §26.5.

§26.55 Initial authorization.

(a) Before granting authorization to
an individual who has never held au-
thorization under this part or whose
authorization has been interrupted for
a period of 3 years or more and whose
last period of authorization was termi-
nated favorably, the licensee or other
entity shall ensure that—

(1) A self-disclosure has been ob-
tained and reviewed under the applica-
ble requirements of §26.61;

(2) A suitable inquiry has been com-
pleted under the applicable require-
ments of §26.63;

(3) The individual has been subject to
pre-access drug and alcohol testing
under the applicable requirements of
§26.65; and

(4) The individual is subject to ran-
dom drug and alcohol testing under the
applicable requirements of §26.67.

(b) If potentially disqualifying FFD
information is disclosed or discovered,
the licensee or other entity may not
grant authorization to the individual,
except under §26.69.

§26.57

(a) Before granting authorization to
an individual whose authorization has
been interrupted for more than 365
days but less than 3 years and whose
last period of authorization was termi-
nated favorably, the licensee or other
entity shall ensure that—

(1) A self-disclosure has been ob-
tained and reviewed under the applica-
ble requirements of §26.61;

(2) A suitable inquiry has been com-
pleted under the applicable require-
ments of §26.63;

(3) The individual has been subject to
pre-access drug and alcohol testing
under the applicable requirements of
§26.65; and

(4) The individual is subject to ran-
dom drug and alcohol testing under the
applicable requirements of §26.67.

Authorization update.

10 CFR Ch. | (1-1-25 Edition)

(b) If potentially disqualifying FFD
information is disclosed or discovered,
the licensee or other entity may not
grant authorization to the individual,
except under §26.69.

§26.59 Authorization reinstatement.

(a) In order to grant authorization to
an individual whose authorization has
been interrupted for a period of more
than 30 days but no more than 365 days
and whose last period of authorization
was terminated favorably, the licensee
or other entity shall ensure that—

(1) A self-disclosure has been ob-
tained and reviewed under the applica-
ble requirements of §26.61;

(2) A suitable inquiry has been com-
pleted under the requirements of §26.63
within 5 business days of reinstating
authorization. If the suitable inquiry is
not completed within 5 business days
due to circumstances that are outside
of the licensee’s or other entity’s con-
trol and the licensee or other entity is
not aware of any potentially disquali-
fying information regarding the indi-
vidual within the past 5 years, the li-
censee or other entity may maintain
the individual’s authorization for an
additional 5 business days. If the suit-
able inquiry is not completed within 10
business days of reinstating authoriza-
tion, the licensee or other entity shall
administratively withdraw the individ-
ual’s authorization until the suitable
inquiry is completed;

(3) The individual has been subject to
pre-access drug and alcohol testing
under the applicable requirements of
§26.65; and

(4) The individual is subject to ran-
dom drug and alcohol testing under the
applicable requirements of §26.67.

(b) If a licensee or other entity ad-
ministratively withdraws an individ-
ual’s authorization under paragraph
(a)(2) of this section, and until the suit-
able inquiry is completed, the licensee
or other entity may not record the ad-
ministrative action to withdraw au-
thorization as an unfavorable termi-
nation and may not disclose it in re-
sponse to a suitable inquiry conducted
under the provisions of §26.63, a back-
ground investigation conducted under
the provisions of this chapter, or any

492



Nuclear Regulatory Commission

other inquiry or investigation. The in-
dividual may not be required to dis-
close the administrative action in re-
sponse to requests for self-disclosure of
potentially disqualifying FFD informa-
tion, except if the individual’s author-
ization was subsequently denied or ter-
minated unfavorably by the licensee or
other entity.

(c) Before granting authorization to
an individual whose authorization has
been interrupted for a period of no
more than 30 days and whose last pe-
riod of authorization was terminated
favorably, the licensee or other entity
shall ensure that—

(1) A self-disclosure has been ob-
tained and reviewed under the applica-
ble requirements of §26.61;

(2) The individual has been subject to
pre-access drug and alcohol testing
under the applicable requirements of
§26.65, if the individual’s authorization
was interrupted for more than 5 days;
and

(3) The individual is subject to ran-
dom drug and alcohol testing under the
applicable requirements of §26.67.

(d) If potentially disqualifying FFD
information is disclosed or discovered,
the licensee or other entity may not
grant authorization to the individual,
except under §26.69.

§26.61 Self-disclosure and employment
history.

(a) Before granting authorization,
the licensee or other entity shall en-
sure that a written self-disclosure and
employment history has been obtained
from the individual who is applying for
authorization, except as follows:

(1) If an individual previously held
authorization under this part, and the
licensee or other entity has verified
that the individual’s last period of au-
thorization was terminated favorably,
and the individual has been subject to
a behavioral observation program that
includes arrest reporting, which meets
the requirements of this part, through-
out the period since the individual’s
last authorization was terminated, the
granting licensee or other entity need
not obtain the self-disclosure or em-
ployment history in order to grant au-
thorization; and

(2) If the individual’s last period of
authorization was terminated favor-
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ably within the past 30 days, the li-
censee or other entity need not obtain
the employment history.

(b) The written self-disclosure must—

(1) State whether the individual
has—

(i) Violated a licensee’s or other enti-
ty’s FFD policy;

(ii) Had authorization denied or ter-
minated unfavorably under
§§26.35(c)(2), 26.53(1), 26.63(d), 26.65(g),
26.67(c), 26.69(f), or 26.75(b) through (e);

(iii) Used, sold, or possessed illegal
drugs;

(iv) Abused legal drugs or alcohol;

(v) Subverted or attempted to sub-
vert a drug or alcohol testing program;

(vi) Refused to take a drug or alcohol
test;

(vii) Been subject to a plan for sub-
stance abuse treatment (except for
self-referral); or

(viii) Had legal action or employment
action, as defined in §26.5, taken for al-
cohol or drug use;

(2) Address the specific type, dura-
tion, and resolution of any matter dis-
closed, including, but not limited to,
the reason(s) for any unfavorable ter-
mination or denial of authorization;
and

(3) Address the shortest of the fol-
lowing periods:

(i) The past 5 years;

(ii) Since the individual’s eighteenth
birthday; or

(iii) Since the individual’s last period
of authorization was terminated, if au-
thorization was terminated favorably
within the past 3 years.

(c) The individual shall provide a list
of all employers, including the em-
ployer by whom the individual claims
to have been employed on the day be-
fore he or she completes the employ-
ment history, if any, with dates of em-
ployment, for the shortest of the fol-
lowing periods:

(1) The past 3 years;

(2) Since the individual’s eighteenth
birthday; or

(3) Since authorization was last ter-
minated, if authorization was termi-
nated favorably within the past 3
years.
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§26.63 Suitable inquiry.

(a) In order to grant authorization,
licensees and other entities shall en-
sure that a suitable inquiry has been
conducted, on a best effort basis, to
verify the individual’s self-disclosed in-
formation and determine whether any
potentially disqualifying FFD informa-
tion is available, except if all of the
following conditions are met:

(1) The individual previously held au-
thorization under this part;

(2) The licensee or other entity has
verified that the individual’s last pe-
riod of authorization was terminated
favorably; and

(3) The individual has been subject to
a behavioral observation program that
includes arrest reporting, which meets
the requirements of this part, through-
out the period of interruption.

(b) To meet the suitable inquiry re-
quirement, licensees and other entities
may rely on the information that other
licensees and entities who are subject
to this subpart have gathered for pre-
vious periods of authorization. Licens-
ees and other entities may also rely on
those licensees’ and entities’ deter-
minations of fitness that were con-
ducted under §26.189, as well as their
reviews and resolutions of potentially
disqualifying FFD information, for pre-
vious periods of authorization.

(c) The licensee or other entity shall
ensure that the suitable inquiry has
been conducted, on a best effort basis,
by questioning former employers, and
the employer by whom the individual
claims to have been employed on the
day before he or she completes the em-
ployment history, if an employment
history is required under §26.61.

(1) For the claimed employment pe-
riod, the suitable inquiry must ascer-
tain the reason for termination, eligi-
bility for rehire, and other information
that could reflect on the individual’s
fitness to be granted authorization.

(2) If the claimed employment was
military service, the licensee or other
entity who is conducting the suitable
inquiry shall request a characteriza-
tion of service, reason for separation,
and any disciplinary actions related to
potentially disqualifying FFD informa-
tion. If the individual’s last duty sta-
tion cannot provide this information,
the licensee or other entity may accept
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a hand-carried copy of the DD 214 pre-
sented by the individual which on face
value appears to be legitimate. The 1i-
censee or other entity may also accept
a copy of a DD 214 provided by the cus-
todian of military records.

(3) If a company, previous employer,
or educational institution to whom the
licensee or other entity has directed a
request for information refuses to pro-
vide information or indicates an inabil-
ity or unwillingness to provide infor-
mation within 3 business days of the
request, the licensee or other entity
shall document this refusal, inability,
or unwillingness in the licensee’s or
other entity’s record of the investiga-
tion, and obtain a confirmation of em-
ployment or educational enrollment
and attendance from at least one alter-
nate source, with suitable inquiry
questions answered to the best of the
alternate source’s ability. This alter-
nate source may not have been pre-
viously used by the licensee or other
entity to obtain information about the
individual’s character. If the licensee
or other entity uses an alternate
source because employer information
is not forthcoming within 3 business
days of the request, the licensee or
other entity need not delay granting
authorization to wait for any employer
response, but shall evaluate and docu-
ment the response if it is received.

(d) When any licensee or other entity
in §26.3(a) through (d) is legitimately
seeking the information required for an
authorization decision under this sub-
part and has obtained a signed release
from the subject individual authorizing
the disclosure of information, any li-
censee or other entity who is subject to
this part shall disclose whether the
subject individual’s authorization was
denied or terminated unfavorably as a
result of a violation of an FFD policy
and shall make available the informa-
tion on which the denial or unfavorable
termination of authorization was
based, including, but not limited to,
drug or alcohol test results, treatment
and followup testing requirements or
other results from a determination of
fitness, and any other information that
is relevant to an authorization deci-
sion.

(e) In conducting a suitable inquiry,
a licensee or other entity may obtain
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information and documents by elec-
tronic means, including, but not lim-
ited to, telephone, facsimile, or e-mail.
The licensee or other entity shall make
a record of the contents of the tele-
phone call and shall retain that record,
and any documents or electronic files
obtained electronically, under §§26.711
and 26.713(a), (b), and (c), as applicable.

(f) For individuals about whom no po-
tentially disqualifying FFD informa-
tion is known (or about whom poten-
tially disqualifying FFD information is
known, but it has been resolved by a li-
censee or other entity who is subject to
this subpart) at the time at which the
suitable inquiry is initiated, the 1li-
censee or other entity shall ensure that
a suitable inquiry has been conducted
as follows:

(1) Initial authorization. The period
of the suitable inquiry must be the
past 3 years or since the individual’s
eighteenth birthday, whichever is
shorter. For the 1l-year period imme-
diately preceding the date on which the
individual applies for authorization,
the licensee or other entity shall en-
sure that the suitable inquiry has been
conducted with every employer, re-
gardless of the length of employment.
For the remaining 2-year period, the li-
censee or other entity shall ensure that
the suitable inquiry has been con-
ducted with the employer by whom the
individual claims to have been em-
ployed the longest within each cal-
endar month, if the individual claims
employment during the given calendar
month.

(2) Authorization update. The period
of the suitable inquiry must be the pe-
riod since authorization was termi-
nated. For the 1-year period imme-
diately preceding the date on which the
individual applies for authorization,
the licensee or other entity shall en-
sure that the suitable inquiry has been
conducted with every employer, re-
gardless of the length of employment.
For the remaining period since author-
ization was terminated, the licensee or
other entity shall ensure that the suit-
able inquiry has been conducted with
the employer by whom the individual
claims to have been employed the long-
est within each calendar month, if the
individual claims employment during
the given calendar month.

§26.65

(3) Authorization reinstatement after
an interruption of more than 30 days.
The period of the suitable inquiry must
be the period since authorization was
terminated. The licensee or other enti-
ty shall ensure that the suitable in-
quiry has been conducted with the em-
ployer by whom the individual claims
to have been employed the longest
within the calendar month, if the indi-
vidual claims employment during the
given calendar month.

§26.65 Pre-access drug and alcohol
testing.

(a) Purpose. This section contains
pre-access testing requirements for
granting authorization to an individual
who either has never held authoriza-
tion or whose last period of authoriza-
tion was terminated favorably and
about whom no potentially disquali-
fying FFD information has been dis-
covered or disclosed that was not pre-
viously reviewed and resolved by a li-
censee or other entity under the re-
quirements of this subpart.

(b) Accepting tests conducted within the
past 30 days. If an individual has nega-
tive results from drug and alcohol tests
that were conducted under the require-
ments of this part before the individual
applied for authorization from the li-
censee or other entity, and the speci-
mens for such testing were collected
within the 30-day period preceding the
day on which the licensee or other en-
tity grants authorization to the indi-
vidual, the licensee or other entity
may rely on the results of those drug
and alcohol tests to meet the require-
ments for pre-access testing in this sec-
tion.

(c) Initial authorization and authorica-
tion update. Before granting authoriza-
tion to an individual who has never
held authorization or whose authoriza-
tion has been interrupted for a period
of more than 365 days, the licensee or
other entity shall verify that the re-
sults of pre-access drug and alcohol
tests, which must be performed within
the 30-day period preceding the day the
licensee or other entity grants author-
ization to the individual, are negative.
The licensee or other entity need not
conduct pre-access testing if—

(1) The individual previously held au-
thorization under this part and has
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been subject to a drug and alcohol test-
ing program that includes random test-
ing and a behavioral observation pro-
gram that includes arrest reporting,
which both meet the requirements of
this part, from the date the individ-
ual’s last authorization was terminated
through the date the individual is
granted authorization; or

(2) The licensee or other entity relies
on negative results from drug and alco-
hol tests that were conducted under
the requirements of this part at any
time before the individual applied for
authorization, and the individual has
remained subject to a drug and alcohol
testing program that includes random
testing and a behavioral observation
program that includes arrest reporting,
which both meet the requirements of
this part, beginning on the date the
drug and alcohol testing was conducted
through the date the individual is
granted authorization and thereafter.

(d) Authorication reinstatement after an
interruption of more than 30 days. (1) To
reinstate authorization for an indi-
vidual whose authorization has been
interrupted for a period of more than 30
days but no more than 365 days, except
as permitted in paragraph (d)(2) of this
section, the licensee or other entity
shall—

(i) Verify that the individual has neg-
ative results from alcohol testing and
collect a specimen for drug testing
within the 30-day period preceding the
day the licensee reinstates the individ-
ual’s authorization; and

(ii) Verify that the drug test results
are negative within 5 business days of
specimen collection or administra-
tively withdraw authorization until
the drug test results are received.

(2) The licensee or other entity need
not conduct pre-access testing of these
individuals if—

(i) The individual previously held au-
thorization under this part and has
been subject to a drug and alcohol test-
ing program that includes random test-
ing and a behavioral observation pro-
gram that includes arrest reporting,
which both meet the requirements of
this part, beginning on the date the in-
dividual’s last authorization was ter-
minated through the date the indi-
vidual is granted authorization; or
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(ii) The licensee or other entity relies
on negative results from drug and alco-
hol tests that were conducted under
the requirements of this part at any
time before the individual applied for
authorization, and the individual re-
mains subject to a drug and alcohol
testing program that includes random
testing and a behavioral observation
program that includes arrest reporting,
which both meet the requirements of
this part, beginning on the date the
drug and alcohol testing was conducted
through the date the individual is
granted authorization.

(e) Authorization reinstatement after an
interruption of 30 or fewer days. (1) The
licensee or other entity need not con-
duct pre-access testing before granting
authorization to an individual whose
authorization has been interrupted for
5 or fewer days. In addition, the 1li-
censee or other entity need not con-
duct pre-access testing if the indi-
vidual has been subject to a drug and
alcohol testing program that includes
random testing and a behavioral obser-
vation program that includes arrest re-
porting, which both meet the require-
ments of this part, from the date the
individual’s last authorization was ter-
minated through the date the indi-
vidual is granted authorization.

(2) In order to reinstate authoriza-
tion for an individual whose authoriza-
tion has been interrupted for a period
of more than 5 days but not more than
30 days, except as permitted in para-
graph (e)(1) of this section, the licensee
or other entity shall take the following
actions:

(i) The licensee or other entity shall
subject the individual to random selec-
tion for pre-access drug and alcohol
testing at a one-time probability that
is equal to or greater than the normal
testing rate specified in §26.31(d)(2)(vii)
calculated for a 30-day period;

(ii) If the individual is not selected
for pre-access testing under paragraph
(e)(2)(i) of this section, the licensee or
other entity need not perform pre-ac-
cess drug and alcohol tests; or

(iii) If the individual is selected for
pre-access testing under this para-
graph, the licensee or other entity
shall—

(A) Verify that the individual has
negative results from alcohol testing
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and collect a specimen for drug testing
before reinstating authorization; and

(B) Verify that the drug test results
are negative within 5 business days of
specimen collection or administra-
tively withdraw authorization until
negative drug test results are received.

(f) Administrative withdrawal of au-
thorization. If a licensee or other entity
administratively withdraws an individ-
ual’s authorization under paragraphs
(d)(1)(di) or (e)(2)(iii)(B) of this section,
and until the drug test results are
known, the licensee or other entity
may not record the administrative ac-
tion to withdraw authorization as an
unfavorable termination. The indi-
vidual may not be required to disclose
the administrative action in response
to requests for self-disclosure of poten-
tially disqualifying FFD information,
except if the individual’s authorization
was subsequently denied or terminated
unfavorably by a licensee or entity.
Immediately on receipt of negative
test results, the licensee or other enti-
ty shall ensure that any matter that
could link the individual to the tem-
porary administrative action is elimi-
nated from the donor’s personnel
record and other records.

(g) Sanctions. If an individual has
confirmed positive, adulterated, or sub-
stituted test results from any drug, va-
lidity, or alcohol tests that may be re-
quired in this section, the licensee or
other entity shall, at a minimum and
as appropriate—

(1) Deny authorization to the indi-
vidual, as required by §26.75(b), (d),
(e)(2), or (g);

(2) Terminate the individual’s au-
thorization, if it has been reinstated,
under §26.75(e)(1) or (f); or

(3) Grant authorization to the indi-
vidual under §26.69.

§26.67 Random drug and alcohol test-
ing of individuals who have applied
for authorization.

(a) When the licensee or other entity
collects specimens from an individual
for any pre-access testing that may be
required under §§26.65 or 26.69, and
thereafter, the licensee or other entity
shall subject the individual to random
testing under §26.31(d)(2), except if—

§26.69

(1) The licensee or other entity does
not grant authorization to the indi-
vidual; or

(2) The licensee or other entity relies
on drug and alcohol tests that were
conducted before the individual applied
for authorization to meet the applica-
ble requirements for pre-access testing.
If the licensee or other entity relies on
drug and alcohol tests that were con-
ducted before the individual applied for
authorization, the licensee or other en-
tity shall subject the individual to ran-
dom testing when the individual ar-
rives at a licensee’s or other entity’s
facility for in-processing and there-
after.

(b) If an individual is selected for one
or more random tests after any appli-
cable requirement for pre-access test-
ing in §§26.65 or 26.69 has been met, the
licensee or other entity may grant au-
thorization before random testing is
completed, if the individual has met all
other applicable requirements for au-
thorization.

(¢c) If an individual has confirmed
positive, adulterated, or substituted
test results from any drug, validity, or
alcohol test required in this section,
the licensee or other entity shall, at a
minimum and as appropriate—

(1) Deny authorization to the indi-
vidual, as required by §26.75(b), (d),
(e)(2), or (g);

(2) Terminate the individual’s au-
thorization, if it has been granted, as
required by §26.75(e)(1) or (f); or

(3) Grant authorization to the indi-
vidual under §26.69.

§26.69 Authorization with potentially
disqualifying fitness-for-duty infor-
mation.

(a) Purpose. This section defines the
management actions that licensees and
other entities who are subject to this
subpart shall take to grant or main-
tain, at the licensee’s or other entity’s
discretion, the authorization of an in-
dividual who is in the following cir-
cumstances:

(1) Potentially disqualifying FFD in-
formation within the past 5 years has
been disclosed or discovered about the
individual by any means, including,
but not limited to, the individual’s
self-disclosure, the suitable inquiry,
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drug and alcohol testing, the adminis-
tration of any FFD program under this
part, a self-report of a legal action, be-
havioral observation, or other sources
of information, including, but not lim-
ited to, any background investigation
or credit and criminal history check
conducted under the requirements of
this chapter; and

(2) The potentially disqualifying FFD
information has not been reviewed and
favorably resolved by a previous li-
censee or other entity under this sec-
tion.

(b) Authorization after a first confirmed
positive drug or alcohol test result or a 5-
year denial of authorization. The re-
quirements in this paragraph apply to
individuals whose authorization was
denied or terminated unfavorably for a
first violation of an FFD policy involv-
ing a confirmed positive drug or alco-
hol test result and individuals whose
authorization was denied for 5 years
under §26.75(c), (d), (e)(2), or (f). To
grant, and subsequently maintain, the
individual’s authorization, the licensee
or other entity shall—

(1) Obtain and review a self-disclo-
sure and employment history from the
individual that addresses the shorter
period of either the past 5 years or
since the individual’s last period of au-
thorization was terminated, and verify
that the self-disclosure does not con-
tain any previously undisclosed poten-
tially disqualifying FFD information
before granting authorization;

(2) Complete a suitable inquiry with
every employer by whom the individual
claims to have been employed during
the period addressed in the employ-
ment history obtained under paragraph
(b)(1) of this section, and obtain and re-
view any records that other licensees
or entities who are subject to this part
may have developed related to the un-
favorable termination or denial of au-
thorization;

(3) If the individual was subject to a
b-year denial of authorization under
this part, verify that he or she has ab-
stained from substance abuse for at
least the past 5 years;

(4) Ensure that an SAE has conducted
a determination of fitness and con-
cluded that the individual is fit to safe-
ly and competently perform his or her
duties.
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(i) If the individual’s authorization
was denied or terminated unfavorably
for a first confirmed positive drug or
alcohol test result, ensure that clini-
cally appropriate treatment and fol-
lowup testing plans have been devel-
oped by an SAE before granting au-
thorization;

(ii) If the individual was subject to a
5-year denial of authorization, ensure
that any recommendations for treat-
ment and followup testing from an
SAE’s determination of fitness are ini-
tiated before granting authorization;
and

(iii) Verify that the individual is in
compliance with, and successfully com-
pletes, any followup testing and treat-
ment plans.

(6) Within 10 business days before
granting authorization, perform a pre-
access alcohol test, collect a specimen
for drug testing under direct observa-
tion, and ensure that the individual is
subject to random testing thereafter.
Verify that the pre-access drug and al-
cohol test results are negative before
granting authorization.

(6) If the individual’s authorization
was denied or terminated unfavorably
for a first confirmed positive drug or
alcohol test result and a licensee or
other entity grants authorization to
the individual, ensure that the indi-
vidual is subject to unannounced test-
ing at least quarterly for 3 calendar
years after the date the individual is
granted authorization. Both random
and followup tests, as defined in
§26.31(c), satisfy this requirement.
Verify that the individual has negative
test results from a minimum of 15 tests
distributed over the 3-year period, ex-
cept as follows:

(i) If the individual does not continu-
ously hold authorization during the 3-
year period, the licensee or other enti-
ty shall ensure that at least one unan-
nounced test is conducted in any quar-
ter during which the individual holds
authorization;

(ii) If the 15 tests are not completed
within the 3-year period specified in
this paragraph due to periods during
which the individual does not hold au-
thorization, the followup testing pro-
gram may be extended up to 5 calendar
years to complete the 15 tests;
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(iii) If the individual does not hold
authorization during the 5-year period
a sufficient number of times or for suf-
ficient periods of time to complete the
15 tests required in this paragraph, the
licensee or other entity shall ensure
that an SAE conducts a determination
of fitness to assess whether further fol-
lowup testing is required and imple-
ment the SAE’s recommendations; and

(7) Verify that any drug and alcohol
tests required in this paragraph, and
any other drug and alcohol tests that
are conducted under this part since au-
thorization was terminated or denied,
yield results indicating no further drug
abuse, as determined by the MRO after
review, or alcohol abuse, as determined
by the result of confirmatory alcohol
testing.

(c) Granting authorization with other
potentially disqualifying FFD informa-
tion. The requirements in this para-
graph apply to an individual who has
applied for authorization, and about
whom potentially disqualifying FFD
information has been discovered or dis-
closed that is not a first confirmed
positive drug or alcohol test result or a
5-year denial of authorization. If poten-
tially disqualifying FFD information is
obtained about an individual by any
means, including, but not limited to,
the individual’s self-disclosure, the
suitable inquiry, the administration of
any FFD program under this part, a
self-report of a legal action, behavioral
observation, or other sources of infor-
mation, including, but not limited to,
any background investigation or credit
and criminal history check conducted
under the requirements of this chapter,
before granting authorization to the
individual, the licensee or other entity
shall—

(1) Obtain and review a self-disclo-
sure and employment history that ad-
dresses the shortest of the following
periods:

(i) The past 5 years;

(ii) Since the individual’s eighteenth
birthday; or

(iii) Since the individual’s last period
of authorization was terminated;

(2) Complete a suitable inquiry with
every employer by whom the individual
claims to have been employed during
the period addressed in the employ-
ment history required under paragraph

§26.69

(c)(1) of this section. If the individual
held authorization within the past 5
years, obtain and review any records
that other licensees or entities who are
subject to this part may have devel-
oped with regard to potentially dis-
qualifying FFD information about the
individual from the past 5 years;

(3) If the designated reviewing offi-
cial determines that a determination
of fitness is required, verify that a pro-
fessional with the appropriate quali-
fications, as specified in §26.189(a), has
indicated that the individual is fit to
safely and competently perform his or
her duties;

(4) Ensure that the individual is in
compliance with, or has completed, any
plans for treatment and drug and alco-
hol testing from the determination of
fitness, which may include the collec-
tion of a urine specimen under direct
observation; and

(5) Verify that the results of pre-ac-
cess drug and alcohol tests are nega-
tive before granting authorization, and
that the individual is subject to ran-
dom testing after the specimens have
been collected for pre-access testing
and thereafter.

(d) Maintaining authorication with
other potentially disqualifying FFD infor-
mation. If an individual is authorized
when other potentially disqualifying
FFD information is disclosed or discov-
ered, in order to maintain the individ-
ual’s authorization, the licensee or
other entity shall—

(1) Ensure that the licensee’s or other
entity’s designated reviewing official
completes a review of the cir-
cumstances associated with the infor-
mation;

(2) If the designated reviewing offi-
cial concludes that a determination of
fitness is required, verify that a profes-
sional with the appropriate qualifica-
tions, as specified in §26.189(a), has in-
dicated that the individual is fit to
safely and competently perform his or
her duties; and

(3) If the reviewing official deter-
mines that maintaining the individ-
ual’s authorization is warranted, im-
plement any recommendations for
treatment and followup drug and alco-
hol testing from the determination of
fitness, which may include the collec-
tion of urine specimens under direct
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observation, and ensure that the indi-
vidual complies with and successfully
completes the treatment plans.

(e) Accepting followup testing and
treatment plans from another FFD pro-
gram. Licensees and other entities may
rely on followup testing, treatment
plans, and determinations of fitness
that meet the requirements of §26.189
and were conducted under the FFD pro-
gram of another licensee or entity who
is subject to this subpart.

(1) If an individual leaves the FFD
program in which a treatment and/or
followup testing plan was required
under paragraphs (b), (¢), or (d) of this
section, the licensee or other entity
who imposed the treatment and/or fol-
lowup testing plan shall ensure that in-
formation documenting the treatment
and/or followup testing plan is identi-
fied to any subsequent licensee or
other entity who seeks to grant au-
thorization to the individual. If the in-
dividual is granted authorization by
the same or another licensee or entity,
the licensee or other entity who grants
authorization to the individual shall
ensure that any followup testing re-
quirements are met and that the indi-
vidual complies with any treatment
plan, with accountability assumed by
the granting licensee or other entity. If
it is impractical for the individual to
comply with a treatment plan that was
developed under another FFD program
because of circumstances that are out-
side of the individual’s or licensee’s or
other entity’s control (e.g., geo-
graphical distance, closure of a treat-
ment facility), then the granting FFD
program shall ensure that an SAE de-
velops a comparable treatment plan,
with accountability for monitoring the
individual’s compliance with the plan
assumed by the granting licensee or
other entity.

(2) If the previous licensee or other
entity determined that the individual
successfully completed any required
treatment and followup testing, and
the individual’s last period of author-
ization was terminated favorably, the
receiving licensee or entity may rely
on the previous determination of fit-
ness and no further review or followup
is required.

(f) Sanctions. If an individual has con-
firmed positive, adulterated, or sub-
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stituted test results from any drug, va-
lidity, or alcohol test required in this
section, the licensee or other entity
shall, at a minimum and as appro-
priate—

(1) Deny authorization to the indi-
vidual, as required by §26.75(b), (d),
(e)(2), or (g); or

(2) Terminate the individual’s au-
thorization, if it has been granted, as
required by §26.75(e)(1) or (f).

[73 FR 17176, Mar. 31, 2008, as amended at 74
FR 38328, Aug. 3, 2009]

§26.71 Maintaining authorization.

(a) Individuals may maintain author-
ization under the following conditions:

(1) The individual complies with the
licensee’s or other entity’s FFD poli-
cies and procedures, as described in
§26.27, including the responsibility to
report any legal actions, as defined in
§26.5;

(2) The individual remains subject to
a drug and alcohol testing program
that meets the requirements of §26.31,
including random testing;

(3) The individual remains subject to
a behavioral observation program that
meets the requirements of §26.33; and

(4) The individual successfully com-
pletes required FFD training on the
schedule specified in §26.29(c).

(b) If an authorized individual is not
subject to an FFD program that meets
the requirements of this section for
more than 30 continuous days, then the
licensee or other entity shall terminate
the individual’s authorization and the
individual shall meet the requirements
in this subpart, as applicable, to regain
authorization.

Subpart D—Management Actions
and Sanctions To Be Imposed

§26.73 Applicability.

The requirements in this subpart
apply to the licensees and other enti-
ties identified in §26.3(a), (b), and, as
applicable, (c) for the categories of in-
dividuals specified in §26.4(a) through
(d) and (g). The requirements in this
subpart also apply to the licensees and
other entities specified in §26.3(c), as
applicable, for the categories of indi-
viduals in §26.4(e). At the discretion of
a licensee or other entity in §26.3(c),
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the requirements of this subpart also
may be applied to the categories of in-
dividuals identified in §26.4(f). In addi-
tion, the requirements in this subpart
apply to the entities in §26.3(d) to the
extent that a licensee or other entity
relies on the C/V to meet the require-
ments of this subpart. The regulations
in this subpart also apply to the indi-
viduals specified in §26.4(h) and (j), as
appropriate.

§26.75 Sanctions.

(a) This section defines the minimum
sanctions that licensees and other enti-
ties shall impose when an individual
has violated the drug and alcohol pro-
visions of an FFD policy. A licensee or
other entity may impose more strin-
gent sanctions, except as specified in
paragraph (h) of this section.

(b) Any act or attempted act to sub-
vert the testing process, including, but
not limited to, refusing to provide a
specimen and providing or attempting
to provide a substituted or adulterated
specimen, for any test required under
§26.31(c) must result in the immediate
unfavorable termination of the individ-
ual’s authorization and permanent de-
nial of authorization thereafter.

(¢) Any individual who is determined
to have been involved in the sale, use,
or possession of illegal drugs or the
consumption of alcohol within a pro-
tected area of any nuclear power plant,
within a facility that is licensed to pos-
sess or use formula quantities of
SSNM, within a transporter’s facility
or vehicle, or while performing the du-
ties that require the individual to be
subject to this subpart shall imme-
diately have his or her authorization
unfavorably terminated and denied for
a minimum of 5 years from the date of
the unfavorable termination of author-
ization.

(d) Any individual who resigns or
withdraws his or her application for
authorization before authorization is
terminated or denied for a first viola-
tion of the FFD policy involving a con-
firmed positive drug or alcohol test re-
sult shall immediately have his or her
authorization denied for a minimum of
5 years from the date of termination or
denial. If an individual resigns or with-
draws his or her application for author-
ization before his or her authorization

§26.75

is terminated or denied for any viola-
tion of the FFD policy, the licensee or
other entity shall record the resigna-
tion or withdrawal, the nature of the
violation, and the minimum sanction
that would have been required under
this section had the individual not re-
signed or withdrawn his or her applica-
tion for authorization.

(e) Lacking any other evidence to in-
dicate the use, sale, or possession of il-
legal drugs or consumption of alcohol
on site, a confirmed positive drug or al-
cohol test result must be presumed to
be an indication of offsite drug or alco-
hol use in violation of the FFD policy.

(1) The first violation of the FFD pol-
icy involving a confirmed positive drug
or alcohol test result must, at a min-
imum, result in the immediate unfa-
vorable termination of the individual’s
authorization for at least 14 days from
the date of the unfavorable termi-
nation.

(2) Any subsequent confirmed posi-
tive drug or alcohol test result, includ-
ing during an assessment or treatment
period, must result in the denial of au-
thorization for a minimum of 5 years
from the date of denial.

(f) Paragraph (e) of this section does
not apply to the misuse of prescription
and over-the-counter drugs, except if
the MRO determines that misuse of the
prescription or over-the-counter drug
represents substance abuse. Sanctions
for misuse of prescription and over-the-
counter drugs must be sufficient to
deter misuse of those substances.

(g) For individuals whose authoriza-
tion was denied for 5 years under para-
graphs (c), (d), (e)(2), or (f) of this sec-
tion, any subsequent violation of the
drug and alcohol provisions of an FFD
policy must immediately result in per-
manent denial of authorization.

(h) A licensee or other entity may
not terminate an individual’s author-
ization and may not subject the indi-
vidual to other administrative action
based solely on a positive test result
from any initial drug test, other than
positive initial test results for mari-
juana or cocaine metabolites from a
specimen that is reported to be wvalid
on the basis of either validity screen-
ing or initial wvalidity testing per-
formed at a licensee testing facility,
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unless other evidence, including infor-
mation obtained under the process set
forth in §26.189, indicates that the indi-
vidual is impaired or might otherwise
pose a safety hazard. The licensee or
other entity may not terminate an in-
dividual’s authorization or subject an
individual to any other administrative
action under this section based on the
results of validity screening or initial
validity testing performed at a licensee
testing facility indicating that a speci-
men is of questionable validity.

