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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. 

§ 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 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 
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 Department of Health 
and Human Services 

§ 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 Depart-
ment of Health and Human Services 
(HHS) Mandatory Guidelines for Fed-
eral 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), No-
vember 13,1998 (63 FR 63483), and April 
13, 2004 (69 FR 19643)] for specimen va-
lidity and drug testing, except as per-
mitted under § 26.31(d)(3)(ii). Informa-
tion concerning the current certifi-
cation status of laboratories is avail-
able from the Division of Workplace 
Programs, Center for Substance Abuse 
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Prevention, Substance Abuse and Men-
tal 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 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 
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(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 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 § 26.39, 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 

(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 
custody-and-control form, licensees 
and other entities shall provide a 
memorandum to the laboratory ex-
plaining why a non-Federal form was 
used, but must ensure, at a minimum, 
that the form used contains all the re-
quired information on the Federal cus-
tody-and-control form. 

§ 26.155 Laboratory personnel. 

(a) Day-to-day management of the 
HHS-certified laboratory. HHS-certified 
laboratories shall have a responsible 
person to assume professional, organi-
zational, educational, and administra-
tive responsibility for the laboratory’s 
drug testing facilities. 

(1) This individual shall have docu-
mented scientific qualifications in ana-
lytical forensic toxicology. Minimum 
qualifications are as follows: 
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(i) Certification by the appropriate 
State as a laboratory director in foren-
sic or clinical laboratory toxicology; or 

(ii) A PhD in one of the natural 
sciences with an adequate under-
graduate and graduate education in bi-
ology, chemistry, and pharmacology or 
toxicology; or 

(iii) Training and experience com-
parable to a Ph.D. in one of the natural 
sciences, such as a medical or scientific 
degree with additional training and 
laboratory/research experience in biol-
ogy, chemistry, and pharmacology or 
toxicology; and 

(iv) In addition to the requirements 
in paragraphs (a)(1)(i) through 
(a)(1)(iii) of this section, the respon-
sible person shall also have the fol-
lowing minimum qualifications: 

(A) Appropriate experience in analyt-
ical forensic toxicology including expe-
rience with the analysis of biological 
material for drugs of abuse; and 

(B) Appropriate training and/or expe-
rience in forensic applications of ana-
lytical toxicology (e.g., publications, 
court testimony, research concerning 
analytical toxicology of drugs of abuse, 
or other factors that qualify the indi-
vidual as an expert witness in forensic 
toxicology). 

(2) This individual shall be engaged 
in and responsible for the day-to-day 
management of the testing laboratory, 
even if another individual has overall 
responsibility for an entire multi-spe-
cialty laboratory. 

(3) This individual shall be respon-
sible for ensuring that there are 
enough personnel with adequate train-
ing and experience to supervise and 
conduct the work of the drug testing 
laboratory. He or she shall ensure the 
continued competency of laboratory 
personnel by documenting their in- 
service training, reviewing their work 
performance, and verifying their skills. 

(4) This individual shall be respon-
sible for ensuring that the laboratory 
has a manual of standard operating 
procedures that are complete, up-to- 
date, available for personnel per-
forming tests, and followed by those 
personnel. The procedures must be re-
viewed, signed, and dated by this re-
sponsible person whenever the proce-
dures are first placed into use or 
changed or when a new individual as-

sumes responsibility for management 
of the laboratory. This individual shall 
ensure that copies of all procedures and 
records of the dates on which they are 
in effect are maintained. (Specific con-
tents of the procedures are described in 
§ 26.157.) 

(5) This individual shall be respon-
sible for maintaining a quality assur-
ance program to assure the proper per-
formance and reporting of all test re-
sults; maintaining acceptable analyt-
ical performance for all controls and 
standards; maintaining quality control 
testing; and assuring and documenting 
the validity, reliability, accuracy, pre-
cision, and performance characteristics 
of each test and test system. 

