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Nuclear Regulatory Commission

§ 26.139

and implement corrective actions before resuming testing of donor specimens for the drug(s), drug metabolite(s), adulterant(s), or other specimen
characteristics (i.e., creatinine, pH) associated with the quality control sample that yielded the false negative result(s).
(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 testing 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 actions before resuming testing of donor
specimens for the drug(s), drug metabolite(s), adulterant(s), or other specimen
characteristics (i.e., creatinine, pH) associated with the donor specimen that
yielded the false negative result(s). In
addition to resolving any technical,
methodological, or administrative errors in the licensee testing facility’s
testing process, the licensee or other
entity may re-collect and test specimens from any donor whose test results from the licensee testing facility
may have been inaccurate.
(5) A record of the investigative findings and the corrective actions taken,
where applicable, must be dated and
signed by the individuals who are responsible for the day-to-day management 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 procedure. Automatic pipettes and dilutors must be checked for accuracy and
reproducibility before being placed in
service, and periodically thereafter.
(h) Calibrators and controls. Calibrators and controls must be prepared
using pure drug reference materials,
stock standard solutions obtained 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 controls must be labeled 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]

§ 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 validity
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 validity or positive initial drug test results from specimens that are of questionable 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 required, 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 required 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 metabolites. If the FFD program tests for
drugs and drug metabolites that are
not specified in § 26.31(d)(1), the summary must also include the number of
positive test results and the cutoff levels used for those drugs and drug metabolites.
(f) The designated FFD program official shall use the available information
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from the licensee testing facility’s validity and drug test results, the results
of quality control testing performed at
the licensee testing facility, and the
results from testing the quality control
samples that the licensee testing facility submits to the HHS-certified laboratory 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, procedure 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 Department of Health
and Human Services
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§ 26.151 Purpose.
This subpart contains requirements
for the HHS-certified laboratories that
licensees and other entities who are
subject to this part use for testing
urine specimens for validity and the
presence of drugs and drug metabolites.
§ 26.153 Using certified laboratories
for testing urine specimens.
(a) Licensees and other entities who
are subject to this part shall use only
laboratories certified under the Department of Health and Human Services
(HHS) Mandatory Guidelines for Federal Workplace Drug Testing Programs
[published in the FEDERAL REGISTER on
April 11, 1988 (53 FR 11970), and as
amended, June 9, 1994 (59 FR 29908), November 13,1998 (63 FR 63483), and April
13, 2004 (69 FR 19643)] for specimen validity and drug testing, except as permitted under § 26.31(d)(3)(ii). Information concerning the current certification status of laboratories is available from the Division of Workplace
Programs, Center for Substance Abuse
Prevention, Substance Abuse and Mental Health Services Administration,
Room 815, 5600 Fishers Lane, Rockwall
2 Bldg., Rockville, Maryland 20857.
(b) HHS-certified laboratories shall
have the capability, at the same premises, to perform both initial and confirmatory 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 equipment 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 testing for more stringent cutoff levels as
may be specified by licensees and other
entities for the classes of drugs identified in this part, and for any other substances included in the licensees’ or
other entities’ panels.
(e) Before awarding a contract to an
HHS-certified laboratory, the licensee
or other entity shall ensure that qualified personnel conduct a pre-award inspection and evaluation of the procedural aspects of the laboratory’s drug
testing operations. However, if an
HHS-certified laboratory loses its certification, in whole or in part, a licensee or other entity may immediately begin using another HHS-certified laboratory that is being used by
another licensee or entity who is subject to this part, as permitted by
§ 26.41(g)(5).
(f) All contracts between licensees or
other entities who are subject to this
part and HHS-certified laboratories
must require the laboratory to implement all applicable requirements of
this part. At a minimum, licensees’ and
other entities’ contracts with HHS-certified 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 available qualified personnel to testify in an
administrative or disciplinary proceeding 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.
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