(i) With respect to positive initial
drug test results from a licensee test-
ing facility for marijuana and cocaine
metabolites from a valid specimen, li-
censee testing facility personnel may
inform licensee or other entity man-
agement of the positive initial drug
test result and the specific drugs or
metabolites identified, and licensees or
other entities may administratively
withdraw the donor’s authorization or
take lesser administrative actions
against the donor, provided that the li-
censee or other entity complies with
the following conditions:

(1) For the drug for which action will
be taken, at least 85 percent of the
specimens that were determined to be
positive as a result of initial drug tests
at the licensee testing facility during
the past 12-month data reporting pe-
riod submitted to the NRC under
§26.717 were subsequently reported as
positive by the HHS-certified labora-
tory as the result of confirmatory test-
ing;

(2) There is no loss of compensation
or benefits to the donor during the pe-
riod of temporary administrative ac-
tion;

(3) Immediately on receipt of a nega-
tive report from the HHS-certified lab-
oratory or MRO, any matter that could
link the donor to the temporary ad-
ministrative action is eliminated from
the donor’s personnel record and other
records; and

(4) Licensees and other entities may
not disclose the temporary administra-
tive action against an individual whose
initial drug test result is not subse-
quently confirmed by the MRO as a
violation of the FFD policy in response
to a suitable inquiry conducted under
the provisions of §26.63, a background
investigation conducted under the pro-
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visions of this chapter, or to any other
inquiry or investigation.

(i) To ensure that no records are re-
tained, access to the system of files
and records must be provided to per-
sonnel who are conducting reviews, in-
quiries into allegations, or audits
under the provisions of §26.41, and to
NRC inspectors.

(ii) The licensee or other entity shall
provide the donor with a written state-
ment that the records specified in
§§26.713 and 26.715 have not been re-
tained with respect to the temporary
administrative action and shall inform
the donor in writing that the tem-
porary administrative action that was
taken will not be disclosed and need
not be disclosed by the individual in re-
sponse to requests for self-disclosure of
potentially disqualifying FFD informa-
tion.

§26.77 Management actions regarding
possible impairment.

(a) This section defines management
actions that licensees and other enti-
ties who are subject to this subpart
must take when an individual who is
subject to this subpart shows indica-
tions that he or she may not be fit to
safely and competently perform his or
her duties.

(b) If an individual appears to be im-
paired or the individual’s fitness is
questionable, except as permitted
under §§26.27(c)(3), 26.207, and 26.209, the
licensee or other entity shall take im-
mediate action to prevent the indi-
vidual from performing the duties that
require him or her to be subject to this
subpart.

(1) If an observed behavior or phys-
ical condition creates a reasonable sus-
picion of possible substance abuse, the
licensee or other entity shall perform
drug and alcohol testing. The results
must be negative before the individual
returns to performing the duties that
require the individual to be subject to
this subpart. However, if the physical
condition is the smell of alcohol with
no other behavioral or physical indica-
tions of impairment, then only an alco-
hol test is required and the results
must be negative before the individual
returns to performing his or her duties.

(2) If a licensee or C/V who is subject
to subpart I of this part is certain that
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the observed behavior or physical con-
dition is the result solely of fatigue,
the licensee or C/V shall ensure that a
fatigue assessment is conducted under
§26.211. If the results of the fatigue as-
sessment confirm that the observed be-
havior or physical condition is the re-
sult solely of fatigue, the licensee or C/
V need not perform drug and alcohol
tests or implement the determination
of fitness process otherwise required by
§26.189.

(3) For other indications of possible
impairment that do not create a rea-
sonable suspicion of substance abuse
(or fatigue, in the case of licensees and
C/Vs who are subject to subpart I of
this part), the licensee or other entity
may permit the individual to return to
performing his or her duties only after
the impairing or questionable condi-
tions are resolved and a determination
of fitness indicates that the individual
is fit to safely and competently per-
form his or her duties.

(c) If a licensee or other entity has a
reasonable belief that an NRC em-
ployee or NRC contractor may be
under the influence of any substance,
or is otherwise unfit for duty, the li-
censee or other entity may not deny
access but shall escort the individual.
In any such instance, the licensee or
other entity shall immediately notify
the appropriate Regional Adminis-
trator by telephone, followed by writ-
ten notification (e.g., e-mail or fax) to
document the oral notification. If the
Regional Administrator cannot be
reached, the licensee or other entity
shall notify the NRC Operations Cen-
ter.

Subpart E—Collecting Specimens
for Testing

§26.81 Purpose and applicability.

This subpart contains requirements
for collecting specimens for drug test-
ing and conducting alcohol tests by or
on behalf of the licensees and other en-
tities in §26.3(a) through (d) for the
categories of individuals specified in
§26.4(a) through (d) and (g). At the dis-
cretion of a licensee or other entity in
§26.3(c), specimen collections and alco-
hol tests must be conducted either
under this subpart for the individuals
specified in §26.4(e) and (f) or the li-

§26.85

censee or other entity may rely on
specimen collections and alcohol tests
conducted under the requirements of 49
CFR Part 40 for the individuals speci-
fied in §26.4(e) and (f). The require-
ments of this subpart do not apply to
specimen collections and alcohol tests
that are conducted under the require-
ments of 49 CFR Part 40, as permitted
in this paragraph and under §§26.4(j)
and 26.31(b)(2) and Subpart K.

§26.83 Specimens to be collected.

Except as permitted under
§26.31(d)(b), licensees and other entities
who are subject to this subpart shall—

(a) Collect either breath or oral
fluids for initial tests for alcohol.
Breath must be collected for confirm-
atory tests for alcohol; and

(b) Collect only urine specimens for
both initial and confirmatory tests for
drugs, unless the licensee or other enti-
ty establishes through its policy and
procedures that an oral fluid specimen
can be collected and tested for any of
the observed specimen collection con-
ditions under §26.115(a)(1) through (3)
and (5). For each observed collection
condition under §26.115(a)(1) through
(3) and (b), the licensee or other entity
shall always collect and test the same
specimen type.

[78 FR 17176, Mar. 31, 2008, as amended at 87
FR 71456, Nov. 22, 2022]

§26.85 Collector qualifications and re-
sponsibilities.

(a) Collector qualifications. Each col-
lector shall be knowledgeable of the re-
quirements of this part and the FFD
policy and procedures of the licensee or
other entity for whom collections are
performed, and shall keep current on
any changes to the collection proce-
dures for each specimen the individual
is qualified to collect under this part.
Each collector shall receive qualifica-
tion training that meets the require-
ments of this paragraph and dem-
onstrate proficiency in applying the re-
quirements of this paragraph before
serving as a collector. At a minimum,
qualification training must provide in-
struction on the following subjects:

(1) All steps necessary to complete a
collection correctly and the proper
completion and transmission of the
Federal CCF;
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(2) Methods to address ‘‘problem’”
collections, including, but not limited
to:

(i) Inability to provide a specimen
(e.g., ‘‘shy bladder” for a urine speci-
men, ‘‘shy lung’’ for a breath specimen,
dry mouth for an oral fluid specimen);
and

(ii) Attempts to tamper with a speci-
men;

(3) Operation of the particular speci-
men collection or alcohol testing de-
vice(s) (e.g., alcohol screening device
(ASD), EBT, oral fluid) to be used, con-
sistent with the most recent version of
the manufacturers’ instructions;

(4) How to correct problems in collec-
tions; and

(5) The collector’s responsibility for
maintaining the integrity of the speci-
men collection process, carefully en-
suring the modesty and privacy of the
donor, and avoiding any conduct or re-
marks that might be construed as
accusatorial or otherwise offensive or
inappropriate, and the specimen trans-
fer process, if applicable.

(b) Alternative collectors. A medical
professional, technologist, or techni-
cian may serve as a collector without
meeting the collector qualification re-
quirements in paragraphs (a) or (b) of
this section, as applicable, only if all of
the following conditions are met:

(1) A collector who meets the require-
ments of paragraph (a) of this section
cannot reasonably be made available at
the time the collection must occur;

(2) The individual is not employed by
the licensee’s or other entity’s FFD
program and his or her normal work-
place is not at the licensee’s or other
entity’s facility;

(3) The individual does not routinely
provide FFD program services to the li-
censee or other entity;

(4) The individual is licensed or oth-
erwise approved to practice in the ju-
risdiction in which the collection oc-
curs; and

(6) The individual is provided with
detailed, clearly-illustrated, written
instructions for collecting specimens
under this subpart and follows those
instructions.

(c) Personnel available to testify at pro-
ceedings. The licensee or other entity
shall ensure that qualified collection
site personnel, when required, are
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available to testify in an administra-
tive or disciplinary proceeding against
an individual when that proceeding is
based on positive drug or alcohol test
results or adulterated or substituted
test results from specimens collected
by or under contract to the licensee or
other entity.

(d) Files. Collection site personnel
files must include each individual’s re-
sume of training and experience; cer-
tification or license, if any; references;
job descriptions; records of perform-
ance evaluations and advancement; in-
cident reports, if any; results of tests
to establish employee competency for
the position he or she holds, including,
but not limited to, certification that
collectors are proficient in admin-
istering alcohol tests consistent with
the most recent manufacturer’s in-
structions for the instruments and de-
vices used; and appropriate data to sup-
port determinations of honesty and in-
tegrity conducted under §26.31(b).

[78 FR 17176, Mar. 31, 2008, as amended at 87
FR 71456, Nov. 22, 2022]

§26.87 Collection sites.

(a) Bach FFD program must have one
or more designated collection sites
that have all necessary personnel, ma-
terials, equipment, facilities, and su-
pervision to collect specimens for drug
testing and to perform alcohol testing.
Each collection site must provide for
the collection, security, temporary
storage, and shipping or transportation
of specimens to a drug testing labora-
tory; the testing of specimens for alco-
hol; the security of specimen collection
and testing devices; and test results. A
properly equipped mobile facility that
meets the requirements of this section
is an acceptable collection site.

(b) Visual privacy must be provided
to the donor and collector when view-
ing alcohol test results and during the
collection of an oral fluid specimen for
drug testing. The donor must be pro-
vided with individual privacy while
submitting a urine specimen, except if
a directly observed urine specimen col-
lection is required. Unauthorized per-
sonnel may not be present for the spec-
imen collection.

(c) Contracts for collection site serv-
ices must permit representatives of the
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NRC, licensee, or other entity to con-
duct unannounced inspections and au-
dits and to obtain all information and
documentation that is reasonably rel-
evant to the inspections and audits.

(d) Licensees and other entities shall
take the following measures to prevent
unauthorized access to the collection
site that could compromise the integ-
rity of the collection process or the
specimens.

(1) Unauthorized personnel may not
be permitted in any part of the des-
ignated collection site where speci-
mens are collected or stored;

(2) A designated collection site must
be secure. If a collection site is dedi-
cated solely to specimen collection, it
must be secure at all times. Methods of
assuring security may include, but are
not limited to, physical measures to
control access, such as locked doors,
alarms, or visual monitoring of the col-
lection site when it is not occupied;
and

(3) If a collection site cannot be dedi-
cated solely to collecting specimens,
the portion of the facility that is used
for specimen collection must be se-
cured and, during the time period dur-
ing which a specimen is being col-
lected, a sign must be posted to indi-
cate that access is permitted only for
authorized personnel.

(e) The following steps must be taken
to deter the dilution and adulteration
of urine specimens at the collection
site:

(1) Agents that color any source of
standing water in the stall or room in
which the donor will provide a speci-
men, including, but not limited to, the
toilet bowl or tank, must be placed in
the source of standing water, so that
the reservoirs of water are neither yel-
low nor colorless;

(2) There must be no other source of
water (e.g., no shower or sink) in the
enclosure where urination occurs, or
the source of water must be rendered
unusable; and

(3) Chemicals or products that could
be used to contaminate or otherwise
alter the specimen must be removed
from the collection site or secured. The
collector shall inspect the enclosure in
which urination will occur before each
collection to ensure that no materials
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are available that could be used to sub-
vert the testing process.

(f) In the exceptional event that a
designated collection site is inacces-
sible and there is an immediate re-
quirement to collect a specimen for
drug testing, including, but not limited
to, an event investigation, then the li-
censee or other entity may use a public
rest room, onsite rest room, or hospital
examining room according to the fol-
lowing procedures:

(1) The facility must be secured by
visual inspection to ensure that no un-
authorized persons are present, and
that undetected access (e.g., through a
rear door not in the view of the col-
lector) is impossible. Security during
the collection may be maintained by
restricting access to collection mate-
rials and specimens. In the case of a
public rest room, a sign must be posted
or an individual assigned to ensure
that no unauthorized personnel are
present during the entire collection
procedure to avoid embarrassment of
the donor and distraction of the col-
lector.

(2) If practical when a urine specimen
is to be collected, a water coloring
agent that meets the requirements of
§26.87(e)(1) must be placed in the toilet
bowl to be used by the donor and in any
other accessible source of standing
water, including, but not limited to,
the toilet tank. The collector shall in-
struct the donor not to flush the toilet.

(3) A collector of the same gender as
the donor shall accompany the donor
into the area that will be used for a
urine specimen collection , but remain
outside of the stall, if it is a multi-
stalled rest room, or outside of the
door to the room, if it is a single rest
room, in which the donor will provide
the specimen. If a collector of the same
gender is not available, the collector
shall select a same-gender person to
accompany the donor. This person
shall be instructed on the collection
procedures specified in this subpart and
his or her identity must be documented
on the Federal CCF.

(4) Once the collector has possession
of the specimen, if the specimen is
urine, the collector shall inspect the
toilet bowl and area to ensure that
there is no evidence of a subversion at-
tempt and shall then flush the toilet,
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and for any specimen collected for drug
testing, the collector shall instruct the
donor to participate with the collector
in completing the chain of custody pro-
cedures.

(5) If it is impractical to maintain
continuous physical security of a col-
lection site from the time a specimen
for drug testing is presented until the
sealed container is transferred for ship-
ment, the specimen must remain under
the direct control of an individual who
is authorized by the licensee or other
entity until the specimen is prepared
for transfer, storage, or shipping, as re-
quired by §26.117. The authorized indi-
vidual shall be instructed on his or her
responsibilities for maintaining cus-
tody and control of the specimen and
his or her custody of the specimen
must be documented on the Federal
CCF .

[78 FR 17176, Mar. 31, 2008, as amended at 87
FR 71457, Nov. 22, 2022]

§26.89 Preparing to collect specimens
for testing.

(a) When an individual has been noti-
fied of a requirement for testing and
does not appear at the collection site
within the time period specified by
FFD program procedures, the collector
shall inform FFD program manage-
ment that the individual has not re-
ported for testing. FFD program man-
agement shall ensure that the nec-
essary steps are taken to determine
whether the individual’s undue tardi-
ness or failure to appear for testing
constitutes a violation of the licensee’s
or other entity’s FFD policy. If FFD
program management determines that
the undue tardiness or failure to report
for testing represents an attempt to
subvert the testing process, the 1li-
censee or other entity shall impose on
the individual the sanctions in
§26.75(b). If FFD program management
determines that the undue tardiness or
failure to report does not represent a
subversion attempt, the licensee or
other entity may not impose sanctions
but shall ensure that the individual is
tested at the earliest reasonable and
practical opportunity after locating
the individual.

(b) Donors shall provide acceptable
identification before testing.
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(1) Acceptable identification includes
photo-identification issued by a 1li-
censee or other entity who is subject to
this part, or by the Federal, State, or
local government. Licensees and other
entities may not accept faxes or photo-
copies of identification.

(2) If the donor cannot produce ac-
ceptable identification before any test-
ing that is required under this part
other than pre-access testing, the col-
lector shall proceed with the test and
immediately inform FFD program
management that the donor did not
present acceptable identification.
When so informed, FFD program man-
agement shall contact the individual’s
supervisor to verify in-person the indi-
vidual’s identity, or, if the supervisor
is not available, take other steps to es-
tablish the individual’s identity and
determine whether the lack of identi-
fication was an attempt to subvert the
testing process. The donor may not
leave the collection site except under
supervision until his or her identity
has been established.

(3) If the donor is scheduled for pre-
access testing and cannot produce ac-
ceptable identification, the collector
may not proceed with the collection,
and shall inform FFD program man-
agement that the individual did not
present acceptable identification.
When so informed, FFD program man-
agement will take the necessary steps
to determine whether the lack of iden-
tification was an attempt to subvert
the testing process.

(4) The collector shall explain the
testing procedure to the donor, show
the donor the form(s) to be used, and
ask the donor to sign a consent-to-test-
ing form. The donor may not be re-
quired to list prescription medications
or over-the-counter preparations that
he or she has recently used.

(¢c) The collector shall inform the
donor that, if the donor refuses to co-
operate in the specimen collection
process (including, but not limited to,
behaving in a confrontational manner
that disrupts the testing process; ad-
mitting to the collector that he or she
adulterated, diluted, or substituted the
specimen; is found to have a device,
such as a prosthetic appliance, the pur-
pose of which is to interfere with pro-
viding an actual urine specimen; or
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leaving the collection site before all of
the collection procedures are com-
pleted), it will be considered a refusal
to test, and sanctions for subverting
the testing process will be imposed
under §26.75(b). If the donor refuses to
cooperate in the collection procedures,
the collector shall inform FFD pro-
gram management to obtain guidance
on the actions to be taken.

(d) In order to promote the security
of specimens, avoid distraction of the
collector, and ensure against any con-
fusion in the identification of speci-
mens, a collector shall conduct only
one collection procedure at any given
time, except as described in
§26.109(b)(1). For the collection of spec-
imen(s) for drug testing, the collection
procedure is complete when the speci-
men container has been sealed with a
tamper-evident seal, the seal has been
dated and initialed, and the Federal
CCF has been completed or when a re-
fusal to test has been determined.

[73 FR 17176, Mar. 31, 2008, as amended at 87
FR 71457, Nov. 22, 2022]

§26.91 Acceptable devices for con-
ducting initial and confirmatory
tests for alcohol and methods of
use.

(a) Acceptable alcohol screening de-
vices. Alcohol screening devices (ASDs),
including devices that test specimens
of oral fluids or breath, must be ap-
proved by the National Highway Traf-
fic Safety Administration (NHTSA)
and listed in the most current version
of NHTSA’s Conforming Products List
(CPL) for such devices. An ASD that is
listed in the NHTSA CPL may be used
only for initial tests for alcohol, and
may not be used for confirmatory
tests.

(b) Acceptable evidential breath testing
devices. Evidential breath testing de-
vices listed in the NHTSA CPL for evi-
dential devices that meet the require-
ments of paragraph (c) of this section
must be used to conduct confirmatory
alcohol tests, and may be used to con-
duct initial alcohol tests. Note that,
among the devices listed in the CPL for
EBTSs, only those devices listed without
an asterisk (*¥*) may be used for con-
firmatory alcohol testing under this
subpart.

§26.91

(c) EBT capabilities. An EBT that is
listed in the NHTSA CPL for evidential
devices that has the following capabili-
ties may be used for conducting initial
alcohol tests and must be used for con-
firmatory alcohol tests under this sub-
part:

(1) Provides a printed result of each
breath test;

(2) Assigns a unique number to each
completed test, which the collector and
donor can read before each test and
which is printed on each copy of the
test result;

(3) Prints, on each copy of the test
result, the manufacturer’s name for
the device, its serial number, and the
time of the test;

(4) Distinguishes alcohol from ace-
tone at the 0.02 alcohol concentration
level;

(5) Tests an air blank; and

(6) Permits performance of an exter-
nal calibration check.

(d) Quality assurance and quality con-
trol of ASDs. (1) Licensees and other en-
tities shall implement the most recent
version of the quality assurance plan
submitted to NHTSA for any ASD that
is used for initial alcohol testing.

(2) Licensees and other entities may
not use an ASD that fails the specified
quality control checks or that has
passed its expiration date.

(3) For ASDs that test breath speci-
mens and meet EBT requirements for
confirmatory testing, licensees and
other entities shall also follow the de-
vice use and care requirements speci-
fied in paragraph (e) of this section.

(e) Quality assurance and quality con-
trol of EBTs. (1) Licensees and other en-
tities shall implement the most recent
version of the manufacturer’s instruc-
tions for the use and care of the EBT
consistently with the quality assur-
ance plan submitted to NHTSA for the
EBT, including performing external
calibration checks no less frequently
than at the intervals specified in the
manufacturer’s instructions.

(2) When conducting external calibra-
tion checks, licensees and other enti-
ties shall use only calibration devices
appearing on NHTSA’s CPL for ‘‘Cali-
brating Units for Breath Alcohol
Tests.”
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(3) If an EBT fails an external check
of calibration, the licensee or other en-
tity shall take the EBT out of service.
The EBT may not be used again for al-
cohol testing under this subpart until
it is repaired and passes an external
calibration check.

(4) In order to ensure that confirmed
positive alcohol test results are derived
from an EBT that is calibrated, the li-
censee or other entity shall implement
one of the following procedures:

(i) If an EBT fails any external check
of calibration, cancel every confirmed
positive test result that was obtained
using the EBT from any tests that were
conducted after the EBT passed the
last external calibration check; or

(ii) After every confirmed positive
test result obtained from using an
EBT, conduct an external check of
calibration of the EBT in the presence
of the donor. If the EBT fails the exter-
nal calibration check, cancel the do-
nor’s test result and conduct another
initial and confirmatory test on a dif-
ferent EBT as soon as practicable.

(5) Inspection, maintenance, and cali-
bration of the EBT must be performed
by its manufacturer or a maintenance
representative or other individual who
is certified either by the manufacturer
or by a State health agency or other
appropriate State agency.

§26.93 Preparing for alcohol testing.

(a) Immediately before collecting a
specimen for alcohol testing, the col-
lector shall—

(1) Ask the donor whether he or she,
in the past 15 minutes, has had any-
thing to eat or drink, belched, or put
anything into his or her mouth (includ-
ing, but not limited to, a cigarette,
breath mint, or chewing gum), and in-
struct the donor that he or she should
avoid these activities during the col-
lection process;

(2) If the donor states that he or she
has not engaged in the activities listed
in paragraph (a)(1) of this section, alco-
hol testing may proceed;

(3) If the donor states that he or she
has engaged in any of the activities
listed in paragraph (a)(1) of this sec-
tion, inform the donor that a 15-minute
waiting period is necessary to prevent
an accumulation of mouth alcohol
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from leading to an artificially high
reading;

(4) Explain that it is to the donor’s
benefit to avoid the activities listed in
paragraph (a)(1) of this section during
the collection process;

(5) Explain that the initial and con-
firmatory tests, if a confirmatory test
is necessary, will be conducted at the
end of the waiting period, even if the
donor has not followed the instruc-
tions; and

(6) Document that the instructions
were communicated to the donor.

(b) With the exception of the 15-
minute waiting period, if necessary,
the collector shall begin for-cause alco-
hol and/or drug testing as soon as rea-
sonably practical after the decision is
made that for-cause testing is required.
When for-cause alcohol testing is re-
quired, alcohol testing may not be de-
layed by collecting a specimen for drug
testing.

§26.95 Conducting an initial test for
alcohol using a breath specimen.

(a) The collector shall perform the
initial breath test as soon as practical
after the donor indicates that he or she
has not engaged in the activities listed
in §26.93(a)(1) or after the 15-minute
waiting period has elapsed, if required.

(b) To perform the initial test, the
collector shall—

(1) Select, or allow the donor to se-
lect, an individually wrapped or sealed
mouthpiece from the testing materials;

(2) Open the individually wrapped or
sealed mouthpiece in view of the donor
and insert it into the device as required
by the manufacturer’s instructions;

(3) Instruct the donor to blow stead-
ily and forcefully into the mouthpiece
for at least 6 seconds or until the de-
vice indicates that an adequate amount
of breath has been obtained;

(4) Show the donor the displayed or
printed test result; and

(5) Ensure that the test result record
can be associated with the donor and is
maintained secure.

(c) Unless problems in administering
the breath test require an additional
collection, only one breath specimen
may be collected for the initial test. If
an additional collection(s) is required,
the collector shall rely on the test re-
sult from the first successful collection
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to determine the need for confirmatory
testing.

§26.97 Collecting oral fluid specimens
for alcohol and drug testing.

(a) To perform the initial specimen
collection, the collector shall—

(1) Check the expiration date on the
device and show it to the donor (the de-
vice may not be used after its expira-
tion date);

(2) Open an individually wrapped or
sealed package containing the device
in the presence of the donor;

(3) Offer the donor the choice of using
the device or having the collector use
it. If the donor chooses to use it, in-
struct the donor to insert the device
into his or her mouth and use it in the
manner described by the device’s man-
ufacturer;

(4) If the donor chooses not to use the
device, or in all cases when a new spec-
imen collection is necessary because
the device failed to activate, insert the
device into the donor’s mouth, and
gather oral fluids in the manner de-
scribed by the device’s manufacturer
(wear single-use examination or simi-
lar gloves while doing so and change
them following each specimen collec-
tion); and

(5) When the device is removed from
the donor’s mouth, follow the manufac-
turer’s instructions regarding nec-
essary next steps to ensure that the de-
vice has activated.

(b) If the steps in paragraph (a) of
this section could not be completed
successfully (e.g., the device breaks,
the device is dropped on the floor, the
device fails to activate), the collector
shall—

(1) Discard the device and conduct a
new specimen collection using a new
device. The new device must be one
that has been under the collector’s con-
trol before the specimen collection;

(2) Record the reason for the new
specimen collection;

(3) Offer the donor the choice of using
the device or having the collector use
it unless the donor, in the opinion of
the collector, was responsible for the
new specimen collection needing to be
conducted. If the collector concludes
that the donor was responsible, then
the collector shall use the device to
conduct the specimen collection; and
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(4) Repeat the procedures in para-
graph (a) of this section.

(c) If the second collection attempt
in paragraph (b) of this section could
not be completed, the collector shall—

(1) End the collection of oral fluids
and document the reason(s) that the
collection could not be completed; and

(2) Immediately conduct another
specimen collection (i.e., initial test
using an EBT for alcohol, or urine
specimen collection for drug testing).

(d) For alcohol testing of oral fluids,
the collector shall read the result dis-
played on the device no sooner than
the device’s manufacturer instructs. In
all cases, the collector shall read the
result within 15 minutes of the test.
The collector shall then show the de-
vice and its reading to the donor,
record the result, and record that an
ASD was used.

(e) Devices, swabs, gloves, and other
materials used in collecting oral fluids
may not be re-used.

[73 FR 17176, Mar. 31, 2008, as amended at 87
FR 71457, Nov. 22, 2022]

§26.99 Determining the need for a con-
firmatory test for alcohol.

(a) If the initial test result is less
than 0.02 percent BAC, the collector
shall declare the test result as nega-
tive.

(b) If the initial test result is 0.02 per-
cent BAC or higher, the collector shall
ensure that the time at which the test
was concluded (i.e., the time at which
the test result was known) is recorded
and inform the donor that a confirm-
atory test for alcohol is required.

§26.101 Conducting a
test for alcohol.

confirmatory

(a) The confirmatory test must begin
as soon as possible, but no more than 30
minutes after the conclusion of the ini-
tial test.

(b) To complete the confirmatory
test, the collector shall—

(1) In the presence of the donor, con-
duct an air blank on the EBT before be-
ginning the confirmatory test and
show the result to the donor;

(2) Verify that the reading is 0.00. If
the reading is 0.00, the test may pro-
ceed. If not, then conduct another air
blank;
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(3) If the reading on the second air
blank is 0.00, the test may proceed. If
the reading is greater than 0.00, take
the EBT out of service and proceed
with the test using another EBT. If an
EBT is taken out of service for this
reason, the EBT may not be used for
further testing until it is found to be
within tolerance limits on an external
check of calibration;

(4) Open an individually wrapped or
sealed mouthpiece in view of the donor
and insert it into the device as required
by the manufacturer’s instructions;

(5) Read the unique test number dis-
played on the EBT, and ensure that the
donor reads the same number;

(6) Instruct the donor to blow stead-
ily and forcefully into the mouthpiece
for at least 6 seconds or until the de-
vice indicates that an adequate amount
of breath has been obtained; and

(7) Show the donor the result dis-
played on or printed by the EBT,
record the result, and document the
time at which the confirmatory test re-
sult was known.

(c) Unless there are problems in ad-
ministering the breath test that re-
quire an additional collection, the col-
lector shall collect only one breath
specimen for the confirmatory test. If
an additional collection(s) is required
because of problems in administering
the breath test, the collector shall rely
on the breath specimen from the first
successful collection to determine the
confirmatory test result. Collection
procedures may not require collectors
to calculate an average or otherwise
combine results from two or more
breath specimens to determine the con-
firmatory test result.

(d) If an EBT that meets the require-
ments of §26.91(b) and (c¢c) was used for
the initial alcohol test, the same EBT
may be used for confirmatory testing.

§26.103 Determining a confirmed posi-
tive test result for alcohol.

(a) A confirmed positive test result
for alcohol must be declared under any
of the following conditions:

(1) When the result of the confirm-
atory test for alcohol is 0.04 percent
BAC or higher;

(2) When the result of the confirm-
atory test for alcohol is 0.03 percent
BAC or higher and the donor had been
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in a work status for at least 1 hour at
the time the initial test was concluded
(including any breaks for rest, lunch,
dental/doctor appointments, etc.); or

(3) When the result of the confirm-
atory test for alcohol is 0.02 percent
BAC or higher and the donor had been
in a work status for at least 2 hours at
the time the initial test was concluded
(including any breaks for rest, lunch,
dental/doctor appointments, etc.).

(b) When the result of the confirm-
atory test for alcohol is equal to or
greater than 0.01 percent BAC but less
than 0.02 percent BAC and the donor
has been in a work status for 3 hours or
more at the time the initial test was
concluded (including any breaks for
rest, lunch, dental/doctor appoint-
ments, etc.), the collector shall declare
the test result as negative and inform
FFD program management. The 1li-
censee or other entity shall prohibit
the donor from performing any duties
that require the individual to be sub-
ject to this subpart and may not return
the individual to performing such du-
ties until a determination of fitness in-
dicates that the donor is fit to safely
and competently perform his or her du-
ties.

§26.105 Preparing for the collection of
a specimen for drug testing.

(a) The collector shall ask the donor
to remove any unnecessary outer gar-
ments, such as a coat or jacket, which
might conceal items or substances that
the donor could use to tamper with or
adulterate his or her specimen. The
collector shall ensure that all personal
belongings such as a purse or briefcase
remain with the outer garments out-
side of the room or stall in which the
specimen is collected. The donor may
retain his or her wallet.

(b) The collector shall also ask the
donor to empty his or her pockets and
display the items in them to enable the
collector to identify items that the
donor could use to adulterate or sub-
stitute his or her urine specimen. The
donor shall permit the collector to
make this observation. If the donor re-
fuses to show the collector the items in
his or her pockets, this is considered a
refusal to test. If an item is found that
appears to have been brought to the
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collection site with the intent to adul-
terate or substitute the specimen, the
collector shall contact the MRO or
FFD program manager to determine
whether a directly observed collection
is required. If the item appears to have
been inadvertently brought to the col-
lection site, the collector shall secure
the item and continue with the normal
collection procedure. If the collector
identifies nothing that the donor could
use to adulterate or substitute the
specimen, the donor may place the
items back into his or her pockets.

(c) The collector shall instruct the
donor to wash and dry his or her hands
before providing a specimen.

(d) After washing his or her hands,
the donor shall remain in the presence
of the collector and may not have ac-
cess to any water fountain, faucet,
soap dispenser, cleaning agent, or other
materials that he or she could use to
adulterate the specimen.

(e) The collector may select, or allow
the donor to select, an individually
wrapped or sealed urine specimen col-
lection container from the collection
kit materials or an oral fluid specimen
collection device. Either the collector
or the donor, with both present, shall
unwrap or break the seal of the urine
specimen collection container. With
the exception of the collection con-
tainer, the donor may not take any-
thing from the collection kit into the
room or stall used for urination.

[73 FR 17176, Mar. 31, 2008, as amended at 87
FR 71457, Nov. 22, 2022]

§26.107 Collecting a urine specimen.

(a) The collector shall direct the
donor to go into the room or stall used
for urination, provide a specimen of the
quantity that has been predetermined
by the licensee or other entity, as de-
fined in §26.109(a), not flush the toilet,
and return with the specimen as soon
as the donor has completed the void.

(1) The donor shall provide his or her
urine specimen in the privacy of a
room, stall, or otherwise partitioned
area (private area) that allows for indi-
vidual privacy, except if a directly ob-
served collection is required, as de-
scribed in §26.115;

(2) Except in the case of a directly
observed collection, no one may go
with the donor into the room or stall

§26.107

in which the donor will provide his or
her specimen; and

(3) The collector may set a reason-
able time limit for voiding.

(b)(1) The collector shall pay careful
attention to the donor during the en-
tire collection process, except as pro-
vided in §26.109(b)(1), to observe any
conduct that indicates an attempt to
subvert the testing process (e.g., tam-
pering with a specimen; having a sub-
stitute urine specimen in plain view;
attempting to bring an adulterant,
urine substitute, heating element, and/
or temperature measurement device
into the room, stall, or private area
used for urination). If any such conduct
is detected, the collector shall docu-
ment a description of the conduct on
the Federal CCF or through another
documentation method consistent with
the collection procedures of the li-
censee or other entity, and contact
FFD program management to deter-
mine whether a directly observed col-
lection is required, as described in
§26.115.

(2) If a hydration monitor is used to
observe a donor during the §26.109(b)(1)
hydration process, this individual shall
immediately inform the collector of
any donor conduct that may indicate
an attempt to subvert the testing proc-
ess (e.g., donor leaves the collection
site, donor refuses to follow instruc-
tions).

(c) After the donor has provided the
urine specimen and submitted it to the
collector, the donor shall be permitted
to wash his or her hands. The collector
shall inspect the toilet bowl and room
or stall in which the donor voided to
identify any evidence of a subversion
attempt, and then flush the toilet.

