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§ 26.133

10 CFR Ch. I (1–1–10 Edition)

tests before conducting initial validity
tests of a specimen.
(b) At a minimum, the licensee testing facility shall test each urine specimen for creatinine, pH, and one or
more oxidizing adulterants. Licensees
and other entities may not specify
more stringent cutoff levels for validity 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 validity screening test or an initial validity test, the licensee testing facility
shall forward the specimen to the HHScertified laboratory for additional testing:
(1) Creatinine is less than 20 milligrams (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 validity tests), or colorimetric pH tests,
dipsticks, and pH paper (for pH validity
screening tests) that have a narrow dynamic range;
(3) Nitrite or other oxidant concentration is equal to or greater than
200 micrograms (mcg) per mL or equal
to or greater than 200 mcg/mL nitriteequivalents using either a nitrite colorimetric test or a general oxidant colorimetric test;
(4) The possible presence of an oxidizing 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 chromium (VI) colorimetric test (chromium
(VI) concentration equal to or greater
than 50 mcg/mL);
(5) The possible presence of halogen
(e.g., bleach, iodine, fluoride) is determined using a general oxidant colorimetric test (with a cutoff equal to or
greater than 200 mcg/mL nitriteequivalents 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 (LOD)), 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 surfactant is determined by using a surfactant 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 characteristics;
(ii) Reactions or responses characteristic of an adulterant obtained
during the validity screening or initial
test; or
(iii) A possible unidentified interfering substance or adulterant, demonstrated 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 entities may specify more stringent cutoff levels for drugs and drug metabolites than those in the table below 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 determine
whether they are negative for the indicated drugs and drug metabolites:
INITIAL TEST CUTOFF LEVELS FOR DRUGS AND
DRUG METABOLITES
Cutoff level
[nanograms
(ng)/mL]

Drug or metabolites
Marijuana metabolites ...................................
Cocaine metabolites ......................................
Opiate metabolites .........................................
Phencyclidine (PCP) ......................................
Amphetamines ...............................................

§ 26.135

Split specimens.

(a) If the FFD program follows splitspecimen procedures, as described in
§ 26.113, the licensee testing facility
shall analyze aliquots of the specimen
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Nuclear Regulatory Commission

§ 26.137

for the licensee’s or other entity’s purposes as described in this part. Except
as provided in paragraph (b) in this section, 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 validity and drug test results are negative 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 indicate that the specimen is of questionable validity, the licensee testing facility shall forward Bottle A to the HHScertified 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 results of confirmatory testing at an
HHS-certified laboratory, and the licensee testing facility has elected to
retain Bottle B of the specimen, and
the donor requests testing of the specimen in Bottle B, as permitted under
§ 26.165(b), the MRO shall ensure that
Bottle B is forwarded to an HHS-certified laboratory other than the laboratory 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, adulterated, 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 maintained in long-term, frozen storage
(¥20 °C/¥68 °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 ensure 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 specimens under legal challenge, or as requested by the NRC, until the specimen
is no longer needed.

§ 26.137 Quality assurance and quality
control.
(a) Quality assurance program. Each licensee testing facility shall have a
quality assurance program that encompasses all aspects of the testing process
including, but not limited to, specimen
acquisition, chain of custody, security
and reporting of results, validity
screening (if validity screening tests
are performed), initial validity and
drug testing, and validation of analytical procedures. Quality assurance procedures must be designed, implemented, 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 determine the need for initial tests of
specimen validity either at the licensee
testing facility or HHS-certified laboratory. 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 validity screening tests. Licensee 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 Administration (SAMHSA) list of point-of-collection 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 concentration;
(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
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