(6) This individual shall be respon-
sible for taking all remedial actions 
that may be necessary to maintain sat-
isfactory operation and performance of 
the laboratory in response to quality 
control systems not being within per-
formance specifications, including er-
rors in result reporting or in the anal-
ysis of performance testing results. 
This individual shall ensure that test 
results are not reported until all cor-
rective actions have been taken and he 
or she can assure that the test results 
provided are accurate and reliable. 

(b) Certifying scientist. (1) HHS-cer-
tified laboratories shall have one or 
more certifying scientists who review 
all pertinent data and quality control 
results to certify the laboratory’s test 
results. 

(2) A certifying scientist shall be an 
individual with at least a bachelor’s de-
gree in the chemical or biological 
sciences, medical technology, or an 
equivalent field who reviews all perti-
nent data and quality control results. 
The individual shall have training and 
experience in the theory and practice 
of all methods and procedures used in 
the laboratory, including a thorough 
understanding of chain-of-custody pro-
cedures, quality control practices, and 
analytical procedures relevant to the 
results that the individual certifies. 
Relevant training and experience must 
also include the review, interpretation, 
and reporting of test results; mainte-
nance of chain of custody; and proper 
remedial action to be taken in response 
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to aberrant test or quality control re-
sults, or a determination that test sys-
tems are out of control limits. 

(3) A laboratory may designate certi-
fying scientists who only certify re-
sults that are reported negative and 
certifying scientists who certify results 
that are reported both negative and 
adulterated, substituted, dilute, or in-
valid. 

(c) Day-to-day operations and super-
vision of analysts. HHS-certified labora-
tories shall assign one or more individ-
uals who are responsible for day-to-day 
operations and supervision of the tech-
nical analysts. The designated indi-
vidual(s) shall have at least a bach-
elor’s degree in the chemical or bio-
logical sciences, medical technology, 
or an equivalent field. The indi-
vidual(s) shall also have training and 
experience in the theory and practice 
of the procedures used in the labora-
tory, resulting in his or her thorough 
understanding of quality control prac-
tices and procedures; review, interpre-
tation, and reporting of test results; 
maintenance of the chain of custody; 
and proper remedial actions to be 
taken in response to aberrant test or 
quality control results, or the finding 
that test systems are out of control 
limits. 

(d) Other personnel. Other technicians 
or nontechnical staff shall have the 
necessary training and skills for their 
assigned tasks. 

(e) Training. HHS-certified labora-
tories shall make available continuing 
education programs to meet the needs 
of laboratory personnel. 

(f) Files. At a minimum, each labora-
tory personnel file must include a 
résumé, any professional certifi-
cation(s) or license(s), a job descrip-
tion, and documentation to show that 
the individual has been properly 
trained to perform his or her job. 

§ 26.157 Procedures. 
(a) HHS-certified laboratories shall 

develop, implement, and maintain 
clear and well-documented procedures 
for accession, receipt, 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 another HHS-certified lab-
oratory, if required, and continuing 
until final disposition of specimens. 

(c) HHS-certified laboratories shall 
develop, implement, and maintain a 
written manual of standard operating 
procedures for each assay performed 
for licensees and other entities for drug 
and specimen validity testing. The pro-
cedures must include, but are not lim-
ited to, detailed descriptions of— 

(1) The principles of each test; 
(2) Preparation of reagents, stand-

ards, and controls; 
(3) Calibration procedures; 
(4) Derivation of results; 
(5) Linearity of methods; 
(6) Sensitivity of the methods; 
(7) Cutoff values; 
(8) Mechanisms for reporting results; 
(9) Controls; 
(10) Criteria for unacceptable speci-

mens and results; 
(11) Reagents and expiration dates; 

and 
(12) References. 
(d) HHS-certified laboratories shall 

develop, implement, and maintain 
written procedures for instrument 
setup and normal operation, including 
the following: 

(1) A schedule for checking critical 
operating characteristics for all instru-
ments; 

(2) Tolerance limits for acceptable 
function checks; and 

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

(e) HHS-certified laboratories shall 
develop, implement, and maintain 
written procedures for remedial actions 
to be taken when errors are detected or 
systems are out of acceptable limits. 
The laboratory shall maintain docu-
mentation that its personnel follow 
these procedures and take all necessary 
corrective actions. In addition, the lab-
oratory shall have systems in place to 
verify all stages of testing and report-
ing and to document the verification. 