(d) If a refusal to test is determined
at any point during the specimen col-
lection process, the collector shall do
the following:

(1) Inform the donor that a refusal to
test has been determined;

(2) Terminate the collection process;

(3) Document a description of the re-
fusal to test on the Federal CCF or
through another documentation meth-
od consistent with the collection proce-
dures of the licensee or other entity;
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(4) Discard any urine specimen(s) pro-
vided by the donor, unless the speci-
men was collected for a post-event test
under §26.31(c)(3); and

(5) Immediately inform the FFD pro-
gram manager.

[73 FR 17176, Mar. 31, 2008, as amended at 87
FR 71457, Nov. 22, 2022]

§26.109 Urine specimen quantity.

(a) Licensees and other entities who
are subject to this subpart shall estab-
lish a predetermined quantity of urine
that donors are requested to provide
when submitting a specimen. At a min-
imum, the predetermined quantity
must include 30 milliliters (mL) to en-
sure that a sufficient quantity of urine
is available for initial and confirm-
atory validity and drug tests at an
HHS-certified laboratory, and for re-
testing of an aliquot of the specimen if
requested by the donor under §26.165(b).
The licensee’s or other entity’s pre-
determined quantity may include more
than 30 mL, if the testing program fol-
lows split specimen procedures, tests
for additional drugs, or performs initial
testing at a licensee testing facility.
Where collected specimens are to be
split under the provisions of this sub-
part, the predetermined quantity must
include an additional 15 mL.

(b) If the quantity of urine in the
first specimen provided by the donor is
less than 30 mL, the collector shall
take the following steps:

(1) The collector shall encourage the
donor to drink a reasonable amount of
liquid (normally, 8 ounces of water
every 30 minutes, but not to exceed a
maximum of 40 ounces over 3 hours)
until the donor provides a specimen of
at least 30 mL. Alternatively, as speci-
fied in the licensee’s or other entity’s
FFD program procedures, the collector
may assign responsibility for moni-
toring a donor during the hydration
process to another collector who meets
the requirements in §26.85(a) or to a
hydration monitor. If another collector
or hydration monitor is used, the col-
lector:

(i) Shall explain the hydration proc-
ess and acceptable donor behavior to
the hydration monitor;

(ii) Shall record the name of the
other collector or hydration monitor
on the Federal CCF; and
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(iii) May perform other collections
while the donor is in the hydration
process;

(2) The collector shall provide the
donor with a separate collection con-
tainer for each successive specimen.
Once the donor provides a specimen of
at least 30 mL, the collection must end.
If the specimen quantity is at least 30
mL but is less than the licensee’s or
other entity’s predetermined quantity,
the licensee or other entity may not
require the donor to provide additional
specimens and may not impose any
sanctions on the donor. If the donor
provides a specimen of 30 mL or more,
but the specimen quantity is less than
the predetermined quantity, the col-
lector shall forward the specimen to
the HHS-certified laboratory for test-
ing. If the donor provides a specimen of
at least the predetermined quantity,
the specimen may be processed under
the FFD program’s usual testing proce-
dures;

(3) If the donor has not provided a
specimen of at least 30 mL within 3
hours of the first unsuccessful attempt
to provide a specimen of the predeter-
mined quantity, the collector shall dis-
continue the collection and notify the
FFD program manager or MRO to ini-
tiate the ‘‘shy bladder’ procedures in
§26.119; and

(4) Neither the donor nor the col-
lector may combine specimens. The
collector shall discard specimens of
less than 30 mL, except if there is rea-
son to believe that the donor has di-
luted, adulterated, substituted, or oth-
erwise tampered with the specimen,
based on the collector’s observations of
the donor’s behavior during the collec-
tion process or the specimen’s charac-
teristics, as specified in §26.111. If the
collector has a reason to believe that a
specimen that is 15 mL or more, but
less than 30 mL, has been diluted, adul-
terated, substituted, or altered, the
collector shall prepare the suspect
specimen for shipping to the HHS-cer-
tified laboratory and contact FFD pro-
gram management to determine wheth-
er a directly observed collection is re-
quired, as described in §26.115.

[73 FR 17176, Mar. 31, 2008, as amended at 87
FR 71458, Nov. 22, 2022]
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§26.111 Checking the acceptability of
the urine specimen.

(a) Immediately after the donor pro-
vides the urine specimen to the col-
lector, including specimens of less than
30 mL but equal to or greater than 15
mL, the collector shall measure the
temperature of the specimen. The tem-
perature-measuring device used must
accurately reflect the temperature of
the specimen and not contaminate the
specimen. The time from urination to
temperature measurement may not ex-
ceed 4 minutes. If the temperature of a
urine specimen is outside the range of
90 °F to 100 °F (32 °C to 38 °C), that is
a reason to believe the donor may have
altered (e.g., adulterated or diluted) or
substituted the specimen.

(b) Immediately after the donor pro-
vides a urine specimen, including speci-
mens of less than 30 mL but equal to or
greater than 15 mL, the collector shall
also inspect the specimen to determine
its color and clarity and look for any
signs of contaminants or adulteration.
The collector shall note any unusual
findings on the Federal CCF or through
another documentation method con-
sistent with the collection procedures
of the licensee or other entity.

(c) If there is reason to believe that
the donor may have attempted to di-
lute, substitute, or adulterate the spec-
imen based on specimen temperature
or other observations made during the
collection, the collector shall contact
the FFD program manager, who may
consult with the MRO, to determine
whether the donor has attempted to
subvert the testing process or whether
other circumstances may explain the
observations. The FFD program man-
ager or MRO may require the donor to
provide a second specimen as soon as
possible under direct observation. In
addition, the collector shall inform the
donor that he or she may volunteer to
submit a second specimen under direct
observation to counter the reason to
believe the donor may have altered
(e.g., adulterated or diluted) or sub-
stituted the specimen.

(d) Any specimen of 15 mL or more
that the collector suspects has been di-
luted, substituted, or adulterated, and
any specimen of 15 mL or more that
has been collected under direct obser-
vation under paragraph (c) of this sec-

§26.113

tion, must be sent directly to the HHS-
certified laboratory for initial and, if
required, confirmatory testing, and
may not be subject to initial testing at
a licensee testing facility.

(e) As much of the suspect specimen
as possible must be preserved, except
under the conditions described in
§26.107(d)(4).

[738 FR 17176, Mar. 31, 2008, as amended at 87
FR 71458, Nov. 22, 2022]

§26.113 Splitting the urine specimen.

(a) Licensees and other entities may,
but are not required to, use split-speci-
men methods of collection.

(b) If the urine specimen is to be split
into two specimen bottles, hereinafter
referred to as Bottle A and Bottle B,
the collector shall take the following
steps:

(1) The collector shall instruct the
donor to urinate into a specimen con-
tainer;

(2) The collector, in the presence of
the donor and after determining speci-
men temperature as described in
§26.111(a), shall split the urine speci-
men. The collector shall pour 30 mL of
urine into Bottle A and a minimum of
15 mL of urine into Bottle B. If the
quantity of urine available for Bottle B
is less than 15 mL, the collector shall
pour the remaining urine into Bottle B
and forward the specimens in Bottles A
and B to the HHS-certified laboratory
for drug and validity testing; and

(3) The collector shall ask the donor
to observe the splitting of the urine
specimen and to maintain visual con-
tact with both specimen bottles until
the Federal CCF(s) for both specimens
are completed, the specimens are
sealed, and the specimens and form(s)
are prepared for secure storage or ship-
ping.

(c) Licensees and other entities may
use aliquots of the specimen collected
for validity screening and initial valid-
ity and drug testing at the licensee
testing facility, as permitted under
§26.31(d)(3)(ii), or to test for additional
drugs, as permitted under
§26.31(d)(1)(i)(A), but only if sufficient
urine is available for this testing after
the specimen has been split into Bottle
A and Bottle B.
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§26.115 Collecting a wurine specimen
under direct observation.

(a) Procedures for collecting urine
specimens must provide for the donor’s
privacy unless directed by this subpart
or the MRO or FFD program manager
determines that a directly observed
collection is warranted. The following
circumstances constitute the exclusive
grounds for performing a directly ob-
served collection:

(1) The donor has presented, at this
or a previous collection, a urine speci-
men that the HHS-certified laboratory
reported as being substituted, adulter-
ated, or invalid to the MRO and the
MRO reported to the licensee or other
entity that there is no adequate med-
ical explanation for the result;

(2) The donor has presented, at this
collection, a urine specimen that falls
outside the required temperature
range;

(3) The collector, or the hydration
monitor if one is used as permitted in
§26.109(b)(1), observes conduct by the
donor indicating an attempt to subvert
the testing process;

(4) A directly observed collection is
required under §26.69; or

(5) The donor requests a retest and
either Bottle B or the single specimen
is not available due to circumstances
outside of the donor’s control, as de-
scribed in §26.165(f)(2).

(b) Before collecting a urine speci-
men under direct observation, the col-
lector shall obtain the agreement of
the FFD program manager or MRO to
obtain a urine specimen under direct
observation. After obtaining agree-
ment, the collector shall ensure that a
specimen is collected under direct ob-
servation as soon as reasonably prac-
ticable.

(c) The collector shall explain to the
donor the reason for direct observation
of the collection under paragraph (a) of
this section.

(d) The collector shall complete a
new Federal CCF for the specimen that
is obtained from the directly observed
collection. The collector shall record
that the collection was observed and
the reason(s) for the directly observed
collection on the form.

(e) The collector shall ensure that
the observer is the same gender as the
donor. A person of the opposite gender
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may not act as the observer under any
conditions. The observer may be a dif-
ferent person from the collector and
need not be a qualified collector. If the
observer is not a qualified collector,
the collector shall, in the presence of
the donor, instruct the observer on the
collection procedures in paragraph (f)
of this section before proceeding with
the directly observed collection.

(f) The individual who observes the
collection shall follow these proce-
dures:

(1) The observer shall instruct the
donor to adjust his or her clothing to
ensure that the area of the donor’s
body between the waist and knees is
exposed;

(2) The observer shall watch the
donor urinate into the collection con-
tainer. Specifically, the observer shall
watch the urine go from the donor’s
body into the collection container. A
reflective mirror may be used to assist
in observing the provision of the speci-
men only if the physical configuration
of the room, stall, or private area used
for urination is not sufficient to meet
this direct observation requirement;
the use of a video camera to assist in
the observation process is not per-
mitted;

(3) If the observer is not the col-
lector, the observer may not touch or
handle the collection container but
shall maintain visual contact with the
specimen until the donor hands the col-
lection container to the collector; and

(4) If the observer is not the col-
lector, the collector shall record the
observer’s name on the Federal CCF.

(g) If a donor declines to allow a di-
rectly observed collection that is re-
quired or permitted under this section,
the donor’s refusal constitutes an act
to subvert the testing process, and the
collector shall follow the procedures in
§26.107(d).

(h) If a collector learns that a di-
rectly observed collection should have
been performed but was not, the col-
lector shall inform the FFD program
manager, or his or her designee. The
FFD program manager or designee
shall ensure that a directly observed
collection is immediately performed.

[78 FR 17176, Mar. 31, 2008, as amended at 87
FR 71458, Nov. 22, 2022]
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§26.117 Preparing drug testing speci-
mens for storage and shipping.

(a) Once the collector is presented
with the specimen from the donor, both
the donor and the collector shall keep
the donor’s specimen(s) in view at all
times before the specimen(s) are sealed
and labeled. If any specimen or aliquot
is transferred to another container, the
collector shall ask the donor to observe
the transfer and sealing of the con-
tainer with a tamper-evident seal.

(b) Both the collector and the donor
shall be present (at the same time) dur-
ing the procedures outlined in this sec-
tion.

(c) The collector shall place an iden-
tification label securely on each con-
tainer. The label must contain the
date, the donor’s specimen number, and
any other identifying information pro-
vided or required by the FFD program.
The collector shall also apply a tam-
per-evident seal on each container if it
is separate from the label. The speci-
men bottle must be securely sealed to
prevent undetected tampering.

(d) The donor shall initial the identi-
fication label(s) on the specimen bot-
tle(s) for the purpose of certifying that
the specimen was collected from him
or her. The collector shall also ask the
donor to read and sign a statement on
the Federal CCF certifying that the
specimen(s) identified as having been
collected from the donor is, in fact, the
specimen(s) that he or she provided.

(e) The collector shall complete the
Federal CCF(s) and shall certify proper
completion of the collection.

(f) The specimens and Federal CCFs
must be packaged for transfer to the
HHS-certified laboratory or to the li-
censee testing facility. If the speci-
mens are not immediately prepared for
transfer, they must be appropriately
safeguarded during temporary storage.

(g) While any part of the chain of
custody procedures is being performed,
the specimens and custody documents
must be under the control of the in-
volved collector, except as provided in
§26.109(b)(1)(ii) for the Federal CCF.
The collector may not leave the collec-
tion site during the interval between
presentation of the specimen by the
donor and securing of the specimens
with identifying labels bearing the do-
nor’s specimen identification numbers
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and seals initialed by the donor. If the
involved collector momentarily leaves
his or her workstation, the sealed
specimens and Federal CCFs must be
secured or taken with him or her. If
the collector is leaving for an extended
period of time, the specimens must be
packaged for transfer to the HHS-cer-
tified laboratory or the licensee testing
facility and secured before the col-
lector leaves the collection site.

(h) The specimen(s) sealed in a ship-
ping container must be immediately
transferred, appropriately safeguarded
during temporary storage, or Kkept
under the personal control of an au-
thorized individual until transferred.
These minimum procedures apply to
the transfer of specimens to licensee
testing facilities from collection sites
(except where co-located) as well as to
the shipping of specimens to HHS-cer-
tified laboratories. As an option, li-
censees and other entities may ship
several specimens via courier in a
locked or sealed shipping container.

(i) Collection site personnel shall en-
sure that a Federal CCF is packaged
with its associated specimen bottle.
Unless a collection site and a licensee
testing facility are co-located, the
sealed and labeled specimen bottles,
with their associated Federal CCFs
that are being transferred from the col-
lection site to the drug testing labora-
tory must be placed in a second, tam-
per-evident shipping container. The
second container must be designed to
minimize the possibility of damage to
the specimen during shipment (e.g.,
specimen boxes, shipping bags, padded
mailers, or bulk insulated shipping
containers with that capability), so
that the contents of the shipping con-
tainers are no longer accessible with-
out breaking a tamper-evident seal.

(j) Collection site personnel shall ar-
range to transfer the collected speci-
mens to the HHS-certified laboratory
or the licensee testing facility. Licens-
ees and other entities shall take appro-
priate and prudent actions to minimize
false negative results from specimen
degradation. Urine specimens that
have not shipped to the HHS-certified
laboratory or the licensee testing facil-
ity within 24 hours of collection and
any urine specimen that is suspected of
having been substituted, adulterated,
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or tampered with in any way must be
maintained cooled to not more than 6
°C (42.8 °F) until they are shipped to
the HHS-certified laboratory. Oral
fluid specimens shall be stored under
the conditions specified by the oral
fluid specimen collection device manu-
facturer. Specimens must be shipped
from the collection site to the HHS-
certified laboratory or the licensee
testing facility as soon as reasonably
practical but, except under unusual cir-
cumstances, the time between speci-
men shipment and receipt of the speci-
men at the licensee testing facility or
HHS-certified laboratory should not
exceed 2 business days.

(k) Couriers, express carriers, and
postal service personnel do not have di-
rect access to the Federal CCFs or the
specimen bottles. Therefore, there is no
requirement that such personnel docu-
ment chain of custody on the Federal
CCF's during transit. Custody account-
ability of the shipping containers dur-
ing shipment must be maintained by a
tracking system provided by the cou-
rier, express carrier, or postal service.

[73 FR 17176, Mar. 31, 2008, as amended at 87
FR 71458, Nov. 22, 2022]

§26.119 Determining “shy” bladder.

(a) When a donor has not provided a
specimen of at least 30 mL within the
3 hours permitted for urine collection,
FFD program personnel shall direct
the donor to obtain, within 5 business
days, an evaluation from a licensed
physician who is acceptable to the
MRO and has expertise in the medical
issues raised by the donor’s failure to
provide a sufficient specimen. The
MRO may perform this evaluation if
the MRO has the appropriate expertise.

(b) If another physician will perform
the evaluation, the MRO shall provide
the other physician with the following
information and instructions:

(1) The donor was required to take a
drug test, but was unable to provide a
sufficient quantity of urine to com-
plete the test;

(2) The potential consequences of re-
fusing to take the required drug test;
and

(3) The physician must agree to fol-
low the requirements of paragraphs (c)
through (f) of this section.
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(c) The physician who conducts this
evaluation shall make one of the fol-
lowing determinations:

(1) A medical condition has, or with a
high degree of probability could have,
precluded the donor from providing a
sufficient amount of urine; or

(2) There is an inadequate basis for
determining that a medical condition
has, or with a high degree of prob-
ability could have, precluded the donor
from providing a sufficient quantity of
urine.

(d) For purposes of this section, a
medical condition includes an ascer-
tainable physiological condition (e.g., a
urinary system dysfunction) or a medi-
cally documented pre-existing psycho-
logical disorder, but does not include
unsupported assertions of ‘‘situational
anxiety’ or dehydration.

(e) The physician who conducts this
evaluation shall provide a written
statement of his or her determination
and the basis for it to the MRO. This
statement may not include detailed in-
formation on the donor’s medical con-
dition beyond what is necessary to ex-
plain the determination.

(f) If the physician who conducts this
evaluation determines that the donor’s
medical condition is a serious and per-
manent or long-term disability that is
highly likely to prevent the donor from
providing a sufficient amount of urine
for a very long or indefinite period of
time, the physician shall set forth this
determination and the reasons for it in
the written statement to the MRO.

(g) The MRO shall seriously consider
and assess the information provided by
the physician in deciding whether the
donor has a medical condition that has,
or with a high degree of probability
could have, precluded the donor from
providing a sufficient amount of urine,
as follows:

(1) If the MRO concurs with the phy-
sician’s determination, then the MRO
shall declare that the donor has not
violated the FFD policy and the Ili-
censee or other entity shall take no
further action with respect to the
donor;

(2) If the MRO determines that the
medical condition has not, or with a
high degree of probability could not
have, precluded the donor from pro-
viding a sufficient amount of urine,
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then the MRO shall declare that there
has been a refusal to test; or

(3) If the MRO determines that the
medical condition is highly likely to
prevent the donor from providing a suf-
ficient amount of urine for a very long
or indefinite period of time, then the
MRO shall authorize an alternative
evaluation process, tailored to the indi-
vidual case, for drug testing.

Subpart F—Licensee Testing
Facilities

§26.121 Purpose.

This subpart contains requirements
for facilities that are operated by li-
censees and other entities who are sub-
ject to this part to perform initial tests
of urine specimens for validity, drugs,
and drug metabolites.

§26.123 Testing facility capabilities.

Each licensee testing facility shall
have the capability, at the same prem-
ises, to perform either validity screen-
ing tests or initial validity tests or
both, and initial drug tests for each
drug and drug metabolite for which
testing is conducted.

§26.125 Licensee testing facility per-
sonnel.

(a) EBEach licensee testing facility
shall have one or more individuals who
are responsible for day-to-day oper-
ations and supervision of the testing
technicians. The designated indi-
vidual(s) shall have at least a bach-
elor’s degree in the chemical or bio-
logical sciences, medical technology,
or equivalent. He or she shall also have
training and experience in the theory
and practice of the procedures used in
the licensee testing facility, and a
thorough understanding of quality con-
trol practices and procedures, the re-
view, interpretation, and reporting of
test results, and proper remedial ac-
tions to be taken in response to detec-
tion of abnormal test or quality con-
trol results.

(b) Other technicians or non-tech-
nical staff shall have the necessary
training and skills for their assigned
tasks. Technicians who perform urine
specimen testing shall have docu-
mented proficiency in operating the

§26.127

testing instruments and devices used
at the licensee testing facility.

(c) Licensee testing facility per-
sonnel files must include each individ-
ual’s resume of training and experi-
ence; certification or license, if any;
references; job descriptions; records of
performance evaluations and advance-
ment; incident reports, if any; results
of tests that establish employee com-
petency for the position he or she
holds, including, but not limited to,
certification that personnel are pro-
ficient in conducting testing in accord-
ance with manufacturer’s most recent
instructions for the instruments and
devices used and tests for color blind-
ness; and appropriate data to support
determinations of honesty and integ-
rity required by this part.

§26.127 Procedures.

(a) Licensee testing facilities shall
develop, implement, and maintain
clear and well-documented procedures
for accession, shipment, and testing of
urine specimens.

(b) Written chain of custody proce-
dures must describe the methods to be
used to maintain control and account-
ability of specimens from receipt
through completion of testing and re-
porting of results, during storage and
shipping to the HHS-certified labora-
tory, and continuing until final dis-
position of the specimens.

(c) Licensee testing facilities shall
develop, implement, and maintain
written standard operating procedures
for each assay performed for drug and
specimen validity testing. If a licensee
testing facility performs validity
screening tests, the licensee testing fa-
cility shall develop, implement, and
maintain written standard operating
procedures for each test. The proce-
dures must include, but are not limited
to, detailed descriptions of—

(1) The principles of each test;

(2) Preparation of reagents,
ards, and controls;

(3) Calibration procedures;

(4) Derivation of results;

(5) Linearity of the methods;

(6) Sensitivity of the methods;

(7) Cutoff values;

(8) Mechanisms for reporting results;

(9) Controls;

stand-
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(10) Criteria for unacceptable speci-
mens and results;

(11) Reagents and expiration dates;
and

(12) References.

(d) Licensee testing facilities shall
develop, implement, and maintain
written procedures for instrument and
test setup and normal operation, in-
cluding the following:

(1) A schedule for checking critical
operating characteristics for all instru-
ments and validity screening tests;

(2) Tolerance limits for acceptable
function checks; and

(3) Instructions for major trouble-
shooting and repair.

(e) Licensee testing facilities shall
develop, implement, and maintain
written procedures for remedial actions
to be taken when systems, and instru-
mented and non-instrumented tests are
out of acceptable limits or errors are
detected. Each facility shall maintain
documentation that these procedures
are followed and that all necessary cor-
rective actions are taken. In addition,
each facility shall have systems in
place to verify all stages of testing and
reporting and to document the
verification.

§26.129 Assuring specimen security,
chain of custody, and preservation.

(a) EBEach licensee testing facility
must be secure at all times. Each li-
censee or other entity shall have suffi-
cient security measures in place to
control access to the licensee testing
facility and to ensure that no unau-
thorized personnel handle specimens or
gain access to the licensee testing fa-
cility’s processes or areas where
records are stored. Access to these se-
cured areas must be limited to specifi-
cally authorized individuals whose au-
thorization is documented. All author-
ized visitors and maintenance and serv-
ice personnel shall be escorted at all
times while in the licensee testing fa-
cility.

(b) When specimens are received, li-
censee testing facility personnel shall
inspect each package for evidence of
possible tampering and shall compare
information on the specimen con-
tainers within each package to the in-
formation on the accompanying Fed-
eral CCFs. Licensee testing facility
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personnel shall attempt to resolve any
discrepancies identified in the informa-
tion on specimen bottles or on the ac-
companying Federal CCFs. When re-
solving any discrepancies, licensee
testing facility personnel shall obtain a
memorandum for the record from the
specimen collector involved in the dis-
crepancy to document correction of the
discrepancy. This memorandum must
accompany the specimen(s) and Fed-
eral CCFs to the HHS-certified labora-
tory if the specimen(s) must be trans-
ferred.

(1) Indications of tampering with
specimens in transit from the collec-
tion site, or at a licensee testing facil-
ity, must be reported to senior licensee
or other entity management as soon as
practical and no later than 8 hours
after the indications are identified. In
response to a report, licensee or other
entity management personnel shall ini-
tiate an investigation to determine
whether tampering has occurred.

(i) If the investigation determines
that tampering has occurred, licensee
or other entity management shall en-
sure that corrective actions are taken.

(ii) If there is reason to believe that
the integrity or identity of a specimen
is in question (as a result of tampering
or discrepancies between the informa-
tion on the specimen bottle and on the
accompanying Federal CCFs that can-
not be resolved), the licensee testing
facility shall reject the specimen for
testing. The licensee or other entity
shall ensure that another collection oc-
curs as soon as reasonably practical,
except if a split specimen collection
was performed, either the Bottle A or
Bottle B seal remains intact, and the
intact specimen contains at least 15
mL of urine. In this instance, the 1li-
censee testing facility shall forward
the intact specimen for testing to the
HHS-certified laboratory and may not
conduct any testing at the licensee
testing facility.

(2) The following are exclusive
grounds requiring the MRO to cancel
the testing of a donor’s urine specimen
and report a cancelled test result to
the licensee or other entity:

(i) The Federal CCF does not contain
information to identify the specimen
collector and the collection site cannot
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provide conclusive evidence of the col-
lector’s identity;

(ii) The identification numbers on
the specimen bottle seal(s) do not
match the identification numbers on
the Federal CCF;

(iii) A specimen bottle seal is broken
or shows evidence of tampering and an
intact specimen, as specified in para-
graph (b)(1)(ii) of this section, does not
exist;

(iv) The specimen appears to have
leaked out of its sealed bottle and
there is less than 15 mL remaining, and
an intact specimen, as specified in
paragraph (b)(1)(ii) of this section, does
not exist; or

(v) As required under §26.165(f)(2).

(c) The licensee testing facility shall
retain specimen containers within the
testing facility’s accession area until
all analyses have been completed. Test-
ing facility personnel shall use aliquots
of the specimen and licensee testing fa-
cility chain of custody forms, or other
appropriate methods of tracking ali-
quot custody and control, when con-
ducting validity screening and initial
validity and drug tests. The original
specimen bottles and the original Fed-
eral CCFs must remain in secure stor-
age. Licensee testing facility personnel
may discard specimens and aliquots as
soon as practical after validity screen-
ing or initial validity tests have dem-
onstrated that the specimen appears
valid and initial test results for drugs
and drug metabolites are negative.

(d) The licensee testing facility’s pro-
cedure for tracking custody and con-
trol of specimens and aliquots must
protect the identity of the donor, and
provide documentation of the testing
process and transfers of custody of the
specimen and aliquots. Each time a
specimen or aliquot is handled or
transferred within the licensee testing
facility, testing facility personnel shall
document the date and purpose and
every individual in the chain of cus-
tody must be identified.

(e) Urine specimens identified as
positive or of questionable validity at a
licensee testing facility must be
shipped to an HHS-certified laboratory
for testing as soon as reasonably prac-
tical.

(f) Licensee testing facility personnel
shall take appropriate and prudent ac-
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tions to minimize false negative re-
sults from specimen degradation. If va-
lidity screening or initial validity test-
ing indicate that the specimen is of
questionable validity, or initial drug
test results are positive, or if a speci-
men has not been tested within 24
hours of receipt at the licensee testing
facility, then the facility shall main-
tain the specimen cooled to not more
than 6 °C (42.8 °F') until it is forwarded
to the HHS-certified laboratory for fur-
ther testing, if required. Split speci-
mens in Bottle B that are associated
with positive specimens or specimens
of questionable validity in Bottle A
must also be maintained cooled (as pre-
viously specified) until test results
from the HHS-certified laboratory are
known to be negative for Bottle A;
until the MRO informs the licensee
testing facility that Bottle B must be
forwarded to an HHS-certified labora-
tory for testing; or until the specimen
is moved to long-term, frozen storage,
under §26.135(c).

(g) Licensee testing facility per-
sonnel shall ensure that the original
Federal CCF is packaged with its asso-
ciated urine specimen bottle. Sealed
and labeled specimen bottles, with
their associated Federal CCFs, being
transferred from the licensee testing
facility to the HHS-certified labora-
tory must be placed in a second, tam-
per-evident shipping container de-
signed to minimize the possibility of
damage to the specimen during ship-
ment (e.g., specimen boxes, padded
mailers, or bulk insulated shipping
containers with that capability) so
that the contents of the shipping con-
tainers are no longer accessible with-
out breaking a tamper-evident seal.

(h) Couriers, express carriers, and
postal service personnel do not have di-
rect access to the Federal CCFs or the
specimen bottles. Therefore, such per-
sonnel are not required to document
chain of custody on the Federal CCFs
during transit. Custody accountability
of the shipping containers during ship-
ment must be maintained by a track-
ing system provided by the courier, ex-
press carrier, or postal service.

[78 FR 17176, Mar. 31, 2008, as amended at 87
FR 71459, Nov. 22, 2022]
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§26.131 Cutoff levels for validity
screening and initial validity tests.

(a) Each validity test result from the
licensee testing facility must be based
on performing either a validity screen-
ing test or an initial validity test, or
both, on one or more aliquots of a
urine specimen. The licensee testing
facility shall forward any specimen
that yields a questionable validity
screening or initial validity test result
to the HHS-certified laboratory for fur-
ther testing. Licensee testing facilities
need not perform validity screening
tests before conducting initial validity
tests of a specimen.

(b) At a minimum, the licensee test-
ing facility shall test each urine speci-
men for creatinine, pH, and one or
more oxidizing adulterants. Licensees
and other entities may not specify
more stringent cutoff levels for valid-
ity screening and initial validity tests
than those specified in this section. If
tests or observations indicate one or
more of the following from either a va-
lidity screening test or an initial valid-
ity test, the licensee testing facility
shall forward the specimen to the HHS-
certified laboratory for additional test-
ing:

(1) Creatinine is less than 20 milli-
grams (mg) per deciliter (dL);

(2) The pH of the specimen is either
less than 4.5 or equal to or greater than
9, using either a colorimetric pH test
with a dynamic range of 2 to 12 or pH
meter that is capable of measuring pH
to one decimal place (for initial valid-
ity tests), or colorimetric pH tests,
dipsticks, and pH paper (for pH validity
screening tests) that have a narrow dy-
namic range;

(3) Nitrite or other oxidant con-
centration is equal to or greater than
200 micrograms (mcg) per mL or equal
to or greater than 200 mcg/mL nitrite-
equivalents using either a nitrite col-
orimetric test or a general oxidant col-
orimetric test;

(4) The possible presence of an oxi-
dizing adulterant (e.g., chromium (VI),
pyridine (pyridinium chlorochromate))
is determined using either a general
oxidant colorimetric test (with a cutoff
equal to or greater than 50 mcg/mL
chromium (VI)-equivalents) or a chro-
mium (VI) colorimetric test (chromium
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(VI) concentration equal to or greater
than 50 mcg/mL);

(5) The possible presence of halogen
(e.g., bleach, iodine, fluoride) is deter-
mined using a general oxidant colori-
metric test (with a cutoff equal to or
greater than 200 mcg/mL nitrite-
equivalents or equal to or greater than
50 mcg/mL chromium (VI)-equivalents),
a halogen colorimetric test (halogen
concentration equal to or greater than
the limit of detection (LLOD)), or the
odor of the specimen;

(6) The possible presence of
glutaraldehyde is determined using ei-
ther an aldehyde test (aldehyde
present) or the characteristic
immunoassay response is observed on
one or more drug immunoassay tests;

(7) The possible presence of a surfac-
tant is determined by using a surfac-
tant colorimetric test with a cutoff
equal to or greater than 100 mcg/mL
dodecylbenzene sulfonate-equivalent or
a foam/shake test; or

(8) The specimen shows evidence of
adulterants, including, but not limited
to, the following:

(i) Abnormal physical characteris-
tics;

(ii) Reactions or responses char-
acteristic of an adulterant obtained
during the validity screening or initial
test; or

(iii) A possible unidentified inter-
fering substance or adulterant, dem-
onstrated by interference occurring on
the immunoassay drug tests on two
separate aliquots (i.e., valid
immunoassay drug test results cannot
be obtained).

§26.133 Cutoff levels for drugs and
drug metabolites.

Subject to the provisions of
§26.31(d)(3)(iii), licensees and other en-
tities may specify more stringent cut-
off levels for drugs and drug metabo-
lites than those in Table 1 to §26.133
and, in such cases, may report initial
test results for only the more stringent
cutoff levels. Otherwise, the following
cutoff levels must be used for initial
testing of urine specimens to deter-
mine whether they are negative or
positive for the indicated drugs and
drug metabolites:
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TABLE 1 TO §26.133—URINE, INITIAL TEST
CUTOFF LEVELS FOR DRUGS AND DRUG ME-
TABOLITES

Cutoff level
Drugs or drug metabolites [nanograms
(ng)/mL]

Marijuana metabolites ...........c.c....... 50
Cocaine metabolites .............ccocu..... 150
Opioids:

Codeine/Morphine ' .................. 2,000

Hydrocodone/Hydromorphone 300

Oxycodone/Oxymorphone ....... 100

6-acetylmorphine (6—AM) . 10
Phencyclidine (PCP) ......ccccoovecvennene 25
Amphetamines: 2

AMP/MAMP 3 ..o 500

MDMA 4/MDAS ... 500

1Morphine is the target analyte for codeine/mor-
phine testing.

2Either a single initial test kit or multiple initial test
kits may be used provided the single test kit detects
each target analyte independently at the specified
cutoff.

3 Methamphetamine (MAMP) is the target analyte
for amphetamine (AMP)/MAMP testing.

4 Methylenedioxymethamphetamine.

5Methylenedioxyamphetamine.

[87 FR 71459, Nov. 22, 2022]

§26.135 Split specimens.

(a) If the FFD program follows split-
specimen procedures, as described in
§26.113, the licensee testing facility
shall analyze aliquots of the specimen
for the licensee’s or other entity’s pur-
poses as described in this part. Except
as provided in paragraph (b) in this sec-
tion, the licensee testing facility shall
store Bottles A and B of the specimen
in a secure manner until the facility
has finished testing. If the initial va-
lidity and drug test results are nega-
tive and the specimen in Bottle A will
not be forwarded to the HHS-certified
laboratory, the licensee testing facility
may discard both Bottle A and Bottle
B. If any test results are positive or in-
dicate that the specimen is of question-
able validity, the licensee testing facil-
ity shall forward Bottle A to the HHS-
certified laboratory for testing and
shall retain Bottle B in secure storage,
under the requirements of §26.159(i), or
may forward it to the HHS-certified
laboratory for storage.

(b) If the MRO confirms any positive,
adulterated, or substituted result for a
specimen in Bottle A, based on the re-
sults of confirmatory testing at an
HHS-certified laboratory, and the Ili-
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censee testing facility has elected to
retain Bottle B of the specimen, and
the donor requests testing of the speci-
men in Bottle B, as permitted under
§26.165(b), the MRO shall ensure that
Bottle B is forwarded to an HHS-cer-
tified laboratory other than the labora-
tory that tested the specimen in Bottle
A, under the procedures specified in
§26.165(b).

(c) If the MRO confirms that the
specimen in Bottle A is positive, adul-
terated, substituted, or invalid and the
donor does not request that Bottle B be
tested, the licensee or other entity
shall ensure that Bottle B is main-
tained in long-term frozen storage (—20
°C (—4 °F) or less) for a minimum of 1
year. If a licensee testing facility
elects to retain the specimen in Bottle
B, rather than forwarding it to the
HHS-certified laboratory with Bottle
A, the licensee testing facility shall en-
sure proper storage conditions in the
event of a prolonged power failure.
After the end of 1 year, the licensee or
other entity may discard Bottle B,
with the exception that the licensee
testing facility shall retain any speci-
mens under legal challenge, or as re-
quested by the NRC, until the specimen
is no longer needed.

[738 FR 17176, Mar. 31, 2008, as amended at 79
FR 66602, Nov. 10, 2014]

§26.137 Quality assurance and quality
control.

(a) Quality assurance program. Each li-
censee testing facility shall have a
quality assurance program that encom-
passes all aspects of the testing process
including, but not limited to, specimen
acquisition, chain of custody, security
and reporting of results, validity
screening (if validity screening tests
are performed), initial wvalidity and
drug testing, and validation of analyt-
ical procedures. Quality assurance pro-
cedures must be designed, imple-
mented, and reviewed to monitor the
conduct of each step of the process of
validity testing and testing for drugs
and drug metabolites.

(b) Performance testing and quality
control requirements for validity screening
tests. (1) Licensee testing facilities may
rely on validity screening tests to de-
termine the need for initial tests of
specimen validity either at the licensee
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testing facility or HHS-certified lab-
oratory. Licensees and other entities
shall ensure that the HHS-certified lab-
oratory is capable of conducting con-
firmatory testing for any adulterant
for which the licensee testing facility
conducts validity screening tests. Li-
censee testing facilities shall use only
validity screening tests that meet the
following criteria:

(i) Either the test, by lot number, has
been placed on the Substance Abuse
and Mental Health Services Adminis-
tration (SAMHSA) list of point-of-col-
lection tests that are approved for use
in the Federal Workplace Drug Testing
Program; or

(ii) Before using the test, the licensee
or other entity has ensured that the
validity screening test, by lot number,
effectively identifies specimens of
questionable validity by meeting the
following performance testing and
quality control requirements:

(A) The creatinine validity screening
test must use a 20 mg/dL cutoff con-
centration;

(B) A pH specimen validity screening
test must be able to determine if pH is
less than 4.5 and if pH is equal to or
greater than 9; and

(C) An oxidant validity screening test
must be able to determine if an oxidant
concentration is equal to or greater
than a 200 mcg/mL nitrite-equivalent
cutoff, and/or a chromium screening
test must be able to determine con-
centrations equal to or greater than a
50 mcg/mL chromium(VI)-equivalent
cutoff, and/or a halogen screening test
must be able to determine the halogen
concentration is equal to or greater
than the LOD. Licensees and other en-
tities who use validity screening tests
for additional adulterants shall estab-
lish performance testing requirements
to challenge the licensee testing facil-
ity and the HHS-certified laboratory
for the additional validity screening
test(s);

(D) The manufacturer has conducted
validation studies to document the va-
lidity screening test’s performance
characteristics around each applicable
cutoff specified in this section, using
performance testing samples that have
been formulated to challenge the valid-
ity screening test around the applica-
ble cutoffs. These validation studies
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must demonstrate the validity screen-
ing test’s ability to differentiate valid
samples from those of questionable va-
lidity and the performance of the valid-
ity screening test(s) around the appli-
cable cutoffs specified in this section;
and

(E) The licensee testing facility shall
submit three consecutive sets of per-
formance testing samples to the manu-
facturer, using performance testing
samples that have been formulated to
challenge the validity screening test
around the applicable cutoffs specified
in this paragraph and whose formula-
tion levels have been confirmed by an
HHS-certified laboratory. For example,
one set of performance testing samples
used to challenge a creatinine validity
screening test must include at least six
samples formulated at different con-
centrations ranging from 0 to 20 mg/dL.
A set of performance testing samples
used to challenge a pH validity screen-
ing test must include at least six sam-
ples formulated with different pH lev-
els that are equal to or less than 4.5,
and six samples formulated with dif-
ferent pH levels that are equal to or
greater than 9. And, a set of perform-
ance testing samples used to challenge
an oxidizing adulterant validity
screening test must include at least six
samples to challenge each validity
screening test used. The performance
testing samples for oxidizing
adulterants must contain nitrite and
other oxidizing adulterant concentra-
tions in a range of less than or equal to
a 200 mcg/mL nitrite-equivalent cutoff
to a 500 mcg/mL nitrite-equivalent cut-
off; chromium samples formulated in a
range less than or equal to a 50 mcg/mL
chromium(VI)-equivalent cutoff to 100
mcg/mL chromium(VI)-equivalent cut-
off; or halogen samples formulated in a
concentration at or near the LOD and
25 percent above the LOD. The results
of analyzing the three consecutive sets
of performance test samples for each
validity screening test (i.e., creatinine,
pH, nitrite and general oxidants, chro-
mium, or halogen) must demonstrate
that the validity screening test, by lot
number, correctly identified at least 90
percent of the total validity perform-
ance test challenges on each of three
sets of performance testing samples,
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and, for each individual specimen va-
lidity screening test, the test, by lot
number, correctly identified at least 90
percent of the validity performance
test challenges on each of three sets of
performance testing samples; and

(iii) After the licensee testing facil-
ity has placed a validity screening test
in service, the licensee or other entity
shall verify that the test, by lot num-
ber, remains on the SAMHSA-approved
list. Or, if the SAMHSA-approved list
is unavailable, the licensee or other en-
tity shall ensure that the test con-
tinues to identify specimens of ques-
tionable validity, as demonstrated by
documentation from the manufacturer
that a set of validity screening tests
from each lot in use by the licensee
testing facility correctly identified at
least 90 percent of the total validity
test challenges on a set of performance
testing samples, and, for each indi-
vidual specimen validity screening
test, that the test, by lot number, cor-
rectly identified at least 90 percent of
the validity test challenges. This per-
formance testing must be performed at
a nominal annual frequency after the
date on which the manufacturer com-
pleted the initial validation studies re-
quired under paragraph (b)(1)(ii)(D) of
this section. The performance testing
samples used must be formulated to
challenge the validity screening test
around the applicable cutoffs of this
subpart.

(2) In addition, licensee testing facil-
ity personnel who perform the validity
screening tests shall conduct quality
control testing of validity screening
tests as follows:

(i) At the beginning of any 8-hour pe-
riod during which the licensee testing
facility will perform validity screening
tests, licensee testing facility per-
sonnel shall test a minimum of one
quality control sample that is negative
for each specific validity test to be per-
formed (e.g., creatinine, pH, nitrites,
chromium) during the 8-hour period,
and one quality control sample that is
formulated to challenge the wvalidity
screening test(s) around the cutoffs
specified in this subpart for each spe-
cific validity test to be performed dur-
ing the 8-hour period. The results of
these quality control tests must be cor-
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rect before any donor specimens may
be tested.

(ii) After screening every ten donor
specimens during the 8-hour period, li-
censee testing facility personnel shall
also challenge each validity screening
test with at least one quality control
sample that is formulated to challenge
the validity screening test(s) around
the cutoffs specified in this subpart. If
fewer than ten donor specimens were
screened during the 8-hour period or
the number of donor specimens tested
exceeds a multiple of ten but is less
than the next multiple of ten (e.g., 24
donor specimens, 48 donor specimens),
licensee testing facility personnel shall
challenge each validity screening test
at the end of the 8-hour period during
which the validity screening tests were
performed.

(3) The licensee testing facility shall
also submit at least one specimen out
of every ten donor specimens that test
negative using each validity screening
test that the licensee testing facility
uses to an HHS-certified laboratory as
part of the licensee testing facility’s
quality assurance program.

(4) Licensee testing facilities shall
store specimen validity tests as speci-
fied by the manufacturer’s instructions
and may not use such tests after the
manufacturer’s expiration date.

(c) Validity screening test results. If the
results of a validity screening test indi-
cate that the specimen is of question-
able validity, the licensee testing facil-
ity may either perform initial validity
testing or shall forward the specimen
to the HHS-certified laboratory for fur-
ther testing.

(d) Quality control requirements for per-
forming initial validity tests. Licensees
and other entities shall ensure that the
HHS-certified laboratory is capable of
conducting confirmatory testing for
any adulterant for which the licensee
testing facility conducts initial valid-
ity tests.

(1) Creatinine. Creatinine concentra-
tion must be measured to 1 decimal
place. The initial creatinine test must
have a control in the range of 3 to 20
mg/dL and a control in the range of 21
to 25 mg/dL.

(2) Requirements for performing ini-
tial pH tests are as follows:
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(i) Colorimetric pH tests must have a
dynamic range of 2 to 12 and pH meters
must be capable of measuring pH to
one decimal place.

(ii) An initial colorimetric pH test
must have the following calibrators
and controls:

(A) One calibrator at 3;

(B) One calibrator at 11;

(C) One control in the range of 2 to
2.8;

(D) One control in the range of 3.2 to
4;
(E) One control in the range of 4.5 to
9;

(F) One control in the range of 10 to
10.8; and

(G) One control in the range of 11.2 to
12.

(iii) If a pH screening test is not used,
an initial pH meter test must have the
following calibrators and controls:

(A) One calibrator at 4;

(B) One calibrator at 7;

(C) One calibrator at 10;

(D) One control in the range of 2 to
2.8;

(E) One control in the range of 3.2 to
4;

(F) One control in the range of 10 to
10.8; and

(G) One control in the range of 11.2 to
12.

(iv) If a pH screening test is used, an
initial pH meter test must have the fol-
lowing calibrators and controls when
the screening result indicates that the
pH is below the lower decision point in
use:

(A) One calibrator at 4;

(B) One calibrator at 7;

(C) One control in the range of 2 to
2.8; and

(D) One control in the range of 3.2 to
4.

(v) If a pH screening test is used, an
initial pH meter test must have the fol-
lowing calibrators and controls when
the screening test result indicates that
the pH is above the upper decision
point in use:

(A) One calibrator at 7;

(B) One calibrator at 10;

(C) One control in the range of 10 to
10.8; and

(D) One control in the range of 11.2 to
12.

(3) Oxidizing adulterants. Initial
tests for oxidizing adulterants must in-
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clude a calibrator at the appropriate
cutoff concentration for the compound
of interest, a control without the com-
pound of interest (i.e., a certified nega-
tive control), and a control with at
least one of the compounds of interest
at a measurable concentration. For ni-
trite, the licensee testing facility shall
have one control in the range of 200 to
400 mcg/mL, one control in the range of
500 to 626 mcg/mL, and a control with-
out nitrite (i.e., a certified negative
control).

(4) Other adulterants. Initial tests for
other adulterants must include an ap-
propriate calibrator, a control without
the compound of interest (i.e., a cer-
tified negative control), and a control
with the compound of interest at a
measurable concentration.

(5) Each analytical run performed to
conduct initial validity testing shall
include at least one quality control
sample.

(6) The licensee testing facility shall
also submit at least one specimen out
of every 10 donor specimens that test
negative on the initial validity tests
performed by the licensee testing facil-
ity to an HHS-certified laboratory as
part of the licensee testing facility’s
quality assurance program.

(e) Quality control requirements for ini-
tial drug tests. (1) Any initial drug test
performed by a licensee testing facility
must use an immunoassay that meets
the requirements of the Food and Drug
Administration for commercial dis-
tribution. Licensee testing facilities
may not use non-instrumented
immunoassay testing devices that are
pending HHS/SAMHSA review and ap-
proval for initial drug testing under
this part. In addition, licensees and
other entities may not take manage-
ment actions on the basis of any drug
test results obtained from non-instru-
mented devices that may be used for
validity screening tests.

(2) Licensee testing facilities shall
discard negative specimens or may
pool them for use in the licensee test-
ing facility’s internal quality control
program after certification by an HHS-
certified laboratory that the specimens
are negative and valid. Licensee test-
ing facilities may not retain any infor-
mation linking donors to specimens
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that are pooled for use in the internal
quality control program.

(3) Licensee testing facilities may
perform multiple initial drug tests for
the same drug or drug class, provided
that all tests meet the cutoffs and
quality control requirements of this
part. For example, a licensee testing
facility may use immunoassay tech-
nique ‘““A” for all drugs using the li-
censee’s or other entity’s cutoff levels,
but specimens testing positive for am-
phetamines may also be tested using
immunoassay technique ‘B’ to elimi-
nate any possible positives due to
structural analogues; or, a valid ana-
lytical result cannot be obtained using
immunoassay technique ‘“A” and
immunoassay technique ‘B’ is used in
an attempt to obtain a valid analytical
result.

(4) Licensee testing facilities need
not assess their false positive testing
rates for drugs, because all specimens
that test as positive on the initial tests
for drugs and drug metabolites must be
forwarded to an HHS-certified labora-
tory for initial and confirmatory test-
ing.

(6) To ensure that the rate of false
negative drug tests is kept to the min-
imum that the immunoassay tech-
nology supports, licensee testing facili-
ties shall submit to the HHS-certified
laboratory a minimum of 5 percent (or
at least one) of the donor specimens
screened as negative from every ana-
lytical run.

(6) A minimum of 10 percent of the
total specimens in each analytical run
of specimens to be initially tested for
drugs and drug metabolites by the li-
censee testing facility must be quality
control samples (i.e., calibrators and
controls), which the licensee testing fa-
cility shall use for internal quality
control purposes. (These samples are
not forwarded to the HHS-certified lab-
oratory for further testing, other than
for performance testing of the sam-
ples.) Licensee testing facilities shall
ensure that quality control samples
that are positive for each drug and
drug metabolite for which the FFD
program conducts testing are included
in at least one analytical run each cal-
endar quarter. The quality control
samples for each analytical run must
include—
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(i) At least one control certified by
an HHS-certified laboratory to contain
no drug or drug metabolite;

(ii) At least one positive control with
the drug or drug metabolite targeted at
25 percent above the cutoff;

(iii) At least one positive control
with the drug or drug metabolite tar-
geted at 75 percent of the cutoff;

(iv) A sufficient number of cali-
brators to ensure and document the
linearity of the assay method over
time in the concentration area of the
cutoff (after acceptable values are ob-
tained for the known calibrators, those
values will be used to calculate sample
data); and

(7) Licensee testing facilities shall
document the implementation of pro-
cedures to ensure that carryover does
not contaminate the testing of a do-
nor’s specimen.

(f) Errors in testing. Each licensee
testing facility shall investigate any
testing errors or unsatisfactory per-
formance discovered in the testing of
quality control samples, 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 adversely
reflect on the licensee testing facility’s
testing process.

(1) Whenever possible, the investiga-
tion must determine relevant facts and
identify the root cause(s) of the testing
Or process error.

(2) The licensee testing facility shall
take action to correct the cause(s) of
any errors or unsatisfactory perform-
ance that are within the licensee test-
ing facility’s control.

(3) If false negative results are ob-
tained in any analytical run from test-
ing the quality control samples speci-
fied in paragraphs (b), (d), and (e) of
this section at the licensee testing fa-
cility, the licensee testing facility
shall forward all donor specimens from
that analytical run to the HHS-cer-
tified laboratory for additional testing
and implement corrective actions be-
fore resuming testing of donor speci-
mens for the drug(s), drug metabo-
lite(s), adulterant(s), or other specimen
characteristics (i.e., creatinine, pH) as-
sociated with the quality control sam-
ple that yielded the false negative re-
sult(s).
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(4) If a donor specimen that yielded
negative validity or drug test results
at the licensee testing facility yields
positive, substituted, adulterated, or
invalid results after confirmatory test-
ing by the HHS-certified laboratory
under paragraphs (b)(3), (d)(6), or (e)(5)
of this section, the licensee or other
entity shall implement corrective ac-
tions before resuming testing of donor
specimens for the drug(s), drug metabo-
lite(s), adulterant(s), or other specimen
characteristics (i.e., creatinine, pH) as-
sociated with the donor specimen that
yielded the false negative result(s). In
addition to resolving any technical,
methodological, or administrative er-
rors in the licensee testing facility’s
testing process, the licensee or other
entity may re-collect and test speci-
mens from any donor whose test re-
sults from the licensee testing facility
may have been inaccurate.

(5) A record of the investigative find-
ings and the corrective actions taken,
where applicable, must be dated and
signed by the individuals who are re-
sponsible for the day-to-day manage-
ment of the licensee testing facility
and reported to appropriate levels of
management.

(g) Accuracy. Volumetric pipettes and
measuring devices must be certified for
accuracy or be checked by gravimetric,
colorimetric, or other verification pro-
cedure. Automatic pipettes and dilu-
tors must be checked for accuracy and
reproducibility before being placed in
service, and periodically thereafter.

(h) Calibrators and controls. Cali-
brators and controls must be prepared
using pure drug reference materials,
stock standard solutions obtained from
other laboratories, or standard solu-
tions that are obtained from commer-
cial manufacturers and are properly la-
beled as to content and concentration.
Calibrators and controls may not be
prepared from the same stock solution.
The standards and controls must be la-
beled with the following dates: when
received; when prepared or opened;
when placed in service; and when
scheduled for expiration.

[73 FR 17176, Mar. 31, 2008, as amended at 74
FR 38328, Aug. 3, 2009; 87 FR 71459, Nov. 22,
2022]
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§26.139 Reporting initial validity and
drug test results.

(a) The licensee testing facility shall
report as negative all specimens that
are valid on the basis of wvalidity
screening or initial validity tests, or
both, and are negative on the initial
tests for drugs and drug metabolites.
Except as permitted under §26.75(h),
positive test results from initial drug
tests at the licensee testing facility
may not be reported to licensee or
other entity management. In addition,
the licensee testing facility may not
report results from validity screening
or initial validity testing indicating
that a specimen is of questionable va-
lidity or positive initial drug test re-
sults from specimens that are of ques-
tionable validity.

(b) Except as provided in §§26.37 and
26.75(h), access to the results of initial
tests must be limited to the licensee
testing facility’s staff, the MRO and
MRO staff, the FFD program manager,
and, when appropriate, EAP staff and
the SAE.

(c) The licensee testing facility shall
provide qualified personnel, when re-
quired, to testify in an administrative
or disciplinary proceeding against an
individual when that proceeding is
based on urinalysis results reported by
the licensee testing facility.

(d) The licensee testing facility shall
prepare the information required for
the annual report to the NRC, as re-
quired in §26.717.

(e) The data in the annual report to
the NRC must be presented for either
the cutoff levels specified in this part,
or for more stringent cutoff levels, if
the FFD program uses more stringent
cutoff levels for drugs and drug me-
tabolites. If the FFD program tests for
drugs and drug metabolites that are
not specified in §26.31(d)(1), the sum-
mary must also include the number of
positive test results and the cutoff lev-
els used for those drugs and drug me-
tabolites.

(f) The designated FFD program offi-
cial shall use the available information
from the licensee testing facility’s va-
lidity and drug test results, the results
of quality control testing performed at
the licensee testing facility, and the
results from testing the quality control
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samples that the licensee testing facil-
ity submits to the HHS-certified lab-
oratory to evaluate continued testing
program effectiveness and detect any
local trends in drugs of abuse that may
require management action or FFD
program adjustments. FFD program
adjustments may include, but are not
limited to, training enhancements, pro-
cedure changes, the expansion of the
FFD program’s drug panel to include
additional drugs to be tested, or
changes in the types of assays, validity
screening tests, or instruments used.

Subpart G—Laboratories Certified
by the Departiment of Health
and Human Services

§26.151 Purpose.

This subpart contains requirements
for the HHS-certified laboratories that
licensees and other entities use to per-
form testing under this part.

[87 FR 71459, Nov. 22, 2022]

§26.153 Using certified
for testing specimens.

laboratories

(a) Licensees and other entities who
are subject to this part shall use only
HHS-certified laboratories as defined
in §26.5.

(b) HHS-certified laboratories shall
have the capability, at the same prem-
ises, to perform both initial and con-
firmatory tests for specimen validity
and for each drug and drug metabolite
for which the HHS-certified laboratory
provides services to the licensee or
other entity.

(c) An HHS-certified laboratory may
not subcontract and shall perform all
work with its own personnel and equip-
ment unless otherwise authorized by
the licensee or other entity.

(d) Licensees and other entities shall
use only HHS-certified laboratories
that agree to follow the same rigorous
specimen testing, quality control, and
chain of custody procedures when test-
ing for more stringent cutoff levels as
may be specified by licensees and other
entities for the classes of drugs identi-
fied in this part, and for any other sub-
stances included in the licensees’ or
other entities’ panels.

(e) Before awarding a contract to an
HHS-certified laboratory, the licensee

§26.153

or other entity shall ensure that quali-
fied personnel conduct a pre-award in-
spection and evaluation of the proce-
dural aspects of the laboratory’s drug
testing operations. However, if an
HHS-certified laboratory loses its cer-
tification, in whole or in part, a li-
censee or other entity may imme-
diately begin using another HHS-cer-
tified laboratory that is being used by
another licensee or entity who is sub-
ject to this part, as permitted by
§26.41(2)(5).

(f) All contracts between licensees or
other entities who are subject to this
part and HHS-certified laboratories
must require the laboratory to imple-
ment all applicable requirements of
this part. At a minimum, licensees’ and
other entities’ contracts with HHS-cer-
tified laboratories must include the
following requirements:

(1) Laboratory facilities shall comply
with the applicable provisions of any
State licensor requirements;

(2) The laboratory shall make avail-
able qualified personnel to testify in an
administrative or disciplinary pro-
ceeding against an individual when
that proceeding is based on urinalysis
results reported by the HHS-certified
laboratory;

(3) The laboratory shall maintain
test records in confidence, consistent
with the requirements of §26.37, and
use them with the highest regard for
individual privacy.

(4) Consistent with the principles es-
tablished in section 503 of Public Law
100-71, any employee of a licensee or
other entity who is the subject of a
drug test (or his or her representative
designated under §26.37(d)) shall, on
written request, have access to the lab-
oratory’s records related to his or her
validity and drug test and any records
related to the results of any relevant
certification, review, or revocation-of-
certification proceedings;

(5) The laboratory may not enter into
any relationship with the licensee’s or
other entity’s MRO(s) that may be con-
strued as a potential conflict of inter-
est, including, but not limited to, the
relationships described in §26.183(b),
and may not derive any financial ben-
efit by having a licensee or other enti-
ty use a specific MRO; and
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(6) The laboratory shall permit rep-
resentatives of the NRC and any li-
censee or other entity using the labora-
tory’s services to inspect the labora-
tory at any time, including unan-
nounced inspections.

(g) If licensees or other entities use a
form other than the current Federal
CCF, licensees and other entities shall
provide a memorandum to the labora-
tory explaining why a non-Federal CCF
was used, but must ensure, at a min-
imum, that the form used contains all
the required information on the Fed-
eral CCF.

[78 FR 17176, Mar. 31, 2008, as amended at 74
FR 38328, Aug. 3, 2009; 87 FR 71459, Nov. 22,
2022]

§26.155 [Reserved]

§26.157 Procedures.

(a) HHS-certified laboratories shall
develop, implement, and maintain pro-
cedures specific to this part that docu-
ment the accession, receipt, shipment,
and testing of specimens.

(b) [Reserved]

[87 FR 71459, Nov. 22, 2022]

§26.159 Assuring specimen security,
chain of custody, and preservation.

(a) The HHS-certified laboratories
performing services for licensees and
other entities under this part shall be
secure at all times. Each laboratory
shall have in place sufficient security
measures to control access to the
premises and to ensure that no unau-
thorized personnel handle specimens or
gain access to the laboratory processes
or areas where records are stored. Ac-
cess to these secured areas must be
limited to specially authorized individ-
uals whose authorization is docu-
mented. All authorized visitors, and
maintenance and service personnel,
shall be escorted at all times in the
laboratory, except personnel who are
authorized to conduct inspections and
audits on behalf of licensees, other en-
tities, the NRC, or the HHS Secretary,
and emergency personnel (including
but not limited to firefighters and med-
ical rescue teams).

(b) When a shipment of specimens is
received, laboratory personnel shall in-
spect each package for evidence of pos-
sible tampering and shall compare in-
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formation on specimen bottles within
each package to the information on the
accompanying Federal CCF's.

(1) Any direct evidence of tampering
or discrepancies in the information on
the specimen bottles and the Federal
CCF's attached to the shipment must be
reported to the licensee or other entity
within 24 hours of the discovery and
must be noted on the Federal CCFs for
each specimen contained in the pack-
age. When notified, the licensee or
other entity shall ensure that an inves-
tigation is initiated to determine
whether tampering has occurred.

(i) If the investigation determines
that tampering has occurred, the li-
censee or other entity shall ensure that
corrective actions are taken.

(ii) If the licensee or other entity has
reason to question the integrity and
identity of the specimens, the labora-
tory shall reject the specimens for test-
ing. The licensee or other entity shall
ensure that another collection occurs
as soon as reasonably practical, except
if a split specimen collection was per-
formed, either the Bottle A or Bottle B
seal remains intact, and the intact
specimen contains at least 15 mL of
urine. In this instance, if the licensee
testing facility has retained the speci-
men in Bottle B, the licensee testing
facility shall forward the intact speci-
men for testing to the HHS-certified
laboratory and may not conduct any
testing at the licensee testing facility.

(2) The following are exclusive
grounds requiring the MRO to cancel
the testing of a donor’s urine specimen
and report a cancelled test to the li-
censee or other entity:

(i) The Federal CCF does not contain
information to identify the specimen
collector and the collection site cannot
provide conclusive evidence of the col-
lector’s identity;

(ii) The identification numbers on
the specimen bottle seal(s) do not
match the identification numbers on
the Federal CCF;

(iii) A specimen bottle seal is broken
or shows evidence of tampering and an
intact specimen, as specified in para-
graph (b)(1)(ii) of this section, does not
exist;

(iv) The specimen appears to have
leaked out of its sealed bottle and
there is less than 15 mL remaining, and
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an intact specimen, as specified in
paragraph (b)(1)(ii) of this section, does
not exist; or

(v) As required under §26.165(f)(2).

(c) The HHS-certified laboratory
shall retain specimen bottles within
the laboratory’s accession area until
all analyses have been completed. Lab-
oratory personnel shall use aliquots
and laboratory internal chain of cus-
tody forms when conducting initial and
confirmatory tests. The original speci-
men and the original Federal CCF must
remain in secure storage.

(d) The laboratory’s internal chain of
custody form must allow for identifica-
tion of the donor and documentation of
the testing process and transfers of
custody of the specimen.

(e) BEach time a specimen is handled
or transferred within the laboratory,
laboratory personnel shall document
the date and purpose on the chain of
custody form and every individual in
the chain shall be identified. Author-
ized technicians are responsible for
each urine specimen or aliquot in their
possession and shall sign and complete
chain of custody forms for those speci-
mens or aliquots as they are received.

(f) If a specimen is to be transferred
to a second HHS-certified laboratory,
laboratory personnel shall ensure that
a copy of the Federal CCF is packaged
with the aliquot of a single specimen or
Bottle B of a split specimen, as appro-
priate. Sealed and labeled specimen
bottles and aliquots, with their associ-
ated Federal CCFs , being transferred
from one laboratory to another must
be placed in a second, tamper-evident
shipping container designed to mini-
mize the possibility of damage to the
specimen during shipment (e.g., speci-
men boxes, padded mailers, or bulk in-
sulated shipping containers with that
capability) so that the contents of the
shipping containers are inaccessible
without breaking a tamper-evident
seal.

(g) Couriers, express carriers, and
postal service personnel do not have di-
rect access to the Federal CCFs or the
specimen bottles. Therefore, such per-
sonnel are not required to document
chain of custody on the Federal CCFs
during transit. Custody accountability
of the shipping containers during ship-
ment must be maintained by a track-
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ing system provided by the courier, ex-
press carrier, or postal service.

(h) Specimens that do not receive an
initial test within 7 days of arrival at
the laboratory must be placed in secure
refrigeration units for short-term stor-
age. Temperatures may not exceed 6 °C
(42.8 °F). The laboratory shall ensure
proper storage conditions in the event
of a prolonged power failure.

(i) Long-term frozen storage at a
temperature of —20 °C (—4 °F) or less
ensures that positive, adulterated, sub-
stituted, and invalid urine specimens
and Bottle B of a split specimen will be
available for any necessary retests. Un-
less otherwise authorized in writing by
the licensee or other entity, labora-
tories shall retain and place in prop-
erly secured long-term frozen storage
all specimens reported as positive,
adulterated, substituted, or invalid. At
a minimum, such specimens must be
stored for 1 year. Within this 1-year pe-
riod, a licensee, other entity, or the
NRC may ask the laboratory to retain
the specimen for an additional period
of time. If no retention request is re-
ceived, the laboratory may discard the
specimen at the end of 1 year. However,
the laboratory shall retain any speci-
mens under review or legal challenge
until they are no longer needed.

(j) The laboratory shall discard a
valid specimen that tests negative on
initial or confirmatory drug tests or
may pool such specimens for use in the
laboratory’s internal quality control
program after certifying that the speci-
mens are negative and valid. The lab-
oratory may not retain any informa-
tion linking donors to specimens that
are pooled for use in the internal qual-
ity control program.

[73 FR 17176, Mar. 31, 2008, as amended at 79
FR 66602, Nov. 10, 2014; 87 FR 71460, Nov. 22,
2022]

§26.}61 Cutoff levels for validity test-
ing.

(a) Validity test results. BEach validity
test result for a specimen that the
HHS-certified laboratory reports to the
MRO as adulterated, substituted, di-
lute, or invalid must be based on per-
forming an initial validity test on one
aliquot and a confirmatory validity
test on a second aliquot. Licensees and
other entities shall ensure that the
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HHS-certified laboratory is capable of
conducting, and conducts, confirm-
atory testing for at least one oxidizing
adulterant and any other adulterants
specified by the licensee’s or other en-
tity’s testing program. If initial valid-
ity test results indicate that the speci-
men is valid under the criteria in para-
graphs (c¢) through (f) of this section,
the HHS-certified laboratory need not
perform confirmatory validity testing
of the specimen.

(b) Initial validity testing of urine. The
HHS-certified laboratory shall perform
initial validity testing of each speci-
men as follows:

(1) Determine the creatinine con-
centration;

(2) Determine the specific gravity of
every specimen for which the creati-
nine concentration is less than 20 mg/
dL;

(3) Determine the pH;

(4) Perform one or more initial valid-
ity tests for oxidizing adulterants; and

(5) Perform additional validity tests,
the choice of which depends on the ob-
served indicators or characteristics
below, when the following conditions
are observed:

(i) Abnormal physical characteris-
tics;

(ii) Reactions or responses char-
acteristic of an adulterant obtained
during initial or confirmatory drug
tests (e.g., non-recovery of internal
standards, unusual response); or

(iii) Possible unidentified interfering
substance or adulterant.

(c) Results indicating an adulterated
specimen. The laboratory shall report a
specimen as adulterated when the spec-
imen yields any one or more of the fol-
lowing validity testing results:

(1) The pH is less than 3, or equal to
or greater than 11, using either a pH
meter or a colorimetric pH test for the
initial test on the first aliquot and a
pH meter for the confirmatory test on
the second aliquot;

(2) The nitrite concentration is equal
to or greater than 500 mcg/mL using ei-
ther a nitrite colorimetric test or a
general oxidant colorimetric test for
the initial test on the first aliquot and
a different confirmatory test (e.g.,
multi-wavelength spectrophotometry,
ion chromatography, capillary electro-
phoresis) on the second aliquot;
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(3) The presence of chromium (VI) is
verified using either a general oxidant
colorimetric test (with a cutoff equal
to or greater than 50 mcg/mL chro-
mium (VI)-equivalents) or a chromium
(VI) colorimetric test (chromium (VI)
concentration equal to or greater than
50 mcg/mL) for the initial test on the
first aliquot and a different confirm-

atory test (e.g., multi-wavelength
spectrophotometry, ion chroma-
tography, atomic absorption
spectrophotometry, capillary electro-

phoresis, inductively coupled plasma-
mass spectrometry) with the chromium
(VI) concentration equal to or greater
than the LOQ of the confirmatory test
on the second aliquot;

(4) The presence of halogen (e.g.,
bleach, iodine, fluoride) is verified
using either a general oxidant colori-
metric test (with a cutoff equal to or
greater than 200 mecg/mL nitrite-
equivalents or a cutoff equal to or
greater than 50 mcg/mL chromium
(VI)-equivalents) or a halogen colori-
metric test (halogen concentration
equal to or greater than the LOQ) for
the initial test on the first aliquot and
a different confirmatory test (e.g.,
multi-wavelength spectrophotometry,
ion chromatography, inductively cou-
pled plasma-mass spectrometry) with a
specific halogen concentration equal to
or greater than the LOQ of the con-
firmatory test on the second aliquot;

(5) The presence of glutaraldehyde is
verified using either an aldehyde test
(aldehyde present) or the specimen
yields the characteristic immunoassay
response on one or more drug
immunoassay tests for the initial test
on the first aliquot and a different con-
firmatory test (e.g., gas chroma-
tography/mass spectrometry (GC/MS))
for the confirmatory test with the
glutaraldehyde concentration equal to
or greater than the LOQ of the analysis
on the second aliquot;

(6) The presence of pyridine (pyri-
dinium chlorochromate) is verified
using either a general oxidant colori-
metric test (with a cutoff equal to or
greater than 200 mcg/mL nitrite-
equivalents or a cutoff equal to or
greater than 50 mcg/mL chromium
(VI)-equivalents) or a chromium (VI)
colorimetric test (chromium (VI) con-
centration equal to or greater than 50

530



Nuclear Regulatory Commission

mcg/mL) for the initial test on the first
aliquot and a different confirmatory
test (e.g., GC/MS) for the confirmatory
test with the pyridine concentration
equal to or greater than the LOQ of the
analysis on the second aliquot;

(7) The presence of a surfactant is
verified by using a surfactant colori-
metric test with a cutoff equal to or
greater than 100 meg/mL
dodecylbenzene sulfonate-equivalent
for the initial test on the first aliquot
and a different confirmatory test (e.g.,
multi-wavelength spectrophotometry)
with a cutoff equal to or greater than
100 mcg/mL dodecylbenzene sulfonate
equivalent on the second aliquot; or

(8) The presence of any other
adulterant not specified in paragraphs
(c)(3) through (c)(7) of this section is
verified using an initial test on the
first aliquot and a different confirm-
atory test on the second aliquot.