§ 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 
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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-
formation on specimen bottles within 
each package to the information on the 
accompanying custody-and-control 
forms. 

(1) Any direct evidence of tampering 
or discrepancies in the information on 
the specimen bottles and the custody- 
and-control forms attached to the ship-
ment must be reported to the licensee 
or other entity within 24 hours of the 
discovery and must be noted on the 
custody-and-control forms for each 
specimen contained in the package. 
When notified, the licensee or other en-
tity shall ensure that an investigation 
is initiated to determine whether tam-
pering 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 speci-
mens may not be tested and the li-
censee or other entity shall ensure that 
another collection occurs as soon as 
reasonably practical, except if a split 
specimen collection was performed, ei-
ther the Bottle A or Bottle B seal re-
mains intact, and the intact specimen 
contains at least 15 mL of urine. In this 
instance, if the licensee testing facility 
has retained the specimen in Bottle B, 
the licensee testing facility shall for-
ward 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: 

(i) The custody-and-control form does 
not contain information to identify the 
specimen collector and the collection 
site cannot provide conclusive evidence 
of the collector’s identity; 

(ii) The identification numbers on 
the specimen bottle seal(s) do not 
match the identification numbers on 
the custody-and-control form; 

(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 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 custody-and- 
control forms when conducting initial 
and confirmatory tests. The original 
specimen and the original custody-and- 
control form must remain in secure 
storage. 

(d) The laboratory’s internal cus-
tody-and-control form must allow for 
identification of the donor, and docu-
mentation of the testing process and 
transfers of custody of the specimen. 

(e) Each time a specimen is handled 
or transferred within the laboratory, 
laboratory personnel shall document 
the date and purpose on the custody- 
and-control form and every individual 
in the chain shall be identified. Au-
thorized technicians are responsible for 
each urine specimen or aliquot in their 
possession and shall sign and complete 
custody-and-control forms for those 
specimens or aliquots as they are re-
ceived. 

(f) If a specimen is to be transferred 
to a second HHS-certified laboratory, 
laboratory personnel shall ensure that 
a copy of the custody-and-control form 
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is packaged with the aliquot of a single 
specimen or Bottle B of a split speci-
men, as appropriate. Sealed and labeled 
specimen bottles and aliquots, with 
their associated custody-and-control 
forms, being transferred from one lab-
oratory to another must be placed in a 
second, tamper-evident shipping con-
tainer designed to minimize the possi-
bility of damage to the specimen dur-
ing shipment (e.g., specimen boxes, 
padded mailers, or bulk insulated ship-
ping 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 custody-and-control 
forms or the specimen bottles. There-
fore, such personnel are not required to 
document chain of custody on the cus-
tody-and-control forms during transit. 
Custody accountability of the shipping 
containers during shipment must be 
maintained by a tracking system pro-
vided by the courier, express 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 (¥68 °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 after the end of 1 year. How-
ever, the laboratory shall retain any 
specimens under review or legal chal-
lenge 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. 

§ 26.161 Cutoff levels for validity test-
ing. 

(a) Validity test results. Each 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 
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. The HHS- 
certified laboratory shall perform ini-
tial validity testing of each specimen 
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 
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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; 

(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 LOD 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 mcg/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 LOD) 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 LOD 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 gas chroma-
tography/mass spectrometry (GC/MS) 
for the confirmatory test with the 
glutaraldehyde concentration equal to 
or greater than the LOD 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 
mcg/mL) for the initial test on the first 
aliquot and GC/MS for the confirm-
atory test with the pyridine concentra-
tion equal to or greater than the LOD 
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 mcg/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 
specimen. The laboratory shall report a 
specimen as substituted when the 
specimen’s creatinine concentration is 
less than 2 mg/dL and its specific grav-
ity is less than or equal to 1.0010, or 
equal to or greater than 1.0200, on both 
the initial and confirmatory creatinine 
tests (i.e., the same colorimetric test 
may be used to test both aliquots) and 
on both the initial and confirmatory 
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specific gravity tests (i.e., a refractom-
eter is used to test both aliquots) on 
two separate aliquots. 