(d) Results indicating a substituted
urine specimen. The laboratory shall re-
port a specimen as substituted when
the specimen’s creatinine concentra-
tion is less than 2 mg/dL and its spe-
cific gravity is less than or equal to
1.0010, or equal to or greater than
1.0200, on both the initial and confirm-
atory creatinine tests (i.e., the same
colorimetric test may be used to test
both aliquots) and on both the initial
and confirmatory specific gravity tests
(i.e., a refractometer is used to test
both aliquots) on two separate
aliquots.

(e) Results indicating a dilute urine
specimen. The laboratory shall report a
specimen as dilute when the specimen’s
creatinine concentration is equal to or
greater than 2 mg/dL but less than 20
mg/dL and its specific gravity is great-
er than 1.0010 but less than 1.0030 on a
single aliquot.

(f) Results indicating an invalid speci-
men. The laboratory shall report a
specimen as invalid when the labora-
tory obtains any one or more of the fol-
lowing validity testing results:

(1) Inconsistent creatinine concentra-
tion and specific gravity results are ob-
tained (i.e., the creatinine concentra-
tion is less than 2 mg/dL on both the
initial and confirmatory creatinine
tests and the specific gravity is greater
than 1.0010 but less than 1.0200 on the
initial and/or confirmatory specific
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gravity test, the specific gravity is less
than or equal to 1.0010 on both the ini-
tial and confirmatory specific gravity
tests and the creatinine concentration
is equal to or greater than 2 mg/dL on
either or both the initial or confirm-
atory creatinine tests);

(2) The pH is equal to or greater than
3 and less than 4.5, or equal to or great-
er than 9 and less than 11, using either
a colorimetric pH test or pH meter for
the initial test and a pH meter for the
confirmatory test on two separate
aliquots;

(3) The nitrite concentration is equal
to or greater than 200 mcg/mL using a
nitrite colorimetric test, or equal to or
greater than the equivalent of 200 mcg/
mL nitrite using a general oxidant col-
orimetric test for both the initial test
and the confirmatory test, or, using ei-
ther initial test, the nitrite concentra-
tion is equal to or greater than 200
mcg/mL but less than 500 mcg/mL
using a different confirmatory test
(e.g., multi-wavelength
spectrophotometry, ion chroma-
tography, capillary electrophoresis) on
two separate aliquots;

(4) The possible presence of chro-
mium (VI) is determined wusing the
same chromium (VI) colorimetric test
with a cutoff equal to or greater than
50 mcg/mL chromium (VI) for both the
initial test and the confirmatory test
on two separate aliquots;

(5) The possible presence of a halogen
(e.g., bleach, iodine, fluoride) is deter-
mined using the same halogen colori-
metric test with a cutoff equal to or
greater than the LOQ for both the ini-
tial test and the confirmatory test on
two separate aliquots or relying on the
odor of the specimen as the initial test;

(6) The possible presence of
glutaraldehyde is determined using the
same aldehyde test (aldehyde present)
or the characteristic immunoassay re-
sponse is observed on one or more drug
immunoassay tests for both the initial
test and the confirmatory test on two
separate aliquots;

(7) The possible presence of an oxi-
dizing adulterant is determined by
using the same general oxidant colori-
metric test (with cutoffs equal to or
greater than 200 mecg/mL nitrite-
equivalents, equal to or greater than 50
mcg/mL chromium (VI)-equivalents, or
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a halogen concentration equal to or
greater than the LLOQ) for both the ini-
tial test and the confirmatory test on
two separate aliquots;

(8) The possible presence of a surfac-
tant is determined using the same sur-
factant colorimetric test with a cutoff
equal to or greater than 100 mcg/mL
dodecylbenzene sulfonate-equivalent
for both the initial test and the con-
firmatory test on two separate aliquots
or a foam/shake test for the initial
test;

(9) Interference occurs on the
immunoassay drug tests on two sepa-
rate aliquots (i.e., valid immunoassay
drug test results cannot be obtained);

(10) Interference with the drug con-
firmation assay occurs on at least two
separate aliquots of the specimen, and
the laboratory is unable to identify the
interfering substance;

(11) The physical appearance of the
specimen indicates that testing may
damage the laboratory’s equipment; or

(12) The physical appearances of Bot-
tles A and B (when a split specimen
collection is used) are clearly different,
and either the test result for Bottle A
indicated it is an invalid specimen or
the specimen in Bottle A was screened
negative for drugs, or both.

(g) Additional testing by a second lab-
oratory. If the presence of an inter-
fering substance/adulterant is sus-
pected that could make a test result
invalid, but it cannot be identified
(e.g., a new adulterant), laboratory per-
sonnel shall consult with the licensee’s
or other entity’s MRO and, with the
MRO’s agreement, shall send the speci-
men to another HHS-certified labora-
tory that has the capability to identify
the suspected substance.

(h) Validity test cutoff levels. Liicensees
and other entities may use more strin-
gent cutoff levels for validity tests
than those specified in this section
only if the testing is performed at an
HHS-certified laboratory.

[73 FR 17176, Mar. 31, 2008, as amended at 87
FR 71460, Nov. 22, 2022]

§26.163 Cutoff levels for drugs and
drug metabolites.

(a) Initial drug testing. (1) HHS-cer-
tified laboratories shall apply the fol-
lowing cutoff levels for initial testing
of specimens to determine whether
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they are negative or positive for the in-
dicated drugs and drug metabolites, ex-
cept as specified in paragraph (a)(2) of
this section or the licensee or other en-
tity has established more stringent
cutoff levels:

TABLE 1 TO PARAGRAPH (a)(1)—URINE, INITIAL
TEST CUTOFF LEVELS FOR DRUGS AND DRUG
METABOLITES

Cutoff level
Drugs or drug metabolites [nanograms
(ng)/mL]

Marijuana metabolites ...........c.c...... 50
Cocaine metabolites ...........cc.cceee. 150
Opioids:

Codeine/Morphine? .................. 2,000

Hydrocodone/Hydromorphone 300

Oxycodone/Oxymorphone ....... 100

6-acetylmorphine (6—AM) . . 10
Phencyclidine (PCP) ..... 25
Amphetamines: 2

AMP/MAMP 3 .. 500

MDMA4/MDAS ......coevierirenns 500

1Morphine is the target analyte for codeine/mor-
phine testing.

2Either a single initial test kit or multiple initial test
kits may be used provided the single test kit detects
each target analyte independently at the specified
cutoff.

3 Methamphetamine (MAMP) is the target analyte
for amphetamine (AMP)/MAMP testing.

4 Methylenedioxymethamphetamine.

5 Methylenedioxyamphetamine.

TABLE 2 TO PARAGRAPH (a)(1)—ORAL FLUID,
INITIAL TEST CUTOFF LEVELS FOR DRUGS AND
DRUG METABOLITES

Cutoff level 1
Drugs or drug metabolites [nanograms
(ng)/mL]

Marijuana (THC)23 _........cccccveenne 4
Cocaine/Benzoylecgonine ............... 15
Opioids:

Codeine/Morphine .........c.ccccue.. 30

Hydrocodone/Hydromorphone 30

Oxycodone/Oxymorphone ....... 30

6-acetylmorphine (6-AM) .. . 43
Phencyclidine (PCP) ......cccccoeevenuene 10
Amphetamines:

AMP/MAMP 4 ..o 50

MDMA/MDAS ......cccoeiiiiiis 50

1For grouped analytes (i.e., two or more analytes
in ;(he same drug class with the same initial test cut-
off):

e Immunoassay: The test must be calibrated with
one analyte from the group identified as the target
analyte. The cross reactivity of the immunoassay to
the other analyte(s) within the group must be 80 per-
cent or greater; if not, separate immunoassays must
be used for the analytes within the group.
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o Alternative technology: Either one analyte or all
analytes from the group must be used for calibration,
depending on the technology. At least one analyte
within the group must have a concentration equal to
or greater than the initial test cutoff or, alternatively,
the sum of the analytes present.

2 An immunoassay must be calibrated with the tar-
get analyte, delta-9-tetrahydrocannabinol (THC).

3 Alternate technology (THC and 6-AM): The con-
firmatory tests cutoff must be used for an alternate
technology initial test that is specific for the target
analyte (i.e., 2 ng/mL for THC, 2 ng/mL for 6-AM).

4 Amphetamine (AMP) and methamphetamine

(MAMP
5Methylenedioxymethamphetamine (MDMA) and

methylenedioxyamphetamine (MDA).

(2) HHS-certified laboratories shall
conduct special analyses of specimens
as follows:

(i) If initial validity testing indicates
that a specimen is dilute, or if a speci-
men is collected under direct observa-
tion for any of the conditions specified
in §26.115(a)(1) through (3) or (a)(5), the
laboratory shall compare the
immunoassay responses of the speci-
men to the cutoff calibrator in each
drug class tested;

(ii) If any immunoassay response is
equal to or greater than 40 percent of
the cutoff calibrator, the laboratory
shall conduct confirmatory drug test-
ing of the specimen to the LOQ for
those drugs and/or drug metabolites;
and

(iii) The laboratory shall report the
numerical values obtained from this
special analysis to the MRO.

(b) Confirmatory drug testing. (1) A
specimen that is identified as positive
on an initial drug test must be subject
to confirmatory testing for the
class(es) of drugs for which the speci-
men initially tested positive. The HHS-
certified laboratory shall apply the
confirmatory cutoff levels specified in
this paragraph, except as permitted in
paragraph (a)(2) of this section or the
licensee or other entity has established
more stringent cutoff levels.

TABLE 3 TO PARAGRAPH (b)(1)—URINE, CON-
FIRMATORY TEST CUTOFF LEVELS FOR DRUGS
AND DRUG METABOLITES

Drugs or drug metabolites C?:g;nﬁ_\;el
Marijuana metabolite ! 15
Cocaine metabolite 2 100
Opioids:

Morphine .... 2,000

Codeine ...... 2,000

Hydrocodone 100
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TABLE 3 TO PARAGRAPH (b)(1)—URINE, CON-
FIRMATORY TEST CUTOFF LEVELS FOR DRUGS
AND DRUG METABOLITES—Continued

Drugs or drug metabolites Cl(‘:%f/fnlﬁ_\)’el
Hydromorphone ..........cccceeunee. 100
Oxycodone ........ccccecvvviivicinnnne 100
Oxymorphone ..... 100
6-acetylmorphine (6-AM) . . 10
Phencyclidine (PCP) ........ccccccenne 25
Amphetamines:
Amphetamine .........cccoceeeeninenne 250
Methamphetamine 3 250
Methylenedioxymethampheta-
mine (MDMA) ..o 250
Methylenedioxyamphetamine
(MDA) oo 250

1As delta-9-tetrahydrocannabinol-9-carboxylic acid
THCA).

2 As benzoylecgonine.

3To be reported positive for methamphetamine, a
specimen must also contain amphetamine at a con-
centration equal to or greater than 100 ng/mL.

TABLE 4 TO PARAGRAPH (b)(1)—ORAL FLUID,
CONFIRMATORY TEST CUTOFF LEVELS FOR
DRUGS AND DRUG METABOLITES

Cutoff level
Drugs or drug metabolites [nanograms
(ng)/mL]

Marijuana (THC) .....cccoovvviiiiiiene 2
Cocaine .....ccccvviviiiiiie 8
Benzoylecgonine ..........cccoeeeiinne 8
Opioids:

CodeiNe ..o 15

Morphine ..... 15

Hydrocodone .. 15

Hydromorphone . 15

Oxycodone ..... 15

Oxymorphone 15

6-acetylmorphine (6-AM) .......... 2
Phencyclidine (PCP) ......cccccceeeenuene 10
Amphetamines:

Amphetamine .........cccccoeeenenne 25

Methamphetamine 25

Methylenedioxymethampheta-

mine (MDMA) ......ccoooeeirinne 25
Methylenedioxyamphetamine
(MDA) 25

(2) Bach confirmatory drug test must
provide a quantitative result. When the
concentration of a drug or metabolite
exceeds the linear range of the stand-
ard curve, the laboratory may record
the result as ‘‘exceeds the linear range
of the test” or as ‘“‘equal to or greater
than <insert the value for the upper
limit of the linear range>,” or may di-
lute an aliquot of the specimen to ob-
tain an accurate quantitative result
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when the concentration is above the
upper limit of the linear range.

[73 FR 17176, Mar. 31, 2008, as amended at 87
FR 71460, Nov. 22, 2022]

§26.165 Testing split specimens and
retesting single specimens.

(a) Testing split specimens. (1) If a
specimen has been split into Bottle A
and Bottle B at the collection site, and
the specimen was not initially tested
at a licensee testing facility, then the
HHS-certified laboratory shall perform
initial and confirmatory validity and
drug testing, if required, of the speci-
men in Bottle A.

(2) If a specimen was initially tested
at a licensee testing facility and posi-
tive or questionable validity test re-
sults were obtained, then the HHS-cer-
tified laboratory shall perform initial
and confirmatory testing, if required,
of the specimen in Bottle A.

(3) At the licensee’s or other entity’s
discretion, Bottle B must either be for-
warded to the HHS-certified laboratory
or maintained in secure storage at the
licensee testing facility, as required by
§26.135(a) and (c), as applicable. If the
specimen in Bottle A is free of any evi-
dence of drugs or drug metabolites, and
is a valid specimen, then the licensee
testing facility or HHS-certified lab-
oratory may discard the specimens in
Bottles A and B.

(b) Donor request to MRO for a retest of
a single specimen or testing Bottle B of a
split specimen. (1) For a confirmed posi-
tive, adulterated, or substituted result
reported on a single specimen of 30 mL
or more, or a specimen in Bottle A of a
split specimen which the donor sub-
mitted to the licensee or other entity,
a donor may request (through the
MRO) that an aliquot from the single
specimen or the split (Bottle B) speci-
men be tested by a second HHS-cer-
tified laboratory to verify the result
reported by the first laboratory. For an
invalid test result, a donor may not re-
quest that an aliquot from the single
specimen or the split specimen in Bot-
tle B be tested by a second HHS-cer-
tified laboratory.

(2) The MRO shall inform the donor
that he or she may, within 3 business
days of notification by the MRO of the
confirmed positive, adulterated, or sub-
stituted test result, request the re-
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testing of an aliquot of the single spec-
imen or the testing of the Bottle B
split specimen. The MRO shall provide
the donor with specific instructions for
making this request (i.e., providing
telephone numbers or other contact in-
formation). The MRO shall have the
ability to receive the donor’s calls at
all times during the 3-day period (e.g.,
by use of an answering machine with a
“time stamp’’ feature when there is no
one in the MRO’s office to answer the
phone). The donor’s request may be
oral or in writing. The MRO shall docu-
ment in his or her records when (i.e.,
date and time) the request was received
from the donor to retest an aliquot of
the single specimen or to test the Bot-
tle B split specimen.

(3) No entity, other than the MRO as
permitted in §26.185(1), may order the
retesting of an aliquot of the single
specimen or the testing of the Bottle B
split specimen.

(4) If the donor has not requested a
retest of an aliquot of a single speci-
men or a test of the split specimen
(Bottle B) within 3 business days, the
donor may present to the MRO infor-
mation documenting that serious in-
jury, illness, lack of actual notice of
the confirmed test result, inability to
contact the MRO (e.g., there was no
one in the MRO’s office and the an-
swering machine was not working), or
other circumstances unavoidably pre-
vented the donor from making a timely
request. If the MRO concludes from the
donor’s information that there was a
legitimate reason for the donor’s fail-
ure to contact the MRO within the 3
business days permitted, the MRO shall
direct the retesting of an aliquot of the
single specimen or the test of the split
specimen (Bottle B) take place, as if
the donor had made a timely request.

(5) As soon as reasonably practical
and not more than 1 business day fol-
lowing the day of the donor’s request,
as permitted in paragraph (b)(3) or
(b)(4) of this section, the MRO shall en-
sure that the HHS-certified laboratory
forwards an aliquot of a single speci-
men, or that the HHS-certified labora-
tory (or licensee testing facility, as ap-
propriate) forwards Bottle B of a split
specimen, to a second HHS-certified
laboratory that did not test the speci-
men in Bottle A.
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(6) The HHS-certified laboratory that
retests an aliquot of a single specimen
or tests the specimen in Bottle B shall
provide quantitative test results to the
MRO and the MRO shall provide them
to the donor.

(c) Retesting a specimen for drugs. (1)
The second laboratory shall use its
confirmatory drug test when retesting
an aliquot of a single specimen or test-
ing Bottle B of a split specimen for the
drug(s) or drug metabolite(s) for which
the first laboratory reported a positive
result(s), including retesting specimens
that have been subject to the special
analysis permitted in §26.163(a)(2).

(2) Because some drugs or drug me-
tabolites may deteriorate during stor-
age, the retest by the second labora-
tory is not subject to a specific drug
cutoff level, but must provide data suf-
ficient to reconfirm the presence of the
drug(s) or drug metabolite(s) down to
the assay’s LOD.

(3) If the second laboratory fails to
reconfirm the presence of the drug(s) or
drug metabolite(s) for which the first
laboratory reported a positive result(s),
the second laboratory shall attempt to
determine the reason for not recon-
firming the first laboratory’s findings
by conducting specimen validity tests.
The second laboratory shall conduct
the same specimen validity tests it
would conduct on a single specimen or
the specimen in Bottle A of a split
specimen.

(4) The second laboratory shall report
all results to the licensee’s or other en-
tity’s MRO.

(d) Retesting a specimen for
adulterants. A second laboratory shall
use the required confirmatory validity
test and criteria in §26.161(c) to recon-
firm an adulterant result when re-
testing an aliquot from a single speci-
men or when testing Bottle B of a split
specimen. The second laboratory may
only conduct the confirmatory validity
test needed to reconfirm the adulterant
result reported by the first laboratory.

(e) Retesting a specimen for substi-
tution. A second laboratory shall use
its confirmatory creatinine and con-
firmatory specific gravity tests, when
retesting an aliquot of a single speci-
men or testing Bottle B of a split speci-
men, to reconfirm that the creatinine
concentration was less than 2 mg/dL
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and the specific gravity was less than
or equal to 1.0010 or equal to or greater
than 1.0200. The second laboratory may
only conduct the confirmatory creati-
nine and specific gravity tests to re-
confirm the substitution result re-
ported by the first laboratory.

(f) Management actions and sanctions.
(1) If the MRO confirms a positive,
adulterated, or substituted test re-
sult(s) from the first HHS-certified lab-
oratory and the donor requests testing
of Bottle B of a split specimen or re-
testing of an aliquot from a single
specimen, the licensee or other entity
shall administratively withdraw the in-
dividual’s authorization on the basis of
the first confirmed positive, adulter-
ated, or substituted test result until
the results of testing Bottle B or re-
testing an aliquot of the single speci-
men are available and have been re-
viewed by the MRO. If the MRO reports
that the results of testing Bottle B or
retesting the aliquot of a single speci-
men reconfirm any of the original posi-
tive, adulterated, or substituted test
result(s), the licensee or other entity
shall impose the appropriate sanctions
specified in subpart D. If the results of
testing Bottle B or retesting the ali-
quot of a single specimen are negative,
the MRO shall report a cancelled test
result to the licensee or other entity,
and the licensee and other entity—

(i) May not impose any sanctions on
the individual;

(ii) Shall eliminate from the donor’s
personnel file and other records any
matter that could link the individual
to the temporary administrative ac-
tion;

(iii) May not disclose the temporary
administrative action in response to a
suitable inquiry conducted under the
provisions of §26.63 or to any other in-
quiry or investigation required in this
chapter. To ensure that no records
have been retained, access to the sys-
tem of files and records must be pro-
vided to personnel conducting reviews,
inquiries into allegations, or audits
under the provisions of §26.41, or to
NRC inspectors; and

(iv) Shall provide the tested indi-
vidual with a written statement that
the records specified in §§26.713 and
26.715 have not been retained and shall
inform the individual in writing that
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the temporary administrative action
that was taken will not be disclosed
and need not be disclosed by the indi-
vidual in response to requests for self-
disclosure of potentially disqualifying
FFD information.

(2) If a donor requests that Bottle B
be tested or that an aliquot of the sin-
gle specimen be retested, and either
Bottle B or the single specimen are not
available due to circumstances outside
of the donor’s control (including, but
not limited to, circumstances in which
there is an insufficient quantity of the
single specimen or the specimen in
Bottle B to permit retesting, either
Bottle B or the original single speci-
men is lost in transit to the second
HHS-certified laboratory, or Bottle B
has been lost at the HHS-certified lab-
oratory or licensee testing facility),
the MRO shall cancel the test, report a
cancelled test result to the licensee or
other entity for the donor’s specimen,
and inform the licensee or other entity
that another collection is required
under direct observation as soon as
reasonably practical. The donor shall
receive no notice of the collection re-
quirement before he or she is in-
structed to proceed to the collection
site. The licensee or other entity shall
continue to administratively withdraw
the individual’s authorization, as re-
quired by §26.165(f)(1) until the results
of the second specimen collection have
been received by the MRO. The licensee
or other entity shall eliminate from
the donor’s personnel and other records
any matter that could link the donor
to the original positive, adulterated, or
substituted test result(s) and any tem-
porary administrative action, and may
not impose any sanctions on the donor
for a cancelled test. If test results from
the second specimen collected are posi-
tive, adulterated, or substituted and
the MRO determines that the donor
has violated the FFD policy, the 1li-
censee or other entity shall impose the
appropriate sanctions specified in sub-
part D of this part, but may not con-
sider the original confirmed positive,
adulterated, or substituted test result
that was reported as a cancelled test
by the MRO under §26.129(b)(2) or
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§26.159(b)(2) in determining the appro-
priate sanctions.

[73 FR 17176, Mar. 31, 2008, as amended at 87
FR 71461, Nov. 22, 2022]

§26.167 Quality assurance and quality
control.

(a) Quality assurance program. Each
HHS-certified laboratory shall have a
quality assurance program that encom-
passes all aspects of the testing proc-
ess, including, but not limited to, spec-
imen accessioning, chain of custody,
security and reporting of results, ini-
tial and confirmatory testing, certifi-
cation of calibrators and controls, and
validation of analytical procedures.
The performance characteristics (e.g.,
accuracy, precision, LOD, limit of
quantitation (LOQ), specificity) of each
test must be validated and documented
for each test. Validation of procedures
must document that carryover does
not affect the donor’s specimen results.
Periodic re-verification of analytical
procedures is required. Quality assur-
ance procedures must be designed, im-
plemented, and reviewed to monitor
the conduct of each step of the testing
process.

(b) Calibrators and controls required.
Each analytical run of specimens for
which an initial or confirmatory valid-
ity test, or an initial or confirmatory
drug test, is being performed must in-
clude the appropriate calibrators and
controls.

(c) Quality control requirements for per-
forming initial and confirmatory validity
tests on urine. (1) Requirements for per-
forming creatinine tests:

(i) The creatinine concentration
must be measured to one decimal place
on both the initial and the confirm-
atory creatinine tests;

(ii) The initial creatinine test must
have a calibrator at 2 mg/dL;

(iii) The initial creatinine test must
have a control in the range of 1 to 1.5
mg/dL, a control in the range of 3 to 20
mg/dL, and a control in the range of 21
to 256 mg/dL; and

(iv) The confirmatory creatinine test
(performed on those specimens with a
creatinine concentration less than 2
mg/dL on the initial test) must have a
calibrator at 2 mg/dL, a control in the
range of 1.0 to 1.5 mg/dL, and a control
in the range of 3 to 4 mg/dL.
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(2) Requirements for performing spe-
cific gravity tests:

(i) The refractometer must report
and display the specific gravity to four
decimal places, and must be interfaced
with a laboratory information manage-
ment system, or computer, and/or gen-
erate a hard copy or digital electronic
display to document the numerical re-
sult;

(ii) The initial and confirmatory spe-
cific gravity tests must have a cali-
brator or control at 1.0000; and

(iii) The initial and confirmatory
specific gravity tests must have the
following controls:

(A) One control targeted at 1.0020;

(B) One control in the range of 1.0040
to 1.0180; and

(C) One control equal to or greater
than 1.0200 but not greater than 1.0250.

(3) Requirements for performing pH
tests:

(i) Colorimetric pH tests that have
the dynamic range of 2 to 12 to support
the 3 and 11 pH cutoffs and pH meters
must be capable of measuring pH to
one decimal place. Dipsticks, colori-
metric pH tests, and pH paper that
have a narrow dynamic range and do
not support the 2 to 12 pH cutoffs may
be used only to determine whether ini-
tial validity tests must be performed;

(ii) At a minimum, pH screening
tests must have the following controls:

(A) One control below the lower deci-
sion point in use;

(B) One control between the decision
points in use; and

(C) One control above the upper deci-
sion point in use;

(iii) If a pH screening test is not used,
an initial pH meter test must have the
following calibrators and controls:

(A) One calibrator at 4;

(B) One calibrator at 7;

(C) One calibrator at 10;

(D) One control in the range of 2 to
2.8;

(E) One control in the range of 3.2 to
4;

(F) One control in the range of 10 to
10.8; and
(G) One control in the range of 11.2 to
12;

(iv) If a pH screening test is used, an
initial or confirmatory pH meter test
must have the following calibrators
and controls when the screening result
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indicates that the pH is below the
lower decision point in use:

(A) One calibrator at 4;

(B) One calibrator at 7;

(C) One control in the range of 2 to
2.8; and

(D) One control in the range of 3.2 to

4;

(v) If a pH screening test is used, an
initial or confirmatory pH meter test
must have the following calibrators
and controls when the screening result
indicates that the pH is above the
upper decision point in use:

(A) One calibrator at 7;

(B) One calibrator at 10;

(C) One control in the range of 10 to
10.8; and

(D) One control in the range of 11.2 to
12; and

(vi) An initial colorimetric pH test
must have the following calibrators
and controls:

(A) One calibrator at 3;

(B) One calibrator at 11;

(C) One control in the range of 2 to
2.8;

(D) One control in the range of 3.2 to

(E) One control in the range of 4.5 to

9;

(F) One control in the range of 10 to
10.8;

(G) One control in the range of 11.2 to
12.

(4) Requirements for performing oxi-
dizing adulterant tests:

(i) Initial tests for oxidizing
adulterants must include a calibrator
at the appropriate cutoff concentration
for the compound of interest as speci-
fied in §26.161(c) and (f), a control with-
out the compound of interest (i.e., a
certified negative control), and at least
one control with one of the compounds
of interest at a measurable concentra-
tion; and

(ii) A confirmatory test for a specific
oxidizing adulterant must use a dif-
ferent analytical method than that
used for the initial test. Each confirm-
atory analytical run must include a
calibrator at the appropriate cutoff
concentration for the compound of in-
terest as specified in §26.161(c) and (f),
a control without the compound of in-
terest (i.e., a certified negative con-
trol), and a control with the compound
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of interest at a measurable concentra-
tion.

(5) Requirements for performing ni-
trite tests: The initial and confirm-
atory nitrite tests must have a cali-
brator at the cutoff concentration, a
control without nitrite (i.e., certified
negative urine specimen), one control
in the range of 200 to 400 mcg/mL, and
one control in the range of 500 to 625
mceg/mLi.

(6) Requirements for
“other” adulterant tests:

(i) The initial and confirmatory tests
for any ‘“‘other” adulterant that may be
identified in the future must satisfy
the requirements in §26.161(a);

(ii) The confirmatory test for
“other” adulterants must use a dif-
ferent analytical principle or chemical
reaction than that used for the initial
test; and

(iii) The initial and confirmatory
tests for ‘““other” adulterants must in-
clude an appropriate calibrator, a con-
trol without the compound of interest
(i.e., a certified negative control), and a
control with the compound of interest
at a measurable concentration.

(d) Quality control requirements for per-
forming initial drug tests. (1) Any initial
drug test of urine performed by an
HHS-certified laboratory must use an
immunoassay that meets the require-
ments of the Food and Drug Adminis-
tration for commercial distribution.
Non-instrumented immunoassay test-
ing devices that are pending HHS/
SAMHSA review and approval may not
be used for initial drug testing under
this part.

(2) HHS-certified laboratories may
perform multiple initial drug tests for
the same drug or drug class, provided
that all tests meet the cutoffs and
quality control requirements of this
part. For example, an HHS-certified
laboratory may use immunoassay tech-
nique ‘““A” for all drugs using the li-
censee’s or other entity’s cutoff levels,
but specimens testing positive for am-
phetamines may also be tested using
immunoassay technique ‘B’ to elimi-
nate any possible positives due to
structural analogues; or, a valid ana-
lytical result cannot be obtained using
immunoassay technique ‘“A” and
immunoassay technique ‘B’ is used in

performing
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an attempt to obtain a valid analytical
result.

(3) Quality control samples for each
analytical run of specimens for initial
testing must include—

(i) At least one control certified to
contain no drug or drug metabolite;

(ii) At least one positive control with
the drug or drug metabolite targeted at
25 percent above the cutoff;

(iii) At least one positive control
with the drug or drug metabolite tar-
geted at 75 percent of the cutoff;

(iv) A sufficient number of cali-
brators to ensure and document the
linearity of the assay method over
time in the concentration area of the
cutoff (after acceptable values are ob-
tained for the known calibrators, those
values will be used to calculate sample
data); and

(v) At least one control that appears
to be a donor specimen to the labora-
tory analysts.

(4) A minimum of 10 percent of the
total specimens in each analytical run
must be quality control samples (i.e.,
calibrators and controls), as defined by
paragraphs (d)(3)(i) through (iv) of this
section.

(e) Quality control requirements for per-
forming confirmatory drug tests. (1) Con-
firmatory tests for drugs and drug me-
tabolites must be performed using gas
chromatography/mass spectrometry
(GC/MS) or other confirmatory test
methodologies that HHS-certified lab-
oratories are permitted to use in Fed-
eral workplace drug testing programs
for this purpose.

(2) A minimum of 10 percent of the
total specimens in each analytical run
must be quality control samples (i.e.,
calibrators and controls).

(3) Bach analytical run of specimens
that are subjected to confirmatory
testing must include—

(i) At least one control certified to
contain no drug or drug metabolite;

(ii) A calibrator with its drug con-
centration at the cutoff;

(iii) At least one positive control
with the drug or drug metabolite tar-
geted at 25 percent above the cutoff;
and

(iv) At least one control targeted at
or below 40 percent of the cutoff.

(f) Errors in testing. The licensee or
other entity shall ensure that the HHS-
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certified laboratory investigates any
testing errors or unsatisfactory per-
formance discovered in blind perform-
ance testing, as required under §26.168,
in the testing of actual specimens, or
through the processing of reviews, as
well as any other errors or matters
that could adversely reflect on the
testing process.

(1) Whenever possible, the investiga-
tion must determine relevant facts and
identify the root cause(s) of the testing
or process error. The licensee or other
entity, and the HHS-certified labora-
tory, shall take action to correct the
causes of any errors or unsatisfactory
performance that are within each enti-
ty’s control. Sufficient records shall be
maintained to furnish evidence of ac-
tivities affecting quality. The licensee
or other entity shall assure that the
cause of the condition is determined
and that corrective action is taken to
preclude repetition. The identification
of the significant condition, the cause
of the condition, and the corrective ac-
tion taken shall be documented and re-
ported to appropriate levels of manage-
ment.

(2) If a false positive error occurs on
a blind performance test sample or on
a regular specimen, the licensee or
other entity shall require the labora-
tory to take corrective action to mini-
mize the occurrence of the particular
error in the future. If there is reason to
believe that the error could have been
systematic, the licensee or other entity
may also require review and re-anal-
ysis of previously run specimens.

(3) If a false positive error occurs on
a blind performance test sample and
the error is determined to be technical
or methodological, the licensee or
other entity shall instruct the labora-
tory to provide all quality control data
from the batch or analytical run of
specimens that included a false posi-
tive sample. In addition, the licensee
or other entity shall require the lab-
oratory to retest all specimens that
analyzed as positive for that drug or
metabolite, or as adulterated, sub-
stituted, dilute, or invalid in validity
testing, from the time of final resolu-
tion of the error back to the time of
the last satisfactory performance test
cycle. This retesting must be docu-
mented by a statement signed by the
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laboratory’s Responsible Person. The
licensee or other entity and the NRC
also may require an onsite review of
the laboratory, which may be con-
ducted unannounced during any hours
of operation of the laboratory.

(g) Accuracy. Volumetric pipettes and
measuring devices must be certified for
accuracy or be checked by gravimetric,
colorimetric, or other verification pro-
cedures. Automatic pipettes and dilu-
tors must be checked for accuracy and

reproducibility both before being
placed in service and periodically
thereafter.

(h) Calibrators and controls. Labora-
tory calibrators and controls must be
prepared using pure drug reference ma-
terials, stock standard solutions ob-
tained from other laboratories, or
standard solutions that are obtained
from commercial manufacturers and
are properly labeled as to content and
concentration. Calibrators and controls
may not be prepared from the same
stock solution. The standards and con-
trols must be labeled with the fol-
lowing dates: when received; when pre-
pared or opened; when placed in serv-
ice; and when scheduled for expiration.

[73 FR 17176, Mar. 31, 2008, as amended at 87
FR 71462, Nov. 22, 2022]

§26.168 Blind performance testing.

(a) Bach licensee and other entity
shall submit blind performance test
samples to the HHS-certified labora-
tory.

(1) During the initial 90-day period of
any contract with an HHS-certified
laboratory (not including rewritten or
renewed contracts), each licensee or
other entity shall submit blind per-
formance test samples to each HHS-
certified laboratory with whom it con-
tracts in the amount of at least 20 per-
cent of the total number of specimens
submitted (up to a maximum of 100
blind performance test samples) or 30
blind performance test samples, which-
ever is greater.

(2) Following the initial 90-day pe-
riod, the number of blind performance
test samples submitted per quarter
must be a minimum of one percent of
all specimens (up to a maximum of 100)
or ten blind performance test samples,
whichever is greater.
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(3) Both during the initial 90-day pe-
riod and quarterly thereafter, licensees
and other entities should attempt to
submit blind performance test samples
at a frequency that corresponds to the
submission frequency for other speci-
mens.

(b) Approximately 60 percent of the
blind performance test samples sub-
mitted to the laboratory must be posi-
tive for one or more drugs or drug me-
tabolites per sample and submitted so
that all of the drugs for which the FFD
program is testing are included at least
once each calendar quarter, except as
follows:

(1) Licensees and other entities shall
submit blind performance test samples
that are positive for marijuana me-
tabolite at least two times each quar-
ter; and

(2) In at least two quarters each year,
licensees and other entities shall sub-
mit an additional blind performance
test sample that is positive for cocaine
instead of the required sample that is
positive for PCP.

(c) The positive blind performance
test samples must be positive for only
those drugs for which the FFD program
is testing and formulated at concentra-
tions established in paragraph (g)(2) of
this section.

(d) To challenge the HHS-certified
laboratory’s ability to limit false nega-
tives, approximately 10 percent of the
blind performance test samples sub-
mitted to the laboratory each quarter
must be formulated at the concentra-
tions established in paragraph (g)(3) of
this section.

(e) To challenge the HHS-certified
laboratory’s ability to determine speci-
men validity, the licensee or other en-
tity shall submit blind performance
test samples each quarter that are ap-
propriately adulterated, diluted, or
substituted, in the amount of 20 per-
cent of the specimens submitted that
quarter or at least three samples per
quarter (one each that is adulterated,
diluted, or substituted), whichever is
greater. These samples must be formu-
lated at the concentrations established
in paragraphs (g)(4) through (g)(6) of
this section.

(f) Approximately 10 percent of the
blind performance test samples sub-
mitted to the laboratory each quarter
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must be negative, as specified in para-
graph (g)(1) of this section.

(g2) Licensees and other entities shall
use only blind performance test sam-
ples that have been certified by the
supplier to be—

(1) Negative. A negative blind per-
formance test sample may not contain
a measurable amount of a target drug
analyte and must be certified by
immunoassay and confirmatory test-
ing;

(2) Drug positive. These samples
must contain a measurable amount of
the target drug or analyte in con-
centrations ranging between 150 and
200 percent of the initial cutoff values
and be certified by immunoassay and
confirmatory testing to contain one or
more drug(s) or drug metabolite(s);

(3) A false negative challenge. This
blind performance test sample must
contain a measurable amount of the
target drug or analyte in concentra-
tions ranging between 130 and 155 per-
cent of the initial cutoff values;

(4) Adulterated. The adulterated
blind performance test sample must
have a pH of less than or equal to 2, or
greater than or equal to 12, or a nitrite
or other oxidant concentration equal
to or greater than 500 mcg/mlL, equal to
or greater than 50 mcg/mL chromium
(VD)-equivalents, or a halogen con-
centration equal to or greater than the
LOD. Blind performance test samples
for other adulterants must have
adulterant concentrations equal to or
greater than (or equal to or less than,
as appropriate) the initial cutoff levels
used by the licensee’s or other entity’s
HHS-certified laboratory;

(5) Dilute. The dilute blind perform-
ance test sample must contain a creati-
nine concentration that is equal to or
greater than 5 mg/dL but less than 20
mg/dL, and the specific gravity must be
greater than 1.0010 but less than 1.0030;
or

(6) Substituted. The substituted blind
performance test sample must contain
less than 2 mg/dL of creatinine, and the
specific gravity must be less than or
equal to 1.0010, or equal to or greater
than 1.0200.

(h) In order to ensure that blind per-
formance test samples continue to
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meet the criteria set forth in para-
graph (g) of this section, licensees and
other entities shall—

(1) Ensure that all blind performance
test sample lots are placed in service
by the supplier only after confirmation
by an HHS-certified laboratory;

(2) Ensure that the supplier provides
the expiration date for each blind per-
formance test sample to ensure that
each sample will have the expected
value when it is submitted to and test-
ed by a laboratory; and

(3) At a minimum, require the sup-
plier to check each open lot bi-monthly
(i.e., every two months) to ensure that
samples remaining in the lot do not
fall below 130 percent of the initial cut-
off test concentration established by
the assay manufacturer. Thus, for ex-
ample, a lot that was certified by an
HHS-certified laboratory at 155 percent
of the manufacturer’s assay cutoff
level, and was reported by the licens-
ee’s or other entity’s HHS-certified lab-
oratory to be at or above 130 percent of
that standard is acceptable. A test that
indicated a result below 130 percent of
that standard would be unacceptable.
Licensees and other entities shall dis-
card blind performance test samples
from any lot that is outside of these
parameters and may not use any fur-
ther samples from that lot.

(i) Licensees and other entities shall
ensure that each blind performance
test sample is indistinguishable to lab-
oratory personnel from a donor’s speci-
men, as follows:

(1) The licensee or other entity shall
submit blind performance test samples
to the laboratory using the same chan-
nels (i.e., from the licensee’s or other
entity’s collection site or licensee test-
ing facility, as appropriate) through
which donors’ specimens are sent to
the laboratory;

(2) The collector and licensee testing
facility personnel, as appropriate, shall
use a Federal CCF, place fictional ini-
tials on the specimen bottles’ labels/
seals, and indicate for the MRO on the
MRO’s copy that the specimen is a
blind performance test sample; and

(3) The licensee or other entity shall
ensure that all blind performance test
samples include split samples, when

§26.169

the FFD program includes split speci-
men procedures.

[73 FR 17176, Mar. 31, 2008, as amended at 81
FR 86909, Dec. 2, 2016; 87 FR 71462, Nov. 22,
2022]

§26.169 Reporting Results.

(a) The HHS-certified laboratory
shall report test results to the licens-
ee’s or other entity’s MRO within 5
business days after receiving the speci-
men from the licensee or other entity.
Before reporting any test result to the
MRO, the laboratory’s Certifying Sci-
entist shall certify the result as cor-
rect. The report must identify the sub-
stances for which testing was per-
formed; the results of the validity and
drug tests; the cutoff levels for each;
any indications of tampering, adultera-
tion, or substitution that may be
present; the specimen identification
number assigned by the licensee or
other entity; and the specimen identi-
fication number assigned by the lab-
oratory.

(b) If licensees or other entities
specify cutoff levels for drugs or drug
metabolites that are more stringent
than those specified in this part, the
laboratory need only conduct the more
stringent tests and shall report the re-
sults of the initial and confirmatory
tests only for the more stringent cutoff
levels.

(c) The HHS-certified laboratory
shall report as negative all specimens
that are negative on the initial or con-
firmatory drug and validity tests.
Specimens that test as positive, adul-
terated, substituted, dilute, or invalid
on the confirmatory analysis must be
reported to the MRO as positive for a
specific drug(s) or drug metabolite(s),
or as meeting the criteria for an adul-
terated, substituted, dilute, or invalid
specimen.

(1) The laboratory shall report all
positive, adulterated, substituted, di-
lute, and invalid test results for each
specimen to the MRO. For example, a
specimen may be both adulterated and
positive for one or more specific drugs.

(2) For a specimen that has a positive
test result, the laboratory shall pro-
vide numerical values if the MRO re-
quests such information. The MRO’s
request for positive confirmatory test
results may be either a general request
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covering all such results or a specific
case-by-case request. The laboratory
shall routinely provide quantitative
values for confirmatory test results for
morphine or codeine that are greater
than or equal to 15,000 ng/mL, even if
the MRO has not requested quan-
titative values for the test result.

(3) For a specimen that has an adul-
terated or substituted test result, the
laboratory shall provide the MRO with
the numerical values that support the
reported result. The MRO may not dis-
close the numerical values to the li-
censee or other entity, except as per-
mitted in §26.37(b). If the numerical
values for creatinine are below the
LOD, the laboratory shall report to the
MRO ‘‘creatinine: none detected” (i.e.,
substituted) along with the numerical
values of the specific gravity test.

(4) For a specimen that has an in-
valid result, the laboratory shall con-
tact the MRO and both will decide
whether testing by another certified
laboratory would be useful in being
able to report a positive or adulterated
result. This contact may occur through
any secure electronic means (e.g., tele-
phone, fax, e-mail). If no further test-
ing is necessary, the laboratory shall
report the invalid result to the MRO.

(5) When the concentration of a drug,
metabolite, or adulterant exceeds the
linear range of the standard curve, the
laboratory may report to the MRO that
the quantitative value ‘‘exceeds the
linear range of the test,” that the
quantitative wvalue is ‘‘equal to or
greater than <insert the value for the
upper limit of the linear range>,” or
may report an accurate quantitative
value above the upper limit of the lin-
ear range that was obtained by diluting
an aliquot of the specimen.

(d) The MRO and MRO staff may not
disclose quantitative test results to a
licensee or other entity, but shall re-
port only whether the specimen was
positive (and for which analyte), adul-
terated, substituted, dilute, invalid, or
negative, except as permitted under
§26.37(b). This paragraph does not pre-
clude either the HHS-certified labora-
tory or the MRO from providing pro-
gram performance data, as required
under §26.717.

(e) The laboratory may transmit re-
sults to the MRO by various electronic
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means (e.g., teleprinters, facsimile, or
computer) in a manner designed to en-
sure the confidentiality of the informa-
tion. The laboratory may not provide
results orally by telephone. The 1i-
censee or other entity, directly or
through the HHS-certified laboratory,
shall ensure the security of the data
transmission and ensure only author-
ized access to any data transmission,
storage, and retrieval system.

(f) For negative test results, the
HHS-certified laboratory may fax, cou-
rier, mail, or electronically transmit a
computer-generated electronic report
and/or a legible image or copy of the
completed Federal CCF to the MRO.
However, for positive, adulterated, sub-
stituted, dilute, and invalid results, the
laboratory shall fax, courier, mail, or
electronically transmit a legible image
or copy of the completed Federal CCF
to the MRO.

(g) For a specimen that has a posi-
tive, adulterated, substituted, dilute,
or invalid result, the laboratory shall
retain the original Federal CCF and
transmit to the MRO a copy of the
original Federal CCF signed by a certi-
fying scientist.

(h) The HHS-certified laboratory
shall provide to the licensee’s or other
entity’s official responsible for coordi-
nation of the FFD program an annual
statistical summary of testing, which
may not include any personal identi-
fying information. To avoid sending
data from which it is likely that infor-
mation about a donor’s test result can
be readily inferred, the laboratory may
not send a summary report if the 1li-
censee or other entity has fewer than
10 specimen test results in a 1-year pe-
riod. The summary report must include
test results that were reported within
the year period. The laboratory shall
send the summary report to the li-
censee or other entity within 14 cal-
endar days after the end of the 1l-year
period covered by the report. The sta-
tistics must be presented either for the
cutoff levels specified in this part or
for any more stringent cutoff levels
that the licensee or other entity may
specify. The HHS-certified laboratory
shall make available quantitative re-
sults for all specimens tested when re-
quested by the NRC, licensee, or other
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entity for whom the laboratory is per-
forming drug-testing services. If the
FFD program tests for additional drugs
beyond those listed in §26.31(d), the
summary must include drug test re-
sults for the additional drugs. The
summary report must contain the fol-
lowing information:

(1) Total number of specimens re-
ceived;

(2) Number of specimens reported
as—

(i) Negative, and

(ii) Negative and dilute;

(3) Number of specimens reported as
positive on confirmatory tests by drug
or drug metabolite for which testing is
conducted, including, but not limited
to—

(i) Marijuana metabolite (as THCA);

(ii) Cocaine metabolite (as
benzoylecgonine);

(iii) Opioids (total);

(A) Codeine;

(B) Morphine;

(C) 6-acetylmorphine (6-AM);

(D) Hydrocodone;

(E) Hydromorphone;

(F) Oxycodone; and

(G) Oxymorphone;

(iv) Phencyclidine (PCP);

(v) Amphetamines (total);

(A) Amphetamine;

(B) Methamphetamine;

©)
Methylenedioxymethamphetamine
(MDMA); and

(D) Methylenedioxyamphetamine
(MDA);

(4) Total number of specimens re-
ported as adulterated;

(6) Total number of specimens re-
ported as substituted;

(6) Total number of specimens re-
ported as positive and dilute [including
an indication as to whether the speci-
men was subject to the special analysis
permitted in §26.163(a)(2)];

(7) Total number of specimens re-
ported as invalid; and

(8) Number of specimens reported as
rejected for testing and the reason for
the rejection.

[73 FR 17176, Mar. 31, 2008, as amended at 87
FR 71462, Nov. 22, 2022]

§26.183

Subpart H—Determining Fitness-
for-Duty Policy Violations and
Determining Fitness

§26.181 Purpose.

This subpart contains requirements
for determining whether a donor has
violated the FFD policy and for mak-
ing a determination of fitness.

§26.183 Medical review officer.

(a) Qualifications. The MRO shall be
knowledgeable of this part and of the
FFD policies of the licensees and other
entities for whom the MRO provides
services. The MRO shall be a physician
holding either a Doctor of Medicine or
Doctor of Osteopathy degree who is li-
censed to practice medicine by any
State or Territory of the United
States, the District of Columbia, or the
Commonwealth of Puerto Rico. The
MRO shall have passed an examination
administered by a mnationally-recog-
nized MRO certification board or sub-
specialty board for medical practi-
tioners in the field of medical review of
Federally mandated drug tests.

(b) Relationships. The MRO may be an
employee of the licensee or other enti-
ty or a contractor. However, the MRO
may not be an employee or agent of, or
have any financial interest in, an HHS-
certified laboratory or a contracted op-
erator of a licensee testing facility for
whom the MRO reviews drug test re-
sults. Additionally, the MRO may not
derive any financial benefit by having
the licensee or other entity use a spe-
cific drug testing laboratory or 1li-
censee testing facility operating con-
tractor and may not have any agree-
ment with such parties that may be
construed as a potential conflict of in-
terest. Examples of relationships be-
tween laboratories and MROs that cre-
ate conflicts of interest, or the appear-
ance of such conflicts, include, but are
not limited to—

(1) The laboratory employs an MRO
who reviews test results produced by
the laboratory;

(2) The laboratory has a contract or
retainer with the MRO for the review
of test results produced by the labora-
tory;

(3) The laboratory designates which
MRO the licensee or other entity is to
use, gives the licensee or other entity a
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slate of MROs from which to choose, or
recommends certain MROs;

(4) The laboratory gives the licensee
or other entity a discount or other in-
centive to use a particular MRO;

(5) The laboratory has its place of
business co-located with that of an
MRO or MRO staff who review test re-
sults produced by the laboratory; or

(6) The laboratory permits an MRO,
or an MRO’s organization, to have a fi-
nancial interest in the laboratory.

(c) Responsibilities. The primary role
of the MRO is to review and interpret
positive, adulterated, substituted, in-
valid, and dilute test results obtained
through the licensee’s or other entity’s
testing program and to identify any
evidence of subversion of the testing
process. The MRO is also responsible
for identifying any issues associated
with collecting and testing specimens,
and for advising and assisting FFD pro-
gram management in planning and
overseeing the overall FFD program.

(1) In carrying out these responsibil-
ities, the MRO shall examine alternate
medical explanations for any positive,
adulterated, substituted, invalid, or di-
lute test result. This action may in-
clude, but is not limited to, conducting
a medical interview with the donor, re-
viewing the donor’s medical history, or
reviewing any other relevant bio-
medical factors. The MRO shall review
all medical records that the donor may
make available when a positive, adul-
terated, substituted, invalid, or dilute
test result could have resulted from re-
sponsible use of legally prescribed
medication, a documented condition or
disease state, or the demonstrated
physiology of the donor.

(2) The MRO may only consider the
results of tests of specimens that are
collected and processed under this part,
including the results of testing split
specimens, in making his or her deter-
mination, as long as those split speci-
mens have been stored and tested
under the procedures described in this
part.

(d) MRO staff. Individuals who pro-
vide administrative support to the
MRO may be employees of a licensee or
other entity, employees of the MRO, or
employees of an organization with
whom a licensee or other entity con-
tracts for MRO services. Employees of
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a licensee or other entity who serve
MRO staff functions may also perform
other duties for the licensee or other
entity and need not be under the direc-
tion of the MRO while performing
those other duties.

(1) Direction of MRO staff activities.
MROs shall be directly responsible for
all administrative, technical, and pro-
fessional activities of individuals who
are serving MRO staff functions while
they are performing those functions,
and those functions must be under the
MRO’s direction.

(i) The duties of MRO staff must be
maintained independent from any
other activity or interest of a licensee
or other entity, in order to protect the
integrity of the MRO function and do-
nors’ privacy.

(ii) An MRO’s responsibilities for di-
recting MRO staff must include, but
are not limited to, ensuring that—

(A) The procedures being performed
by MRO staff meet NRC regulations
and HHS’ and professional standards of
practice;

(B) Records and other donor personal
information are maintained confiden-
tial by MRO staff and are not released
to other individuals or entities, except
as permitted under this part;

(C) Data transmission is secure; and

(D) Drug test results are reported to
the licensee’s or other entity’s des-
ignated reviewing official only as re-
quired by this part.

(iii) The MRO may not delegate any
of his or her responsibilities for direct-
ing MRO staff to any other individual
or entity, except another MRO.

(2) MRO staff responsibilities. MRO
staff may perform routine administra-
tive support functions, including re-
ceiving test results, reviewing negative
test results, and scheduling interviews
for the MRO.

(i) The staff under the direction of
the MRO may receive, review, and re-
port negative test results to the licens-
ee’s or other entity’s designated rep-
resentative.

(ii) The staff reviews of positive,
adulterated, substituted, invalid, and
dilute test results must be limited to
reviewing the Federal CCF to deter-
mine whether it contains any errors
that may require corrective action and
to ensure that it is consistent with the
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information on the MRO’s copy. The
staff may resolve errors in Federal
CCFs that require corrective action(s),
but shall forward the Federal CCFs to
the MRO for review and approval of the
resolution.

(iii) The staff may not conduct inter-
views with donors to discuss positive,
adulterated, substituted, invalid, or di-
lute test results nor request medical
information from a donor. Only the
MRO may request and review medical
information related to a positive, adul-
terated, substituted, or invalid test re-
sult or other matter from a donor.

(iv) Staff may not report nor discuss
with any individuals other than the
MRO and other MRO staff any positive,
adulterated, substituted, invalid, or di-
lute test results received from the
HHS-certified laboratory before those
results have been reviewed and con-
firmed by the MRO. Any MRO staff dis-
cussions of confirmed positive, adulter-
ated, substituted, invalid, or dilute test
results must be limited to discussions
only with the licensee’s or other enti-
ty’s FFD program personnel and may
not reveal quantitative test results or
any personal medical information
about the donor that the MRO may
have obtained in the course of review-
ing confirmatory test results from the
HHS-certified laboratory.

[73 FR 17176, Mar. 31, 2008, as amended at 83
FR 58464, Nov. 20, 2018; 87 FR 71462, Nov. 22,
2022]

§26.185 Determining a fitness-for-duty
policy violation.

(a) MRO review required. A positive,
adulterated, substituted, dilute, or in-
valid drug test result does not auto-
matically identify an individual as
having used drugs in violation of the
NRC’s regulations, or the licensee’s or
other entity’s FFD policy, or as having
attempted to subvert the testing proc-
ess. An individual who has a detailed
knowledge of possible alternate med-
ical explanations is essential to the re-
view of the results. The MRO shall re-
view all positive, adulterated, sub-
stituted, and invalid test results from
the HHS-certified laboratory to deter-
mine whether the donor has violated
the FFD policy before reporting the re-
sults to the licensee’s or other entity’s
designated representative.

§26.185

(b) Reporting of initial test results pro-
hibited. Neither the MRO nor MRO staff
may report positive, adulterated, sub-
stituted, dilute, or invalid initial test
results that are received from the HHS-
certified laboratory to the licensee or
other entity.

(¢c) Discussion with the donor. Before
determining that a positive, adulter-
ated, substituted, dilute, or invalid test
result or other occurrence is an FFD
policy violation and reporting it to the
licensee or other entity, the MRO shall
give the donor an opportunity to dis-
cuss the test result or other occurrence
with the MRO, except as described in
paragraph (d) of this section. After this
discussion, if the MRO determines that
a positive, adulterated, substituted, di-
lute, or invalid test result or other oc-
currence is an FFD policy violation,
the MRO shall immediately notify the
licensee’s or other entity’s designated
representative.

(d) Donor wunavailability. The MRO
may determine that a positive, adulter-
ated, substituted, dilute, or invalid test
result or other occurrence is an FFD
policy violation without having dis-
cussed the test result or other occur-
rence directly with the donor in the
following three circumstances:

(1) The MRO has made and docu-
mented contact with the donor and the
donor expressly declined the oppor-
tunity to discuss the test result or
other occurrence that may constitute
an FFD policy violation;

(2) A representative of the licensee or
other entity, or an MRO staff member,
has successfully made and documented
contact with the donor and has in-
structed him or her to contact the
MRO, and more than 1 business day has
elapsed since the date on which the li-
censee’s representative or MRO’s staff
member successfully contacted the
donor; or

(3) The MRO, after making all rea-
sonable efforts and documenting the
dates and time of those efforts, has
been unable to contact the donor. Rea-
sonable efforts include, at a minimum,
three attempts, spaced reasonably over
a 24-hour period, to reach the donor at
the day and evening telephone numbers
listed on the Federal CCF.

(e) Additional opportunity for discus-
sion. If the MRO determines that the
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donor has violated the FFD policy
without having discussed the positive,
adulterated, substituted, dilute, or in-
valid test result or other occurrence di-
rectly with the donor, the donor may,
on subsequent notification of the MRO
determination and within 30 days of
that notification, present to the MRO
information documenting the cir-
cumstances, including, but not limited
to, serious illness or injury, which un-
avoidably prevented the donor from
being contacted by the MRO or a rep-
resentative of the licensee or other en-
tity, or from contacting the MRO in a
timely manner. On the basis of this in-
formation, the MRO may reopen the
procedure for determining whether the
donor’s test result or other occurrence
is an FFD policy violation and permit
the individual to present information
related to the issue. The MRO may
modify the initial determination based
on an evaluation of the information
provided.

(f) Review of invalid specimens. (1) If
the HHS-certified laboratory reports
an invalid result, the MRO shall con-
sult with the laboratory to determine
whether additional testing by another
HHS-certified laboratory may be useful
in determining and reporting a positive
or adulterated test result. If the MRO
and the laboratory agree that further
testing would be useful, the HHS-cer-
tified laboratory shall forward the
specimen to a second laboratory for ad-
ditional testing.

(2) If the MRO and the laboratory
agree that further testing would not be
useful and there is no technical expla-
nation for the result, the MRO shall
contact the donor and determine
whether there is an acceptable medical
explanation for the invalid result. If
there is an acceptable medical expla-
nation, the MRO shall report to the li-
censee or other entity that the test re-
sult is not an FFD policy violation, but
that a negative test result was not ob-
tained. If the medical reason for the in-
valid result is, in the opinion of the
MRO, a temporary condition, the Ili-
censee or other entity shall collect a
second urine specimen from the donor
as soon as reasonably practical and
rely on the MRO’s review of the test re-
sults from the second collection. The
second specimen collected for the pur-
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poses of this paragraph may not be col-
lected under direct observation. If the
medical reason for the invalid result
would similarly affect the testing of
another urine specimen, the MRO may
authorize an alternative method for
drug testing. Licensees and other enti-
ties may not impose sanctions for an
invalid test result due to a medical
condition.

(3) If the MRO and the laboratory
agree that further testing would not be
useful and there is no legitimate tech-
nical or medical explanation, and the
invalid result is based on pH in the
range of 9.0 to 9.5, the MRO shall con-
sider whether there is evidence of
elapsed time, exposure of the specimen
to high temperature, or both that
could account for the pH value. If an
acceptable explanation exists for the
invalid test result due to pH, based on
objective and sufficient information,
that elapsed time, high temperature, or
both caused the high pH and donor ac-
tion did not result in the invalid pH re-
sult, the MRO shall report a cancelled
test result to the licensee or other en-
tity, cancel the test result, and direct
the licensee or other entity to collect a
second urine specimen from the donor
as soon as reasonably practicable. The
second specimen collected may not be
collected under direct observation.

(4) If the MRO and the laboratory
agree that further testing would not be
useful and there is no legitimate tech-
nical or medical explanation for the in-
valid test result, the MRO shall require
that a second collection take place as
soon as practical under direct observa-
tion. The licensee or other entity shall
rely on the MRO’s review of the test re-
sults from the directly observed collec-
tion.

(g) Review of dilute specimens. (1) If
the HHS-certified laboratory reports
that a specimen is dilute and that
drugs or drug metabolites were de-
tected in the specimen at or above the
cutoff levels specified in this part or
the licensee’s or other entity’s more
stringent cutoff levels, and the MRO
determines that there is no legitimate
medical explanation for the presence of
the drugs or drug metabolites in the
specimen, and a clinical examination,
if required under paragraph (g)(3) of
this section, has been conducted, the
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MRO shall determine that the drug
test results are positive and that the
donor has violated the FFD policy.

(2) If the results of the special anal-
ysis testing required by §26.163(a)(2) are
positive, the MRO determines that
there is no legitimate medical expla-
nation for the presence of the drug(s)
or drug metabolite(s) in the specimen,
and a clinical examination, if required
under paragraph (g)(3) of this section,
has been conducted under paragraph (j)
of this section, the MRO shall deter-
mine whether the positive and dilute
specimen is a refusal to test. If the
MRO does not have sufficient reason to
believe that the positive and dilute
specimen is a subversion attempt, he or
she shall determine that the drug test
results are positive and that the donor
has violated the FFD policy. When de-
termining whether the donor has di-
luted the specimen in a subversion at-
tempt, the MRO shall also consider the
following circumstances, if applicable:

(i) The donor has presented, at this
or a previous collection, a urine speci-
men that the HHS-certified laboratory
reported as being substituted, adulter-
ated, or invalid to the MRO and the
MRO determined that there is no ade-
quate technical or medical explanation
for the result;

(ii) The donor has presented a urine
specimen of 30 mL or more that falls
outside the required temperature
range, even if a subsequent directly ob-
served collection was performed; or

(iii) The collector observed conduct
indicating an attempt to dilute the
specimen.

(3) If the drugs detected in a dilute
specimen are opioids (i.e., morphine
and/or codeine), or if the drugs or me-
tabolites detected indicate the use of
prescription or over-the-counter medi-
cations, before determining that the
donor has violated the FFD policy
under paragraph (a) of this section, the
MRO or his/her designee, who shall also
be a licensed physician with knowledge
of the clinical signs of drug abuse, shall
conduct the clinical examination for
abuse of these substances that is re-
quired in paragraph (j) of this section.
An evaluation for clinical evidence of
abuse is not required if the laboratory
confirms the presence of 6-AM (i.e., the
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presence of this metabolite is proof of
heroin use) in the dilute specimen.

(4) An MRO review is not required for
specimens that the HHS-certified lab-
oratory reports as negative and dilute.
The licensee or other entity may not
take any administrative actions or im-
pose any sanctions on a donor who sub-
mits a negative and dilute specimen.

(h) Review of substituted specimens. (1)
If the HHS-certified laboratory reports
a specimen as substituted (i.e., the cre-
atinine concentration is less than 2 mg/
dL and the specific gravity is less than
or equal to 1.0010 or equal to or greater
than 1.0200), the MRO shall contact the
donor and offer the donor an oppor-
tunity to provide a legitimate medical
explanation for the substituted result.
The burden of proof resides solely with
the donor, who must provide legitimate
medical evidence within 5 business
days that he or she produced the speci-
men for which the HHS-certified lab-
oratory reported a substituted result.
Any medical evidence must be sub-
mitted through a physician who is ex-
perienced and qualified in the medical
issues involved, as verified by the
MRO. Claims of excessive hydration, or
claims based on unsubstantiated per-
sonal characteristics, including, but
not limited to, race, gender, diet, and
body weight, are not acceptable evi-
dence without medical studies which
demonstrate that the donor did
produce the laboratory result.

(2) If the MRO determines that there
is no legitimate medical explanation
for the substituted test result, the
MRO shall report to the licensee or
other entity that the specimen was
substituted.

(3) If the MRO determines that there
is a legitimate medical explanation for
the substituted test result and no drugs
or drug metabolites were detected in
the specimen, the MRO shall report to
the licensee or other entity that no
FFD policy violation has occurred.

(i) Review of adulterated specimens. (1)
If the HHS-certified laboratory reports
a specimen as adulterated with a spe-
cific substance, the MRO shall contact
the donor and offer the donor an oppor-
tunity to provide a legitimate medical
explanation for the adulterated result.
The burden of proof resides solely with
the donor, who must provide legitimate
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medical evidence within 5 business
days that he or she produced the adul-
terated result. Any medical evidence
must be submitted through a physician
experienced and qualified in the med-
ical issues involved, as verified by the
MRO.

(2) If the MRO determines there is no
legitimate medical explanation for the
adulterated test result, the MRO shall
report to the licensee or other entity
that the specimen is adulterated.

(3) If the MRO determines that there
is a legitimate medical explanation for
the adulterated test result and no
drugs or drug metabolites were de-
tected in the specimen, the MRO shall
report to the licensee or other entity
that no FFD policy violation has oc-
curred.

(j) Review for opioids and prescription
and over-the-counter medications. (1) If
the MRO determines that there is no
legitimate medical explanation for a
positive confirmatory test result for
opioids (i.e., morphine and/or codeine)
and before the MRO determines that
the test result is a violation of the
FFD policy, the MRO or his/her des-
ignee, who shall also be a licensed phy-
sician with knowledge of the clinical
signs of drug abuse, shall determine
that there is clinical evidence, in addi-
tion to the positive confirmatory test
result, that the donor has illegally
used morphine and/or codeine. This re-
quirement does not apply if the labora-
tory confirms the presence of 6-AM
(i.e., the presence of this metabolite is
proof of heroin use), or the morphine or
codeine concentration is equal to or
greater than 15,000 ng/mL and the
donor does not present a legitimate
medical explanation for the presence of
morphine or codeine at or above this
concentration. The MRO may not de-
termine that the consumption of food
products is a legitimate medical expla-
nation for the presence of morphine or
codeine at or above this concentration.

(2) If the MRO determines that there
is no legitimate medical explanation
for a positive confirmatory test result
for drugs other than opioids that are
commonly prescribed or included in
over-the-counter preparations (e.g.,
benzodiazepines in the first case, bar-
biturates in the second) and are listed
in the licensee’s or other entity’s panel
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of substances to be tested, the MRO
shall determine whether there is clin-
ical evidence, in addition to the posi-
tive confirmatory test result, of abuse
of any of these substances or their de-
rivatives.

(3) If the MRO determines that the
donor has used another individual’s
prescription medication, including a
medication containing opioids (i.e.,
morphine and/or codeine), and no clin-
ical evidence of drug abuse is found,
the MRO shall report to the licensee or
other entity that the donor has mis-
used a prescription medication. If the
MRO determines that the donor has
used another individual’s prescription
medication and clinical evidence of
drug abuse is found, the MRO shall re-
port to the licensee that the donor has
violated the FFD policy.

(4) In determining whether a legiti-
mate medical explanation exists for a
positive confirmatory test result for
opioids or prescription or over-the-
counter medications, the MRO may
consider the use of a medication from a
foreign country. The MRO shall exer-
cise professional judgment consistently
with the following principles:

(i) There can be a legitimate medical
explanation only with respect to a drug
that is obtained legally in a foreign
country;

(ii) There can be a legitimate medical
explanation only with respect to a drug
that has a legitimate medical use. Use
of a drug of abuse (e.g., heroin, PCP) or
any other substance that cannot be
viewed as having a legitimate medical
use can never be the basis for a legiti-
mate medical explanation, even if the
drug is obtained legally in a foreign
country; and

(iii) Use of the drug can form the
basis of a legitimate medical expla-
nation only if it is used consistently
with its proper and intended medical
purpose.

(56) The MRO may not consider con-
sumption of food products, supple-
ments, or other preparations con-
taining substances that may result in a
positive confirmatory drug test result,
including, but not limited to supple-
ments containing hemp products or
coca leaf tea, as a legitimate medical
explanation for the presence of drugs
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or drug metabolites in the urine speci-
men above the cutoff levels specified in
§26.163 or a licensee’s or other entity’s
more stringent cutoff levels.

(6) The MRO may not consider the
use of any drug contained in Schedule
I of section 202 of the Controlled Sub-
stances Act [21 U.S.C. 812] as a legiti-
mate medical explanation for a posi-
tive confirmatory drug test result,
even if the drug may be legally pre-
scribed and used under State law.

(k) Results consistent with legitimate
drug use. If the MRO determines that
there is a legitimate medical expla-
nation for a positive confirmatory drug
test result, and that the use of a drug
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 the
donor has not violated the licensee’s or
other entity’s FFD policy. The MRO
shall report to the licensee or other en-
tity that no FFD policy violation has
occurred. The MRO shall further evalu-
ate the positive confirmatory test re-
sult and medical explanation to deter-
mine whether use of the drug and/or
the medical condition poses a potential
risk to public health and safety as a re-
sult of the individual being impaired
while on duty. If the MRO determines
that such a risk exists, he or she shall
ensure that a determination of fitness
is performed.

(1) Retesting authoriced. Should the
MRO question the accuracy or sci-
entific validity of a positive, adulter-
ated, substituted, or invalid test result,
only the MRO is authorized to order re-
testing of an aliquot of the original
specimen or the analysis of any split
specimen (Bottle B) in order to deter-
mine whether the FFD policy has been
violated. Retesting must be performed
by a second HHS-certified laboratory.
The MRO is also the only individual
who may authorize a reanalysis of an
aliquot of the original specimen or an
analysis of any split specimen (Bottle
B) in response to a request from the
donor tested.

(m) Result scientifically insufficient.
Based on the review of inspection and
audit reports, quality control data,
multiple specimens, and other perti-
nent results, the MRO may determine
that a positive, adulterated, sub-
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stituted or invalid test result is sci-
entifically insufficient for further ac-
tion and may declare that a drug or va-
lidity test result is not an FFD policy
violation, but that a negative test re-
sult was not obtained. In this situa-
tion, the MRO may request retesting of
the original specimen before making
this decision. The MRO is neither ex-
pected nor required to request such re-
testing, unless in the sole opinion of
the MRO, such retesting is warranted.
The MRO may request that the rea-
nalysis be performed by the same lab-
oratory, or that an aliquot of the origi-
nal specimen be sent for reanalysis to
another HHS-certified laboratory. The
licensee testing facility and the HHS-
certified laboratory shall assist in this
review process, as requested by the
MRO, by making available the indi-
vidual(s) responsible for day-to-day
management of the licensee testing fa-
cility or the HHS-certified laboratory,
or other individuals who are forensic
toxicologists or who have equivalent
forensic experience in urine drug test-
ing, to provide specific consultation as
required by the MRO.

(n) Ewaluating results from a second
laboratory. After a second laboratory
tests an aliquot of a single specimen or
the split (Bottle B) specimen, the MRO
shall take the following actions if the
second laboratory reports the following
results:

(1) If the second laboratory recon-
firms any positive test results, the
MRO may report an FFD policy viola-
tion to the licensee or other entity;

(2) If the second laboratory recon-
firms any adulterated, substituted, or
invalid validity test results, the MRO
may report an FFD policy violation to
the licensee or other entity;

(3) If the second laboratory does not
reconfirm the positive test results, the
MRO shall report that no FFD policy
violation has occurred; or

(4) If the second laboratory does not
reconfirm the adulterated, substituted,
or invalid validity test results, the
MRO shall report that no FFD policy
violation has occurred.

(0) Re-authorization after a first viola-
tion for a positive test result. The MRO is
responsible for reviewing drug test re-
sults from an individual whose author-
ization was terminated or denied for a
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first violation of the FFD policy in-
volving a confirmed positive drug test
result and who is being considered for
re-authorization. In order to determine
whether subsequent positive confirm-
atory drug test results represent new
drug use or remaining metabolites
from the drug use that initially re-
sulted in the FFD policy violation, the
MRO shall request from the HHS-cer-
tified laboratory, and the laboratory
shall provide, quantitation of the test
results and other information nec-
essary to make the determination. If
the drug for which the individual first
tested positive was marijuana and the
confirmatory assay for delta-9-
tetrahydrocannabinol-9-carboxylic acid
yields a positive result, the MRO shall
determine whether the confirmatory
test result indicates further marijuana
use since the first positive test result,
or whether the test result is consistent
with the level of delta-9-
tetrahydrocannabinol-9-carboxylic acid
that would be expected if no further
marijuana use had occurred. If the test
result indicates that no further mari-
juana use has occurred since the first
positive test result, then the MRO
shall declare the drug test result as
negative.

(p) Time to complete MRO review. The
MRO shall complete his or her review
of positive, adulterated, substituted,
and invalid test results and, in in-
stances when the MRO determines that
there is no legitimate medical expla-
nation for the test result(s), notify the
licensee’s or other entity’s designated
representative within 10 business days
of an initial positive, adulterated, sub-
stituted, or invalid test result. The
MRO shall notify the licensee or other
entity of the results of his or her re-
view in writing and in a manner de-
signed to ensure the confidentiality of
the information.

[73 FR 17176, Mar. 31, 2008, as amended at 87
FR 71462, Nov. 22, 2022]

§26.187 Substance abuse expert.

(a) Implementation. Any SAEs on
whom licensees and other entities rely
to make determinations of fitness
under this part shall meet the require-
ments of this section. An MRO who
meets the requirements of this section
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may serve as both an MRO and as an
SAE.

(b) Credentials. An SAE shall have at
least one of the following credentials:

(1) A licensed physician;

(2) A licensed or certified social
worker;

(3) A licensed or certified psycholo-
gist;

(4) A licensed or certified employee
assistance professional; or

(5) An alcohol and drug abuse coun-
selor certified by the National Associa-
tion of Alcoholism and Drug Abuse
Counselors Certification Commission
or by the International Certification
Reciprocity Consortium/Alcohol and
Other Drug Abuse.

(c) Basic knowledge. An SAE shall be
knowledgeable in the following areas:

(1) Demonstrated knowledge of and
clinical experience in the diagnosis and
treatment of alcohol and controlled-
substance abuse disorders;

(2) Knowledge of the SAE function as
it relates to the public’s interests in
the duties performed by the individuals
who are subject to this subpart; and

(3) Knowledge of this part and any
changes thereto.

(d) Qualification training. SAEs shall
receive qualification training on the
following subjects:

(1) Background, rationale, and scope
of this part;

(2) Key drug testing requirements of
this part, including specimen collec-
tion, laboratory testing, MRO review,
and problems in drug testing;

(3) Key alcohol testing requirements
of this part, including specimen collec-
tion, the testing process, and problems
in alcohol tests;

(4) SAE qualifications and prohibi-
tions;

(5) The role of the SAE in making de-
terminations of fitness and the return-
to-duty process, including the initial
evaluation, referrals for education and/
or treatment, the followup evaluation,
continuing treatment recommenda-
tions, and the followup testing plan;

(6) Procedures for SAE consultation
and communication with licensees or
other entities, MROs, and treatment
providers;

(7) Reporting and recordkeeping re-
quirements of this part; and
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(8) Issues that SAEs confront in car-
rying out their duties under this part.

(e) Continuing education. During each
3-year period following completion of
initial qualification training, the SAE
shall complete continuing education
consisting of at least 12 continuing pro-
fessional education hours relevant to
performing SAE functions.

(1) This continuing education must
include material concerning new tech-
nologies, interpretations, recent guid-
ance, rule changes, and other informa-
tion about developments in SAE prac-
tice pertaining to this part, since the
time the SAE met the qualification
training requirements of this section.

(2) Continuing education activities
must include documented assessment
tools to assist in determining that the
SAE has learned the material.

(f) Documentation. The SAE shall
maintain documentation showing that
he or she currently meets all require-
ments of this section. The SAE shall
provide this documentation on request
to NRC representatives, licensees, or
other entities who are relying on or
contemplating relying on the SAE’s
services, and to other individuals and
entities, as required by §26.37.

(g) Responsibilities and prohibitions.
The SAE shall evaluate individuals
who have violated the substance abuse
provisions of an FFD policy and make
recommendations concerning edu-
cation, treatment, return to duty, fol-
lowup drug and alcohol testing, and
aftercare. The SAE is not an advocate
for the licensee or other entity, or the
individual. The SAE’s function is to
protect public health and safety and
the common defense and security by
professionally evaluating the indi-
vidual and recommending appropriate
education/treatment, follow-up tests,
and aftercare.

(1) The SAE is authorized to make
determinations of fitness in at least
the following three circumstances:

(i) When potentially disqualifying
FFD information has been identified
regarding an individual who has ap-
plied for authorization under this part;

(ii) When an individual has violated
the substance abuse provisions of a li-
censee’s or other entity’s FFD policy;
and
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(iii) When an individual may be im-
paired by alcohol, prescription or over-
the-counter medications, or illegal
drugs.

(2) After determining the best rec-
ommendation for assisting the indi-
vidual, the SAE shall serve as a refer-
ral source to assist the individual’s
entry into an education and/or treat-
ment program.

(i) To prevent the appearance of a
conflict of interest, the SAE may not
refer an individual requiring assistance
to his or her private practice or to a
person or organization from whom the
SAE receives payment or in which the
SAE has a financial interest. The SAE
is precluded from making referrals to
entities with whom the SAE is finan-
cially associated.

(ii) There are four exceptions to the
prohibitions contained in the preceding
paragraph. The SAE may refer an indi-
vidual to any of the following providers
of assistance, regardless of his or her
relationship with them:

(A) A public agency (e.g., treatment
facility) operated by a state, county, or
municipality;

(B) A person or organization under
contract to the licensee or other entity
to provide alcohol or drug treatment
and/or education services (e.g., the li-
censee’s or other entity’s contracted
treatment provider);

(C) The sole source of therapeutically
appropriate treatment under the indi-
vidual’s health insurance program
(e.g., the single substance abuse in-pa-
tient treatment program made avail-
able by the individual’s insurance cov-
erage plan); or

(D) The sole source of therapeutically
appropriate treatment reasonably
available to the individual (e.g., the
only treatment facility or education
program reasonably located within the
general commuting area).

[73 FR 17176, Mar. 31, 2008, as amended at 83
FR 58464, Nov. 20, 2018]

§26.189 Determination of fitness.

(a) A determination of fitness is the
process entered when there are indica-
tions that an individual specified in
§26.4(a) through (e), and at the licens-
ee’s or other entity’s discretion as
specified in §26.4(f) and (g), may be in
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violation of the licensee’s or other en-
tity’s FFD policy or is otherwise un-
able to safely and competently perform
his or her duties. A determination of
fitness must be made by a licensed or
certified professional who is appro-
priately qualified and has the nec-
essary clinical expertise, as verified by
the licensee or other entity, to evalu-
ate the specific fitness issues presented
by the individual. A professional called
on by the licensee or other entity may
not perform a determination of fitness
regarding fitness issues that are out-
side of his or her specific areas of ex-
pertise. The types of professionals and
the fitness issues for which they are
qualified to make determinations of
fitness include, but are not limited to,
the following:

(1) An SAE who meets the require-
ments of §26.187 may determine the fit-
ness of an individual who may have en-
gaged in substance abuse and shall de-
termine an individual’s fitness to be
granted authorization following an un-
favorable termination or denial of au-
thorization under this part, but may
not be qualified to assess the fitness of
an individual who may have experi-
enced mental illness, significant emo-
tional stress, or other mental or phys-
ical conditions that may cause impair-
ment but are unrelated to substance
abuse, unless the SAE has additional
qualifications for addressing those fit-
ness issues;

(2) A clinical psychologist may deter-
mine the fitness of an individual who
may have experienced mental illness,
significant emotional stress, or cog-
nitive or psychological impairment
from causes unrelated to substance
abuse, but may not be qualified to as-
sess the fitness of an individual who
may have a substance abuse disorder,
unless the psychologist is also an SAE;

(3) A psychiatrist may determine the
fitness of an individual who is taking
psychoactive medications consistently
with one or more valid prescription(s),
but may not be qualified to assess po-
tential impairment attributable to sub-
stance abuse, unless the psychiatrist
has had specific training to diagnose
and treat substance abuse disorders;

(4) A physician may determine the
fitness of an individual who may be ill,
injured, fatigued, taking medications
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in accordance with one or more valid
prescriptions, or using over-the-
counter medications, but may not be
qualified to assess the fitness of an in-
dividual who may have a substance
abuse disorder, unless the physician is
also an SAE; and

(5) As a physician with specialized
training, the MRO may determine the
fitness of an individual who may have
engaged in substance abuse or may be
ill, injured, fatigued, taking medica-
tions under one or more valid prescrip-
tions, and/or using over-the-counter
medications, but may not be qualified
to assess an individual’s fitness to be
granted authorization following an un-
favorable termination or denial of au-
thorization under this part, unless the
MRO is also an SAE.

(b) A determination of fitness must
be made in at least the following cir-
cumstances:

(1) When there is an acceptable med-
ical explanation for a positive, adulter-
ated, substituted, or invalid test result,
but there is a basis for believing that
the individual could be impaired while
on duty;

(2) Before making return-to-duty rec-
ommendations after an individual’s au-
thorization has been terminated unfa-
vorably or denied under a licensee’s or
other entity’s FFD policy;

(3) Before an individual is granted au-
thorization when potentially disquali-
fying FFD information is identified
that has not previously been evaluated
by another licensee or entity who is
subject to this subpart; and

(4) When potentially disqualifying
FFD information is otherwise identi-
fied and the licensee’s or other entity’s
reviewing official concludes that a de-
termination of fitness is warranted
under §26.69.

(c) A determination of fitness that is
conducted for cause (i.e., because of ob-
served behavior or a physical condi-
tion) must be conducted through face-
to-face interaction between the subject
individual and the professional making
the determination. Electronic means of
communication may not be used.

(1) If there is neither conclusive evi-
dence of an FFD policy violation nor a
significant basis for concern that the
individual may be impaired while on
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duty, then the individual must be de-
termined to be fit for duty.

(2) If there is no conclusive evidence
of an FFD policy violation but there is
a significant basis for concern that the
individual may be impaired while on
duty, then the subject individual must
be determined to be unfit for duty.
This result does not constitute a viola-
tion of this part nor of the licensee’s or
other entity’s FFD policy, and no sanc-
tions may be imposed. However, the
professional who made the determina-
tion of fitness shall consult with the li-
censee’s or other entity’s management
personnel to identify the actions re-
quired to ensure that any possible lim-
iting condition does not represent a
threat to workplace or public health
and safety. Licensee or other entity
management personnel shall imple-
ment the required actions. When appro-
priate, the subject individual may also
be referred to the EAP.

(d) Neither the individual nor licens-
ees and other entities may seek a sec-
ond determination of fitness if a deter-
mination of fitness under this part has
already been performed by a qualified
professional employed by or under con-
tract to the licensee or other entity.
After the initial determination of fit-
ness has been made, the professional
may modify his or her evaluation and
recommendations based on new or ad-
ditional information from other
sources including, but not limited to,
the subject individual, another licensee
or entity, or staff of an education or
treatment program. Unless the profes-
sional who made the initial determina-
tion of fitness is no longer employed by
or under contract to the licensee or
other entity, only that professional is
authorized to modify the evaluation
and recommendations. When reason-
ably practicable, licensees and other
entities shall assist in arranging for
consultation between the new profes-
sional and the professional who is no
longer employed by or under contract
to the licensee or other entity, to en-
sure continuity and consistency in the
recommendations and their implemen-
tation.

§26.203

Subpart —Managing Fatigue

§26.201 Applicability.

The requirements in this subpart
apply to the licensees and other enti-
ties identified in §26.3(a), and, if appli-
cable, (¢) and (d). The requirements in
§§26.203 and 26.211 apply to the individ-
uals identified in §26.4 (a) through (c).
In addition, the requirements in §26.205
through §26.209 apply to the individuals
identified in §26.4(a).

§26.203 General provisions.

(a) Policy. Licensees shall establish a
policy for the management of fatigue
for all individuals who are subject to
the licensee’s FFD program and incor-
porate it into the written policy re-
quired in §26.27(b).

(b) Procedures. In addition to the pro-
cedures required in §26.27(c), licensees
shall develop, implement, and main-
tain procedures that—

(1) Describe the process to be fol-
lowed when any individual identified in
§26.4(a) through (c) makes a self-dec-
laration that he or she is not fit to
safely and competently perform his or
her duties for any part of a working
tour as a result of fatigue. The proce-
dure must—

(i) Describe the individual’s and 1li-
censee’s rights and responsibilities re-
lated to self-declaration;

(ii) Describe requirements for estab-
lishing controls and conditions under
which an individual may be permitted
or required to perform work after that
individual declares that he or she is
not fit due to fatigue; and

(iii) Describe the process to be fol-
lowed if the individual disagrees with
the results of a fatigue assessment that
is required under §26.211(a)(2);

(2) Describe the process for imple-
menting the controls required under
§26.205 for the individuals who are per-
forming the duties listed in §26.4(a);

(3) Describe the process to be fol-
lowed in conducting fatigue assess-
ments under §26.211; and

(4) Describe the disciplinary actions
that the licensee may impose on an in-
dividual following a fatigue assess-
ment, and the conditions and consider-
ations for taking those disciplinary ac-
tions.
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(c) Training and examinations. Licens-
ees shall add the following KAs to the
content of the training that is required
in §26.29(a) and the comprehensive ex-
amination required in §26.29(b):

(1) Knowledge of the contributors to
worker fatigue, circadian variations in
alertness and performance, indications
and risk factors for common sleep dis-
orders, shiftwork strategies for obtain-
ing adequate rest, and the effective use
of fatigue countermeasures; and

(2) Ability to identify symptoms of
worker fatigue and contributors to de-
creased alertness in the workplace.

(d) Recordkeeping. Licensees shall re-
tain the following records for at least 3
years or until the completion of all re-
lated legal proceedings, whichever is
later:

(1) Records of work hours for individ-
uals who are subject to the work hour
controls in §26.205;

(2) For licensees implementing the
requirements of §26.205(d)(3), records of
shift schedules and shift cycles, or, for
licensees implementing the require-
ments of §26.205(d)(7), records of shift
schedules and records showing the be-
ginning and end times and dates of all
averaging periods, of individuals who
are subject to the work hour controls
in §26.205;

(3) The documentation of waivers
that is required in §26.207(a)(4), includ-
ing the bases for granting the waivers;

(4) The documentation of work hour
reviews that is required in §26.205(e)(3)
and (e)(4); and

(6) The documentation of fatigue as-
sessments that is required in §26.211(g).

(e) Reporting. Licensees shall include
the following information in a standard
format in the annual FFD program per-
formance report required under §26.717:

(1) A summary for each nuclear
power plant site of all instances during
the previous calendar year when the li-
censee waived one or more of the work
hour controls specified in §26.205(d)(1)
through (d)(5)(i) and (d)(7) for individ-
uals described in §26.4(a). The summary
must include only those waivers under
which work was performed. If it was
necessary to waive more than one work
hour control during any single ex-
tended work period, the summary of in-
stances must include each of the work
hour controls that were waived during
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the period. For each category of indi-
viduals specified in §26.4(a), the 1i-
censee shall report:

(i) The number of instances when
each applicable work hour control
specified in §26.205(d)(1)(i) through
(D@)(ii), (@)(2)(1) and (A)(2)(i1), (A)(3)()
through (d)(3)(v), and (d)(7) was waived
for individuals not working on outage
activities;

(ii) The number of instances when
each applicable work hour control
specified in §26.205(d)(1)(i) through
(D@)(ii), (@(2)(1) and (A)(2)(ii), (A)(3)()
through (A@)(v), (A)(4) and (d)5)(1D),
and (d)(7) was waived for individuals
working on outage activities; and

(iii) A summary that shows the dis-
tribution of waiver use among the indi-
viduals within each category of indi-
viduals identified in §26.4(a) (e.g., a
table that shows the number of individ-
uals who received only one waiver dur-
ing the reporting period, the number of
individuals who received a total of two
waivers during the reporting period).

(2) A summary of corrective actions,
if any, resulting from the analyses of
these data, including fatigue assess-
ments.

(f) Audits. Licensees shall audit the
management of worker fatigue as re-
quired by §26.41.

[73 FR 17176, Mar. 31, 2008, as amended at 76
FR 43548, July 21, 2011]

§26.205 Work hours.

(a) Individuals subject to work hour
controls. Any individual who performs
duties identified in §26.4(a)(1) through
(a)(5) shall be subject to the require-
ments of this section.

(b) Cualculating work hours. For the
purposes of this section, a licensee
shall calculate the work hours of indi-
viduals who are subject to this section
as the amount of time the individuals
perform duties for the licensee. Except
as permitted by paragraphs (b)(1)
through (b)(5) of this section, the cal-
culated work hours must include all
time performing duties for the 1li-
censee, including all within-shift break
times and rest periods during which
there are no reasonable opportunities
or accommodations appropriate for re-
storative sleep.
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(1) Shift turnover. Licensees may ex-
clude shift turnover from the calcula-
tion of an individual’s work hours.
Shift turnover includes only those ac-
tivities that are necessary to safely
transfer information and responsibil-
ities between two or more individuals
between shifts. Shift turnover activi-
ties may include, but are not limited
to, discussions of the status of plant
equipment, and the status of ongoing
activities, such as extended tests of
safety systems and components. Li-
censees may not exclude work hours
worked during turnovers between indi-
viduals within a shift period due to ro-
tations or relief within a shift. Activi-
ties that licensees may not exclude
from work hours calculations also in-
clude, but are not limited to, shift
holdovers to cover for late arrivals of
incoming shift members; early arrivals
of individuals for meetings, training, or
pre-shift briefings for special evo-
lutions; and holdovers for interviews
needed for event investigations.

(2) Within-shift break and rest peri-
ods. Licensees may exclude from the
calculation of an individual’s work
hours only that portion of a break or
rest period during which there is a rea-
sonable opportunity and accommoda-
tions for restorative sleep (e.g., a nap).

(3) Beginning or resuming duties sub-
ject to work hour controls. If an indi-
vidual begins or resumes performing
for the licensee any of the duties listed
in §26.4(a) during the calculation pe-
riod, the licensee shall include in the
calculation of the individual’s work
hours all work hours worked for the 1i-
censee, including hours worked per-
forming duties that are not listed in
§26.4(a), and control the individual’s
work hours under the requirements of
paragraph (d) of this section.

(4) TUnannounced emergency pre-
paredness exercises and drills. Licens-
ees may exclude from the calculation
of an individual’s work hours the time
the individual works unscheduled work
hours for the purpose of participating
in the actual conduct of an unan-
nounced emergency preparedness exer-
cise or drill.

(5) Incidental duties performed off
site. Licensees may exclude from the
calculation of an individual’s work
hours unscheduled work performed off
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site (e.g., technical assistance provided
by telephone from an individual’s
home), provided the total duration of
the work does not exceed a nominal 30
minutes during any single break pe-
riod. For the purposes of compliance
with the minimum break requirements
of §26.205(d)(2), and the minimum days
off requirements of §26.205(d)(3)
through (d)(5) or the maximum average
work hours requirements of
§26.205(d)(7), such duties do not con-
stitute work periods, work shifts, or
hours worked.

(c) Work hours scheduling. Licensees
shall schedule the work hours of indi-
viduals who are subject to this section
consistent with the objective of pre-
venting impairment from fatigue due
to the duration, frequency, or sequenc-
ing of successive shifts.

(d) Work hour controls. Liicensees shall
control the work hours of individuals
who are subject to this section.

(1) Except as permitted in §26.207, 1i-
censees shall ensure that any individ-
ual’s work hours do not exceed the fol-
lowing limits:

(i) 16 work hours in any 24-hour pe-
riod;

(ii) 26 work hours in any 48-hour pe-
riod; and

(iii) 72 work hours in any 7-day Dpe-
riod.

(2) Licensees shall ensure that indi-
viduals have, at a minimum, the rest
breaks specified in this paragraph. For
the purposes of this subpart, a break is
defined as an interval of time that falls
between successive work periods, dur-
ing which the individual does not per-
form any duties for the licensee other
than one period of shift turnover at ei-
ther the beginning or end of a shift but
not both. Except as permitted in
§26.207, licensees shall ensure that indi-
viduals have, at a minimum—

(1) A 10-hour break between succes-
sive work periods or an 8-hour break
between successive work periods when
a break of less than 10 hours is nec-
essary to accommodate a crew’s sched-
uled transition between work schedules
or shifts; and

(ii) A 34-hour break in any 9-day pe-
riod.

(3) Licensees shall either ensure that
individuals have, at a minimum, the
number of days off specified in this
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paragraph, or comply with the require-
ments for maximum average
workhours in §26.205(d)(7). For the pur-
poses of this section, a day off is de-
fined as a calendar day during which an
individual does not start a work shift.
For the purposes of calculating the av-
erage number of days off required in
this paragraph, the duration of the
shift cycle may not exceed 6 weeks.

(i) Individuals who are working 8-
hour shift schedules shall have at least
1 day off per week, averaged over the
shift cycle;

(ii) Individuals who are working 10-
hour shift schedules shall have at least
2 days off per week, averaged over the
shift cycle;

(iii) Individuals who are working 12-
hour shift schedules while performing
the duties described in §26.4(a)(1)
through (a)(3) shall have at least 2.5
days off per week, averaged over the
shift cycle;

(iv) Individuals who are working 12-
hour shift schedules while performing
the duties described in §26.4(a)(4) shall
have at least 2 days off per week, aver-
aged over the shift cycle; and

(v) Individuals who are working 12-
hour shift schedules while performing
the duties described in §26.4(a)(5) shall
have at least 3 days off per week, aver-
aged over the shift cycle.

(4) During the first 60 days of a unit
outage, licensees need not meet the re-
quirements of §26.205(d)(3) or (d)(7) for
individuals specified in §26.4(a)(1)
through (a)(4), while those individuals
are working on outage activities. How-
ever, the licensee shall ensure that the
individuals specified in §26.4(a)(1)
through (a)(3) have at least 3 days off
in each successive (i.e., non-rolling) 15-
day period and that the individuals
specified in §26.4(a)(4) have at least 1
day off in any 7-day period;

(5) During the first 60 days of a unit
outage, security system outage, or in-
creased threat condition, licensees
shall control the hours worked by indi-
viduals specified in §26.4(a)(5) as fol-
lows:

(i) During the first 60 days of a unit
outage or a planned security system
outage, licensees need not meet the re-
quirements of §26.205(d)(3) or (d)(7).
However, licensees shall ensure that
these individuals have at least 4 days
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off in each successive (i.e., non-rolling)
15-day period; and

(ii) During the first 60 days of an un-
planned security system outage or in-
creased threat condition, licensees
need not meet the requirements of
§26.205(d)(3), (d)(5)(1), or (A)(7).

(6) The 60-day periods in paragraphs
(d)(4) and (d)(b) of this section may be
extended for each individual in 7-day
increments for each non-overlapping 7-
day period the individual has worked
not more than 48 hours during the unit
or security system outage or increased
threat condition, as applicable.

(7) Licensees may, as an alternative
to complying with the minimum days
off requirements in §26.205(d)(3), com-
ply with the requirements for max-
imum average work hours in this para-
graph.

(i) Individuals may not work more
than a weekly average of 54 hours, cal-
culated using an averaging period of up
to six (6) weeks, which advances by 7
consecutive calendar days at the finish
of every averaging period.

(ii) For purposes of this section, when
an individual’s work shift starts at the
end of a calendar day and concludes
during the next calendar day, the li-
censee shall either consider the hours
worked during that entire shift as if
they were all worked on the day the
shift started, or attribute the hours to
the calendar days on which the hours
were actually worked.

(iii) BEach licensee shall state, in its
FFD policy and procedures required by
§26.27 and §26.203(a) and (b), the work
hour counting system in §26.205(d)(7)(ii)
the licensee is using.

(8) Each licensee shall state, in its
FFD policy and procedures required by
§26.27 and §26.203(a) and (b), the re-
quirements with which the licensee is
complying: the minimum days off re-
quirements in §26.205(d)(3) or maximum
average work hours requirements in
§26.205(d)(7).

(e) Reviews. Licensees shall evaluate
the effectiveness of their control of
work hours of individuals who are sub-
ject to this section. Licensees shall
conduct the reviews once per calendar
year. If any plant or security system
outages or increased threat conditions
occurred since the licensee completed
the most recent review, the licensee
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shall include in the review an evalua-
tion of the control of work hours dur-
ing the outages or increased threat
conditions. Licensees shall complete
the review within 30 days of the end of
the review period. Licensees shall—

(1) Review the actual work hours and
performance of individuals who are
subject to this section for consistency
with the requirements of §26.205(c). At
a minimum, this review must address—

(i) Individuals whose actual hours
worked during the review period ex-
ceeded an average of 54 hours per week
in any shift cycle while the individuals’
work hours are subject to the require-
ments of §26.205(d)(3) or in any aver-
aging period of up to 6 weeks, using the
same averaging period durations that
the licensee uses to control the individ-
uals’ work hours, while the individuals’
work hours are subject to the require-
ments of §26.205(d)(7);

(ii) Individuals who were granted
more than one waiver during the re-
view period; and

(iii) Individuals who were assessed for
fatigue under §26.211 during the review
period.

(2) Review individuals’ hours worked
and the waivers under which work was
performed to evaluate staffing ade-
quacy for all jobs subject to the work
hour controls of this section;

(3) Document the methods used to
conduct the review and the results of
the review; and

(4) Record, trend, and correct, under
the licensee’s corrective action pro-
gram, any problems identified in main-
taining control of work hours con-
sistent with the specific requirements
and performance objectives of this
part.

[73 FR 17176, Mar. 31, 2008, as amended at 76
FR 43548, July 21, 2011]

§26.207 Waivers and exceptions.

(a) Waivers. Licensees may grant a
waiver of one or more of the work hour
controls in §26.205(d)(1) through (d)(5)(Q)
and (d)(7), as follows:

(1) To grant a waiver, the licensee
shall meet both of the following re-
quirements:

(i) An operations shift manager de-
termines that the waiver is necessary
to mitigate or prevent a condition ad-
verse to safety, or a security shift man-
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ager determines that the waiver is nec-
essary to maintain site security, or a
site senior-level manager with req-
uisite signature authority makes ei-
ther determination; and

(ii) A supervisor assesses the indi-
vidual face to face and determines that
there is reasonable assurance that the
individual will be able to safely and
competently perform his or her duties
during the additional work period for
which the waiver will be granted. The
supervisor performing the assessment
shall be trained as required by §§26.29
and 26.203(c) and shall be qualified to
direct the work to be performed by the
individual. If there is no supervisor on
site who is qualified to direct the work,
the assessment may be performed by a
supervisor who is qualified to provide
oversight of the work to be performed
by the individual. At a minimum, the
assessment must address the potential
for acute and cumulative fatigue con-
sidering the individual’s work history
for at least the past 14 days, the poten-
tial for circadian degradations in alert-
ness and performance considering the
time of day for which the waiver will
be granted, the potential for fatigue-re-
lated degradations in alertness and per-
formance to affect risk-significant
functions, and whether any controls
and conditions must be established
under which the individual will be per-
mitted to perform work.

(2) To the extent practicable, licens-
ees shall rely on the granting of waiv-
ers only to address circumstances that
could not have been reasonably con-
trolled;

(3) Licensees shall ensure that the
timing of the face-to-face supervisory
assessment that is required by para-
graph (a)(1)(ii) of this section supports
a valid assessment of the potential for
worker fatigue during the time the in-
dividual will be performing work under
the waiver. Licensees may not perform
the face-to-face assessment more than
4 hours before the individual begins
performing any work under the waiver;
and

(4) Licensees shall document the
bases for individual waivers. The docu-
mented basis for a waiver must include
a description of the circumstances that
necessitate the waiver, a statement of
the scope of work and time period for
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which the waiver is approved, and the
bases for the determinations required
in paragraphs (a)(1)(i) and (ii) of this
section.

(b) Force-on-force tactical exercises.
For the purposes of compliance with
the minimum days off requirements of
§26.205(d)(3) or the maximum average
work hours requirements of
§26.205(d)(7), licensees may exclude
shifts worked by security personnel
during the actual conduct of NRC-eval-
uated force-on-force tactical exercises
when calculating the individual’s num-
ber of days off or hours worked, as ap-
plicable.

(c) Common defense and security. When
informed in writing by the NRC that
the requirements of §26.205, or any sub-
set thereof, are waived for security per-
sonnel to ensure the common defense
and security, licensees need not meet
the specified requirements of §26.205 for
the duration of the period defined by
the NRC.

(d) Plant emergencies. Licensees need
not meet the requirements of §26.205(c)
and (d) during declared emergencies, as
defined in the licensee’s emergency
plan.

[73 FR 17176, Mar. 31, 2008, as amended at 76
FR 43549, July 21, 2011]

§26.209 Self-declarations.

(a) If an individual is performing, or
being assessed for, work under a waiver
of one or more of the requirements con-
tained in §26.205(d)(1) through (d)(56)(i)
and (d)(7) and declares that, due to fa-
tigue, he or she is unable to safely and
competently perform his or her duties,
the licensee shall immediately stop the
individual from performing any duties
listed in §26.4(a), except if the indi-
vidual is required to continue per-
forming those duties under other re-
quirements of this chapter. If the sub-
ject individual must continue per-
forming the duties listed in §26.4(a)
until relieved, the licensee shall imme-
diately take action to relieve the indi-
vidual.

(b) Following a self-declaration, as
described in paragraph (a) of this sec-
tion, the licensee—

(1) May reassign the individual to du-
ties other than those listed in §26.4(a),
but only if the results of a fatigue as-
sessment, conducted under the require-
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ments of §26.211, indicate that the indi-
vidual is fit to safely and competently
perform those other duties; and

(2) Shall permit or require the indi-
vidual to take a break of at least 10
hours before the individual returns to
performing any duties listed in §26.4(a).

[73 FR 17176, Mar. 31, 2008, as amended at 76
FR 43549, July 21, 2011]

§26.211 Fatigue assessments.

(a) Licensees shall ensure that fa-
tigue assessments are conducted under
the following conditions:

(1) For cause. In addition to any
other test or determination of fitness
that may be required under §§26.31(c)
and 26.77, a fatigue assessment must be
conducted in response to an observed
condition of impaired individual alert-
ness creating a reasonable suspicion
that an individual is not fit to safely
and competently perform his or her du-
ties, except if the condition is observed
during an individual’s break period. If
the observed condition is impaired
alertness with no other behaviors or
physical conditions creating a reason-
able suspicion of possible substance
abuse, then the licensee need only con-
duct a fatigue assessment. If the 1li-
censee has reason to believe that the
observed condition is not due to fa-
tigue, the licensee need not conduct a
fatigue assessment;

(2) Self-declaration. A fatigue assess-
ment must be conducted in response to
an individual’s self-declaration to his
or her supervisor that he or she is not
fit to safely and competently perform
his or her duties for any part of a
working tour because of fatigue, except
if, following the self-declaration, the li-
censee permits or requires the indi-
vidual to take a rest break of at least
10 hours before the individual returns
to duty;

(3) Post-event. A fatigue assessment
must be conducted in response to
events requiring post-event drug and
alcohol testing as specified in §26.31(c).
Licensees may not delay necessary
medical treatment in order to conduct
a fatigue assessment; and

(4) Followup. If a fatigue assessment
was conducted for cause or in response
to a self-declaration, and the licensee
returns the individual to duty fol-
lowing a break of less than 10 hours in
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duration, the licensee shall reassess
the individual for fatigue as well as the
need to implement controls and condi-
tions before permitting the individual
to resume performing any duties.

(b) Only supervisors and FFD pro-
gram personnel who are trained under
§§26.29 and 26.203(c) may conduct a fa-
tigue assessment. The fatigue assess-
ment must be conducted face to face
with the individual whose alertness
may be impaired.

(1) In the case of a fatigue assessment
conducted for cause, the individual who
observed the condition of impaired
alertness may not conduct the fatigue
assessment.

(2) In the case of a post-event fatigue
assessment, the individual who con-
ducts the fatigue assessment may not
have—

(i) Performed or directed (on site) the
work activities during which the event
occurred;

(ii) Performed, within 24 hours before
the event occurred, a fatigue assess-
ment of the individuals who were per-
forming or directing (on site) the work
activities during which the event oc-
curred; and

(iii) Evaluated or approved a waiver
of one or more of the limits specified in
§26.205(d)(1) through (d)(56)(i) and (d)(7)
for any of the individuals who were
performing or directing (on site) the
work activities during which the event
occurred, if the event occurred while
such individuals were performing work
under that waiver.

(c) A fatigue assessment must pro-
vide the information necessary for
management decisions and actions in
response to the circumstance that ini-
tiated the assessment.

(1) At a minimum, the fatigue assess-
ment must address the following fac-
tors:

(i) Acute fatigue;

(ii) Cumulative fatigue; and

(iii) Circadian variations in alertness
and performance.

(2) Individuals shall provide complete
and accurate information that may be
required by the licensee to address the
factors listed in paragraph (c)(1) of this
section. Licensees shall limit any in-
quiries to obtaining from the subject
individual only the personal informa-
tion that may be necessary to assess
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the factors listed in paragraph (c)(1) of
this section.

(d) The licensee may not conclude
that fatigue has not or will not degrade
the individual’s ability to safely and
competently perform his or her duties
solely on the basis that the individual’s
work hours have not exceeded any of
the limits specified in §26.205(d)(1), the
individual has had the minimum
breaks required in §26.205(d)(2) or min-
imum days off required in §26.205(d)(3)
through (d)(5), as applicable, or the in-
dividual’s hours worked have not ex-
ceeded the maximum average number
of hours worked in §26.205(d)(7).

(e) Following a fatigue assessment,
the licensee shall determine and imple-
ment the controls and conditions, if
any, that are necessary to permit the
individual to resume performing duties
for the licensee, including the need for
a break.

(f) Licensees shall document the re-
sults of any fatigue assessments con-
ducted, the circumstances that neces-
sitated the fatigue assessment, and any
controls and conditions that were im-
plemented.

(g) Licensees shall also prepare an
annual summary for each nuclear
power plant site of instances of fatigue
assessments that were conducted dur-
ing the previous calendar year for any
individual identified in §26.4(a) through
(c). Each summary must include—

(1) The conditions under which each
fatigue assessment was conducted (i.e.,
self-declaration, for cause, post-event,
followup);

(2) A statement of whether or not the
individual was working on outage ac-
tivities at the time of the self-declara-
tion or condition resulting in the fa-
tigue assessment;

(3) The category of duties the indi-
vidual was performing, if the indi-
vidual was performing the duties de-
scribed in §26.4(a)(1) through (a)(b) at
the time of the self-declaration or con-
dition resulting in the fatigue assess-
ment; and

(4) The management actions, if any,
resulting from each fatigue assess-
ment.

[78 FR 17176, Mar. 31, 2008, as amended at 76
FR 43549, July 21, 2011]

Subpart J [Reserved]

559



§26.401

Subpart K—FFD Program for
Construction

§26.401 General.

(a) At the licensee’s or other entity’s
discretion, a licensee or other entity in
§26.3(c) may establish, implement, and
maintain an FFD program that meets
the requirements of this subpart to
apply to the individuals specified in
§26.4(f). If a licensee or other entity in
§26.3(c) does not elect to implement an
FFD program that meets the require-
ments of this subpart, the individuals
specified in §26.4(f) shall be subject to
an FFD program that meets the re-
quirements of subparts A through H, N,
and O of this part.

(b) Entities who intend to implement
an FFD program under this subpart
shall submit a description of the FFD
program and its implementation as
part of the license, permit, or limited
work authorization application.

(c) Nothing in this subpart prohibits
the licensees and other entities in
§26.3(c) from subjecting the individuals
in §26.4(f) to an FFD program that
meets all of the requirements of this
part or FFD program elements that
meet all of the applicable requirements
of this part.

§26.403 Written policy and proce-
dures.

(a) Licensees and other entities who
implement an FFD program under this
subpart shall ensure that a clear, con-
cise, written FFD policy statement is
provided to individuals who are subject
to the program. The policy statement
must be written in sufficient detail to
provide affected individuals with infor-
mation on what is expected of them
and what consequences may result
from a lack of adherence to the policy.

(b) Licensees and other entities shall
develop, implement, and maintain
written procedures that address the
following topics:

(1) The methods and techniques to be
used in testing for drugs and alcohol,
including procedures for protecting the
privacy of an individual who provides a
specimen, procedures for protecting
the integrity of the specimen, and pro-
cedures used to ensure that the test re-
sults are valid and attributable to the
correct individual;
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(2) The immediate and followup ac-
tions that will be taken, and the proce-
dures to be used, in those cases in
which individuals who are subject to
the FFD program are determined to
have—

(i) Been involved in the use, sale, or
possession of illegal drugs;

(ii) Consumed alcohol to excess be-
fore or while constructing or directing
the construction of safety- or security-
related SSCs, as determined by a test
that accurately measures BAC;

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

(iv) Refused to provide a specimen for
analysis; or

(v) Had legal action taken relating to
drug or alcohol use.

(3) The process to be followed if an
individual’s behavior or condition
raises a concern regarding the possible
use, sale, or possession of illegal drugs
on or off site; the possible use or pos-
session of alcohol while constructing or
directing the construction of safety- or
security-related SSCs; or impairment
from any cause which in any way could
adversely affect the individual’s ability
to safely and competently perform his
or her duties.

[78 FR 17176, Mar. 31, 2008, as amended at 75
FR 73941, Nov. 30, 2010]

§26.405 Drug and alcohol testing.

(a) To provide means to deter and de-
tect substance abuse, licensees and
other entities who implement an FFD
program under this subpart shall per-
form drug and alcohol testing that
complies with the requirements of this
section.

(b) If the licensee or other entity
elects to impose random testing for
drugs and alcohol on the individuals
identified in §26.4(f), random testing
must—

(1) Be administered in a manner that
provides reasonable assurance that in-
dividuals are unable to predict the
time periods during which specimens
will be collected;

(2) Require individuals who are se-
lected for random testing to report to
the collection site as soon as reason-
ably practicable after notification,
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within the time period specified in the
FFD program policy;

(3) Ensure that all individuals in the
population that is subject to random
testing on a given day have an equal
probability of being selected and test-
ed; and

(4) Provide that an individual com-
pleting a test is immediately eligible
for another random test.

(c) Individuals identified in §26.4(f)
shall be subject to drug and alcohol
testing under the following conditions:

(1) Pre-assignment. Before assign-
ment to construct or direct the con-
struction of safety- or security-related
SSCs;

(2) For-cause. In response to an indi-
vidual’s observed behavior or physical
condition indicating possible substance
abuse or after receiving credible infor-
mation that an individual is engaging
in substance abuse, as defined in §26.5;

(3) Post-accident. As soon as prac-
tical after an event involving a human
error that was committed by an indi-
vidual specified in §26.4(f), where the
human error may have caused or con-
tributed to the accident. The licensee
or other entity shall test the indi-
vidual(s) who committed the error(s),
and need not test individuals who were
affected by the event but whose actions
likely did not cause or contribute to
the event. The individual(s) who com-
mitted the human error(s) shall be
tested if the event resulted in—

(i) A significant illness or personal
injury to the individual to be tested or
another individual, which within 4
hours after the event is recordable
under the Department of Labor stand-
ards contained in 29 CFR 1904.7, and
subsequent amendments thereto, and
results in death, days away from work,
restricted work, transfer to another
job, medical treatment beyond first
aid, loss of consciousness, or other sig-
nificant illness or injury as diagnosed
by a physician or other licensed health
care professional, even if it does not re-
sult in death, days away from work, re-
stricted work or job transfer, medical
treatment beyond first aid, or loss of
consciousness; or

(ii) Significant damage, during con-
struction, to any safety-or security-re-
lated SSC; and

§26.405

(4) Followup. As part of a followup
plan to verify an individual’s continued
abstinence from substance abuse.

(d) At a minimum, licensees and
other entities shall test specimens for
marijuana metabolite, cocaine metabo-
lite, opioids (codeine, morphine, 6-ace-

tylmorphine, hydrocodone,
hydromorphone, oxycodone, and
oxymorphone), amphetamines (am-
phetamine, methamphetamine,

methylenedioxymethamphetamine,
and methylenedioxyamphetamine),
phencyclidine, and alcohol at the cut-
off levels specified in this part, or com-
parable cutoff levels if specimens other
than urine are collected for drug test-
ing. Urine specimens collected for drug
testing must be subject to validity
testing that includes testing for
adulterants.

(e) The specimen collection and drug
and alcohol testing procedures of FFD
programs under this subpart must pro-
tect the donor’s privacy and the integ-
rity of the specimen, and implement
stringent quality controls to ensure
that test results are valid and attrib-
utable to the correct individual. At the
licensee’s or other entity’s discretion,
specimen collections and alcohol test-
ing may be conducted at a local hos-
pital or other facility under the speci-
men collection and alcohol testing re-
quirements of 49 CFR Part 40 and sub-
sequent amendments thereto.

(f) Testing of urine specimens for
drugs and validity, except validity
screening and initial drug and validity
tests that may be performed by Ili-
censee testing facilities, must be per-
formed in a laboratory that is certified
by HHS for that purpose, consistent
with its standards and procedures for
certification. Any initial drug test per-
formed by a licensee or other entity
subject to this subpart must use an
immunoassay that meets the require-
ments of the Food and Drug Adminis-
tration for commercial distribution.
Urine specimens that yield positive,
adulterated, substituted, or invalid ini-
tial validity or drug test results must
be subject to confirmatory testing by
the HHS-certified laboratory, except
for invalid specimens that cannot be
tested. Other specimens that yield
positive initial drug test results must
be subject to confirmatory testing by a
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laboratory that meets stringent qual-
ity control requirements that are com-
parable to those required for certifi-
cation by the HHS.

(g) Licensees and other entities shall
provide for an MRO review of positive,
adulterated, substituted, and invalid
confirmatory drug and validity test re-
sults to determine whether the donor
has violated the FFD policy, before re-
porting the results to the individual
designated by the licensee or other en-
tity to perform the suitability and fit-
ness evaluations required under §26.419.

[73 FR 17176, Mar. 31, 2008, as amended at 75
FR 73941, Nov. 30, 2010; 87 FR 71463, Nov. 22,
2022]

§26.406 Fitness monitoring.

(a) The requirements in this section
apply only if a licensee or other entity
does not elect to subject the individ-
uals specified in §26.4(f) to random
testing for drugs and alcohol under
§26.405(b).

(b) Licensees and other entities shall
implement a fitness monitoring pro-
gram to deter substance abuse and de-
tect indications of possible use, sale, or
possession of illegal drugs; use or pos-
session of alcohol while constructing or
directing the construction of safety- or
security-related SSCs; or impairment
from any cause that if left unattended
may result in a risk to public health
and safety or the common defense and
security.

(c) Licensees and other entities shall
establish procedures that monitors
shall follow in response to the indica-
tions and actions specified in para-
graph (b) of this section and train the
monitors to implement the program.

(d) Licensees and other entities shall
ensure that the fitness of individuals
specified in §26.4(f) is monitored effec-
tively while the individuals are con-
structing or directing the construction
of safety- and security-related SSCs,
commensurate with the potential risk
to public health and safety and the
common defense and security imposed
by the construction activity. To
achieve this objective, licensees and
other entities shall consider the num-
ber and placement of monitors re-
quired, the necessary ratio of monitors
to individuals specified in §26.4(f), and
the frequency with which the individ-
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uals specified in §26.4(f) shall be mon-
itored while constructing or directing
the construction of each safety- or se-
curity-related SSC.

[73 FR 17176, Mar. 31, 2008, as amended at 75
FR 73941, Nov. 30, 2010]

§26.407

While the individuals specified in
§26.4(f) are constructing or directing
the construction of safety- or security-
related SSCs, licensees and other enti-
ties shall ensure that these individuals
are subject to behavioral observation,
except if the licensee or other entity
has implemented a fitness monitoring
program under §26.406.

Behavioral observation.

[75 FR 73941, Nov. 30, 2010]

§26.409 Sanctions.

Licensees and other entities who im-
plement an FFD program under this
subpart shall establish sanctions for
FFD policy violations that, at a min-
imum, prohibit the individuals speci-
fied in §26.4(f) from being assigned to
construct or direct the construction of
safety- or security-related SSCs unless
or until the licensee or other entity de-
termines that the individual’s condi-
tion or behavior does not pose a poten-
tial risk to public health and safety or
the common defense and security.

[75 FR 73941, Nov. 30, 2010]

§26.411 Protection of information.

(a) Licensees and other entities who
collect personal information about an
individual for the purpose of complying
with this subpart shall establish and
maintain a system of files and proce-
dures to protect the personal informa-
tion. FFD programs must maintain and
use such records with the highest re-
gard for individual privacy.

(b) Licensees and other entities shall
obtain a signed consent that authorizes
the disclosure of the personal informa-
tion collected and maintained under
this subpart before disclosing the per-
sonal information, except for disclo-
sures to the individuals and entities
specified in §26.37(b)(1) through (b)(6),
(b)(8), and persons deciding matters
under review in §26.413.
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§26.413 Review process.

Licensees and other entities who im-
plement an FFD program under this
subpart shall establish and implement
procedures for the review of a deter-
mination that an individual in §26.4(f)
has violated the FFD policy. The pro-
cedure must provide for an objective
and impartial review of the facts re-
lated to the determination that the in-
dividual has violated the FFD policy.

§26.415 Audits.

(a) Licensees and other entities who
implement an FFD program under this
subpart shall ensure that audits are
performed to assure the continuing ef-
fectiveness of the FFD program, in-
cluding FFD program elements that
are provided by C/Vs, and the FFD pro-
grams of C/Vs that are accepted by the
licensee or other entity.

(b) Each licensee and other entity
shall ensure that these programs are
audited at a frequency that assures
their continuing effectiveness and that
corrective actions are taken to resolve
any problems identified. Licensees and
entities may conduct joint audits, or
accept audits of C/Vs conducted by oth-
ers, so long as the audit addresses the
relevant C/Vs’ services.

(c) Licensees and other entities need
not audit HHS-certified laboratories or
the specimen collection and alcohol
testing services that meet the require-
ments of 49 CFR Part 40, ‘‘Procedures
for Department of Transportation
Workplace Drug and Alcohol Testing
Programs’, on which licensees and
other entities may rely to meet the
drug and alcohol testing requirements
of this subpart.

[73 FR 17176, Mar. 31, 2008, as amended at 87
FR 71463, Nov. 22, 2022]

§26.417

(a) Licensees and other entities who
implement FFD programs under this
subpart shall ensure that records per-
taining to the administration of the
program, which may be stored and
archived electronically, are maintained
so that they are available for NRC in-
spection purposes and for any legal
proceedings resulting from the admin-
istration of the program.

Recordkeeping and reporting.

§26.711

(b) Licensees and other entities shall
make the following reports:

(1) Reports to the NRC Operations
Center by telephone within 24 hours
after the licensee or other entity dis-
covers any intentional act that casts
doubt on the integrity of the FFD pro-
gram and any programmatic failure,
degradation, or discovered vulner-
ability of the FFD program that may
permit undetected drug or alcohol use
or abuse by individuals who are subject
to this subpart. These events must be
reported under this subpart, rather
than under the provisions of 10 CFR
73.1200; and

(2) Annual program performance re-
ports for the FFD program.

[73 FR 17176, Mar. 31, 2008, as amended at 88
FR 15880, Mar. 14, 2023]

§26.419 Suitability and fitness evalua-
tions.

Licensees and other entities who im-
plement FFD programs under this sub-
part shall develop, implement, and
maintain procedures for evaluating
whether to assign individuals to con-
struct safety- and security-related
SSCs. These procedures must provide
reasonable assurance that the individ-
uals are fit to safely and competently
perform their duties, and are trust-
worthy and reliable, as demonstrated
by the avoidance of substance abuse.

Subparts L-M [Reserved]

Subpart N—Recordkeeping and
Reporting Requirements

§26.709 Applicability.

The requirements of this subpart
apply to the FFD programs of licensees
and other entities specified in §26.3, ex-
cept for FFD programs that are imple-
mented under subpart K of this part.

§26.711 General provisions.

(a) BEach licensee and other entity
shall maintain records and submit cer-
tain reports to the NRC. Records that
are required by the regulations in this
part must be retained for the period
specified by the appropriate regulation.
If a retention period is not otherwise
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specified, these records must be re-
tained until the Commission termi-
nates the facility’s license, certificate,
or other regulatory approval.

(b) All records may be stored and
archived electronically, provided that
the method used to create the elec-
tronic records meets the following cri-
teria:

(1) Provides an accurate representa-
tion of the original records;

(2) Prevents the alteration of any
archived information and/or data once
it has been committed to storage; and

(3) Permits easy retrieval and re-cre-
ation of the original records.

(c) The licensees and other entities
specified in §26.3(a) and, as applicable,
(c) and (d), shall inform each individual
of his or her right to review informa-
tion about the individual that is col-
lected and maintained under this part
to assure its accuracy. Licensees and
other entities shall provide the indi-
vidual with an opportunity to correct
any inaccurate or incomplete informa-
tion that is documented by licensees
and other entities about the individual.

(d) Licensees and other entities shall
ensure that only correct and complete
information about individuals is re-
tained and shared with other licensees
and entities. If, for any reason, the
shared information used for deter-
mining an individual’s eligibility for
authorization under this part changes
or new information is developed about
the individual, licensees and other en-
tities shall correct or augment the
shared information contained in the
records. If the changed or developed in-
formation has implications for ad-
versely affecting an individual’s eligi-
bility for authorization, a licensee and
other entity specified in §26.3(a) and, as
applicable, (¢) and (d), who has discov-
ered the incorrect information, or de-
velops new information, shall inform
the reviewing official of any FFD pro-
gram under which the individual is
maintaining authorization of the up-
dated information on the day of dis-
covery. The reviewing official shall
evaluate the information and take ap-
propriate actions, which may include
denial or unfavorable termination of
the individual’s authorization.

10 CFR Ch. | (1-1-25 Edition)

§26.713 Recordkeeping requirements
for licensees and other entities.

(a) BEach licensee and other entity
who is subject to this subpart shall re-
tain the following records for at least 5
years after the licensee or other entity
terminates or denies an individual’s
authorization or until the completion
of all related legal proceedings, which-
ever is later:

(1) Records of self-disclosures, em-
ployment histories, and suitable in-
quiries that are required under §§26.55,
26.57, 26.59, and 26.69 that result in the
granting of authorization;

(2) Records pertaining to the deter-
mination of a violation of the FFD pol-
icy and related management actions;

(3) Documentation of the granting
and termination of authorization; and

(4) Records of any determinations of
fitness conducted under §26.189, includ-
ing any recommendations for treat-
ment and followup testing plans.

(b) Each licensee and other entity
who is subject to this subpart shall re-
tain the following records for at least 3
years or until the completion of all re-
lated legal proceedings, whichever is
later:

(1) Records of FFD training and ex-
aminations conducted under §26.29; and

(2) Records of audits, audit findings,
and corrective actions taken under
§26.41.

(c) Licensees and other entities shall
ensure the retention and availability of
records pertaining to any 5-year denial
of authorization under §26.75(c), (d), or
(e)(2) and any permanent denial of au-
thorization under §26.75(b) and (g) for
at least 40 years or until, on applica-
tion, the NRC determines that the
records are no longer needed.

(d) Licensees and other entities shall
retain any superseded versions of the
written FFD policy and procedures re-
quired under §§26.27, 26.39, and 26.203(b)
for at least 5 years or until completion
of all legal proceedings related to an
FFD violation that may have occurred
under the policy and procedures,
whichever is later.

(e) Licensees and other entities shall
retain written agreements for the pro-
vision of services under this part for
the life of the agreement or until com-
pletion of all legal proceedings related
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to an FFD policy violation that in-
volved those services, whichever is
later.

(f) Licensees and other entities shall
retain records of the background inves-
tigations, credit and criminal history
checks, and psychological assessments
of FFD program personnel, conducted
under §26.31(b)(1)(i), for the length of
the individual’s employment by or con-
tractual relationship with the licensee
or other entity, or until the completion
of all related legal proceedings, which-
ever is later.

(g) If a licensee’s or other entity’s
FFD program includes tests for drugs
in addition to those specified in this
part, as permitted under §26.31(d)(1), or
uses more stringent cutoff levels than
those specified in this part, as per-
mitted under §26.31(d)(3), the licensee
or other entity shall retain documenta-
tion certifying the scientific and tech-
nical suitability of the assays and cut-
off levels used, as required under
§26.31(d)(1)(1) and (d)(3)(1ii)(C), respec-
tively, for the time the FFD program
follows these practices or until the
completion of all related legal pro-
ceedings, whichever is later.

§26.715 Recordkeeping requirements
for collection sites, licensee testing
facilities, and laboratories certified
by the Department of Health and
Human Services.

(a) Collection sites providing services
to licensees and other entities who are
subject to this subpart, licensee testing
facilities, and HHS-certified labora-
tories shall maintain and make avail-
able documentation of all aspects of
the testing process for at least 2 years
or until the completion of all legal pro-
ceedings related to a determination of
an FFD violation, whichever is later.
This 2-year period may be extended on
written notification by the NRC or by
any licensee or other entity for whom
services are being provided.

(b) Documentation that must be re-
tained includes, but is not limited to,
the following:

(1) Personnel files, including training
records, for all individuals who have
been authorized to have access to
specimens, but are no longer under
contract to or employed by the collec-
tion site or licensee testing facility;

§26.717

(2) Chain of custody documents
(other than forms recording specimens
with negative test results and no FFD
violations or anomalies, which may be
destroyed after appropriate summary
information has been recorded for pro-
gram administration purposes);

(3) Quality assurance and quality
control records;

(4) Superseded procedures;

(5) All test data (including calibra-
tion curves and any calculations used
in determining test results);

(6) Test reports;

(7) Records pertaining to perform-
ance testing;

(8) Records pertaining to the inves-
tigation of testing errors or unsatisfac-
tory performance discovered in quality
control or blind performance testing,
in the testing of actual specimens, or
through the processing of appeals and
MRO reviews, as well as any other er-
rors or matters that could adversely
reflect on the integrity of the testing
process, investigation findings, and
corrective actions taken, where appli-
cable;

(9) Performance records on certifi-
cation inspections;

(10) Records of preventative mainte-
nance on licensee testing facility in-
struments;

(11) Records that summarize any test
results that the MRO determined to be
scientifically insufficient for further
action;

(12) Either printed or electronic cop-
ies of computer-generated data;

(13) Records that document the dates,
times of entry and exit, escorts, and
purposes of entry of authorized visi-
tors, maintenance personnel, and serv-
ice personnel who have accessed se-
cured areas of licensee testing facili-
ties and HHS-certified laboratories;
and

(14) Records of the inspection, main-
tenance, and calibration of EBTs.

[73 FR 17176, Mar. 31, 2008, as amended at 87
FR 71463, Nov. 22, 2022]

§26.717 Fitness-for-duty program per-
formance data.

(a) Licensees and other entities shall
collect and compile FFD program per-
formance data for each FFD program
that is subject to this subpart.
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(b) The FFD program performance
data must include the following infor-
mation:

(1) The random testing rate;

(2) Drugs for which testing is con-
ducted and cutoff levels, including re-
sults of tests using lower cutoff levels,
tests for drugs not included in the HHS
panel, and any special analyses of di-
lute specimens permitted under
§26.163(a)(2);

(3) Populations tested (i.e., licensee
or other entity employees, C/Vs);

(4) Number of tests administered and
results of those tests sorted by popu-
lation tested (i.e., licensee or other en-
tity employees, C/Vs);

(5) Conditions under which the tests
were performed, as defined in §26.31(c);

(6) Substances identified;

(7) Number of subversion attempts by
type;

(8) Summary of management actions;
and

(9) The information required under
§26.203(e)(1) and (e)(2).

(c) Licensees and other entities who
have a licensee-approved FFD program
shall analyze the data at least annu-
ally and take appropriate actions to
correct any identified program weak-
nesses. Records of the data, analyses,
and corrective actions taken must be
retained for at least 3 years or until
the completion of any related legal
proceedings, whichever is later.

(d) Any licensee or other entity who
terminates an individual’s authoriza-
tion or takes administrative action on
the basis of the results of a positive
initial drug test for marijuana or co-
caine shall also report these test re-
sults in the annual summary by proc-
essing stage (i.e., initial testing at the
licensee testing facility, testing at the
HHS-certified laboratory, and MRO de-
terminations). The report must also in-
clude the number of terminations and
administrative actions taken against
individuals for the reporting period.

(e) Licensees and other entities shall
submit the FFD program performance
data (for January through December)
to the NRC annually, before March 1 of
the following year.

(f) Licensees and other entities may
submit the FFD program performance
data in a consolidated report, as long
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as the report presents the data sepa-
rately for each site.

(g) Bach C/V who maintains a 1li-
censee-approved drug and alcohol test-
ing program is subject to the reporting
requirements of this section and shall
submit the required information either
directly to the NRC or through the li-
censees or other entities to whom the
C/V provided services during the year.
Licensees, other entities, and C/Vs
shall share information to ensure that
the information is reported completely
and is not duplicated in reports sub-
mitted to the NRC.

[78 FR 17176, Mar. 31, 2008, as amended at 79
FR 66603, Nov. 10, 2014; 87 FR 71463, Nov. 22,
2022]

§26.719 Reporting requirements.

(a) Required reports. Each licensee and
entity who is subject to this subpart
shall inform the NRC of significant vio-
lations of the FFD policy, significant
FFD program failures, and errors in
drug and alcohol testing. These events
must be reported under this section,
rather than under the provisions of 10
CFR 73.1200.

(b) Significant FFD policy violations or
programmatic failures. The following sig-
nificant FFD policy violations and pro-
grammatic failures must be reported to
the NRC Operations Center by tele-
phone within 24 hours after the li-
censee or other entity discovers the
violation:

(1) The use, sale, distribution, posses-
sion, or presence of illegal drugs, or the
consumption or presence of alcohol
within a protected area;

(2) Any acts by any person licensed
under 10 CFR part 55 to operate a
power reactor, as well as any acts by
SSNM transporters, FFD program per-
sonnel, or any supervisory personnel
who are authorized under this part, if
such acts—

(1) Involve the use, sale, or possession
of a controlled substance;

(ii) Result in a determination that
the individual has violated the licens-
ee’s or other entity’s FFD policy (in-
cluding subversion as defined in §26.5);
or

(iii) Involve the consumption of alco-
hol within a protected area or while
performing the duties that require the
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individual to be subject to the FFD
program;

(3) Any intentional act that casts
doubt on the integrity of the FFD pro-
gram; and

(4) Any programmatic failure, deg-
radation, or discovered vulnerability of
the FFD program that may permit un-
detected drug or alcohol use or abuse
by individuals within a protected area,
or by individuals who are assigned to
perform duties that require them to be
subject to the FFD program.

(¢) Drug and alcohol testing errors. (1)
Within 30 days of completing an inves-
tigation of any testing errors or unsat-
isfactory performance discovered in
performance testing at either a 1li-
censee testing facility or an HHS-cer-
tified laboratory, in the testing of
quality control or actual specimens, or
through the processing of reviews
under §26.39 and MRO reviews under
§26.185, as well as any other errors or
matters that could adversely reflect on
the integrity of the random selection
or testing process, the licensee or other
entity shall submit to the NRC a re-
port of the incident and corrective ac-
tions taken or planned. If the error in-
volves an HHS-certified laboratory, the
NRC shall ensure that HHS is notified
of the finding.

(2) If a false positive error occurs on
a blind performance test sample sub-
mitted to an HHS-certified laboratory,
the licensee or other entity shall notify
the NRC within 24 hours after dis-
covery of the error.

(3) If a false negative error occurs on
a quality assurance check of validity
screening  tests, as required in
§26.137(b), the licensee or other entity
shall notify the NRC within 24 hours
after discovery of the error.

(d) Indicators of programmatic weak-
nesses. Licensees and other entities
shall document, trend, and correct non-
reportable indicators of FFD pro-
grammatic weaknesses under the li-
censee’s or other entity’s corrective ac-
tion program, but may not track or
trend drug and alcohol test results in a
manner that would permit the identi-
fication of any individuals.

[73 FR 17176, Mar. 31, 2008, as amended at 75
FR 73942, Nov. 30, 2010; 88 FR 158380, Mar. 14,
2023]

§26.825

Subpart O—Inspections,
Violations, and Penailties

§26.821 Inspections.

(a) Bach licensee and other entity
who is subject to this part shall permit
duly authorized NRC representatives to
inspect, copy, or take away copies of
its records and to inspect its premises,
activities, and personnel as may be
necessary to accomplish the purposes
of this part.

(b) Written agreements between 1li-
censees or other entities and their C/Vs
must clearly show that—

(1) The licensee or other entity is re-
sponsible to the NRC for maintaining
an effective FFD program under this
part; and

(2) Duly authorized NRC representa-
tives may inspect, copy, or take away
copies of any licensee’s, other entity’s,
or C/V’s documents, records, and re-
ports related to implementation of the
licensee’s or other entity’s FFD pro-
gram under the scope of the contracted
activities.

§26.823 Violations.

(a) An injunction or other court
order may be obtained to prohibit a
violation of any provision of—

(1) The Atomic Energy Act of 1954, as
amended;

(2) Title II of the Energy Reorganiza-
tion 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 Reorga-
nization 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 sec-
tions; or

(5) Any provisions for which a license
may be revoked under section 186 of
the Atomic Energy Act of 1954.

§26.825 Criminal penalties.

(a) Section 223 of the Atomic Energy
Act of 1954, as amended, provides for
criminal sanctions for willful violation
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of, attempted violation of, or con-
spiracy to violate, any regulation
issued under sections 161b, 161i, or 1610
of the Act. For the purposes of section
223, all of the regulations in Part 26 are
issued under one or more of sections
161b, 161i, or 1610, except for the sec-
tions listed in paragraph (b) of this sec-
tion.

(b) The regulations in Part 26 that
are not issued under sections 161b, 161i,
or 161o for the purposes of section 223
are as follows: §§26.1, 26.3, 26.5, 26.7,
26.8, 26.9, 26.11, 26.51, 26.81, 26.121, 26.151,
26.181, 26.201, 26.823, and 26.825.

PART 30—RULES OF GENERAL AP-
PLICABILITY TO DOMESTIC LI-
CENSING OF BYPRODUCT MATE-
RIAL

GENERAL PROVISIONS

Sec.
30.1
30.2
30.3
30.4
30.5
30.6
30.7
30.8

Scope.
Resolution of conflict.
Activities requiring license.
Definitions.
Interpretations.
Communications.
Employee protection.
Information collection requirements:
OMB approval.
30.9 Completeness and accuracy of informa-
tion.
30.10 Deliberate misconduct.

EXEMPTIONS

30.11 Specific exemptions.

30.12 Persons using byproduct material
under certain Department of Energy and
Nuclear Regulatory Commission con-
tracts.

30.13 Carriers.

30.14 Exempt concentrations.

30.15 Certain items containing byproduct
material.

30.18 Exempt quantities.

30.19 Self-luminous products containing
tritium, krypton-85, or promethium-147.

30.20 Gas and aerosol detectors containing
byproduct material.

30.21 Radioactive drug: Capsules containing
carbon-14 urea for ‘“‘in vivo” diagnostic
use for humans.

30.22 Certain industrial devices.

LICENSES

30.31 Types of licenses.

30.32 Application for specific licenses.

30.33 General requirements for issuance of
specific licenses.

30.3¢ Terms and conditions of licenses.
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30.35 Financial assurance and recordkeeping
for decommissioning.

30.36 Expiration and termination of licenses
and decommissioning of sites and sepa-
rate buildings or outdoor areas.

30.37 Application for renewal of licenses.

30.38 Application for amendment of licenses
and registration certificates.

30.39 Commission action on applications to
renew or amend.

30.41 Transfer of byproduct material.

RECORDS, INSPECTIONS, TESTS, AND REPORTS

30.50
30.51
30.52
30.53
30.55

Reporting requirements.
Records.

Inspections.

Tests.

Tritium reports.

ENFORCEMENT

30.61 Modification and revocation of Ili-
censes and registration certificates.

30.62 Right to cause the withholding or re-
call of byproduct material.

30.63 Violations.

30.64 Criminal penalties.

SCHEDULES

30.70 Schedule A—Exempt concentrations.

30.71 Schedule B.

30.72 Schedule C—Quantities of radioactive
materials requiring consideration of the
need for an emergency plan for respond-
ing to a release.

APPENDIX A TO PART 30—CRITERIA RELATING
TO USE OF FINANCIAL TESTS AND PARENT
COMPANY GUARANTEES FOR PROVIDING
REASONABLE ASSURANCE OF FUNDS FOR
DECOMMISSIONING

APPENDIX B TO PART 30—QUANTITIES OF LI-
CENSED MATERIAL REQUIRING LABELING

APPENDIX C TO PART 30—CRITERIA RELATING
TO USE OF FINANCIAL TESTS AND SELF
GUARANTEES FOR PROVIDING REASONABLE
ASSURANCE OF FUNDS FOR DECOMMIS-
SIONING

APPENDIX D TO PART 30—CRITERIA RELATING
TO USE OF FINANCIAL TESTS AND SELF-
GUARANTEE FOR PROVIDING REASONABLE
ASSURANCE OF FUNDS FOR DECOMMIS-
SIONING BY COMMERCIAL COMPANIES THAT
HAVE NO OUTSTANDING RATED BONDS

APPENDIX E TO PART 30—CRITERIA RELATING
TO USE OF FINANCIAL TESTS AND SELF-
GUARANTEE FOR PROVIDING REASONABLE
ASSURANCE OF FUNDS FOR DECOMMIS-
SIONING BY NONPROFIT COLLEGES, UNIVER-
SITIES, AND HOSPITALS

AUTHORITY: Atomic Energy Act of 1954,
secs. 11, 81, 161, 181, 182, 183, 184, 186, 187, 223,
234, 274 (42 U.S.C. 2014, 2111, 2201, 2231, 2232,
2233, 2234, 2236, 2237, 2273, 2282, 2021); Energy
Reorganization Act of 1974, secs. 201, 202, 206,
211 (42 U.S.C. 5841, 5842, 5846, 5851); 44 U.S.C.
3504 note.
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