(e) Results indicating a dilute specimen. 
The laboratory shall report a specimen 
as dilute when the specimen’s creati-
nine concentration is equal to or great-
er than 2 mg/dL but less than 20 mg/dL 
and its specific gravity is greater than 
1.0010 but less than 1.0030 on a single al-
iquot. 

(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 
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 using 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 LOD 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 mcg/mL nitrite- 
equivalents, equal to or greater than 50 
mcg/mL chromium (VI)-equivalents, or 
a halogen concentration equal to or 
greater than the LOD) 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. 
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(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) More stringent validity test cutoff 
levels are prohibited. Licensees and 
other entities may not specify more 
stringent cutoff levels for validity tests 
than those specified in this section. 

§ 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 
they are negative for the indicated 
drugs and drug metabolites, except if 
validity testing indicates that the 
specimen is dilute or the licensee or 
other entity has established more 
stringent cutoff levels: 

INITIAL TEST CUTOFF LEVELS FOR DRUGS AND 
DRUG METABOLITES 

Drug or metabolites 
Cutoff level 
[nanograms 

(ng)/mL] 

Marijuana metabolites ................................... 50 
Cocaine metabolites ...................................... 300 
Opiate metabolites ......................................... 2000 
Phencyclidine (PCP) ...................................... 25 
Amphetamines ............................................... 1000 

(2) At the licensee’s or other entity’s 
discretion, as documented in the FFD 
program policies and procedures, the 
licensee or other entity may require 
the HHS-certified laboratory to con-
duct special analyses of dilute speci-
mens as follows: 

(i) If initial validity testing indicates 
that a specimen is dilute, the HHS-cer-
tified laboratory shall compare the re-
sponses of the dilute specimen to the 
cutoff calibrator in each of the drug 
classes; 

(ii) If any response is equal to or 
greater than 50 percent of the cutoff, 
the HHS-certified laboratory shall con-
duct confirmatory testing of the speci-

men down to the LOD 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 if the licensee or 
other entity requires the special anal-
ysis of dilute specimens permitted in 
paragraph (a)(2) of this section or the 
licensee or other entity has established 
more stringent cutoff levels. 

CONFIRMATORY TEST CUTOFF LEVELS FOR 
DRUGS AND DRUG METABOLITES 

Drug or metabolites 
Cutoff 
level 

(ng/mL) 

Marijuana metabolite1 ............................................ 15 
Cocaine metabolite 2 .............................................. 150 
Opiates: 

Morphine ................................................. 2000 
Codeine ................................................... 2000 
6-acetylmorphine 3 ................................... 10 

Phencyclidine (PCP) .............................................. 25 
Amphetamines: 

Amphetamine .......................................... 500 
Methamphetamine 4 ................................ 500 

1 As delta-9-tetrahydrocannabinol-9-carboxylic acid. 
2 As benzoylecgonine. 
3 Test for 6–AM when the confirmatory test shows a mor-

phine concentration exceeding 2,000 ng/mL. 
4 Specimen must also contain amphetamine at a concentra-

tion equal to or greater than 200 ng/mL. 

(2) Each 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 
when the concentration is above the 
upper limit of the linear range. 

§ 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 
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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-
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. 

(3) The donor shall provide his or her 
permission for retesting an aliquot of 
the single specimen or the testing of 
Bottle B. Neither the licensee, MRO, 
NRC, nor any other entity may order 
retesting of the single specimen or 
testing of the specimen in Bottle B 
without the donor’s written permis-
sion, except as permitted in § 26.185(l). 

(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. 

(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 
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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 
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 licensee or 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 
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 a single 
specimen be retested, and either Bottle 
B or the single specimen are not avail-
able 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 
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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 and in-
form the licensee or other entity that 
another collection is required under di-
rect observation as soon as reasonably 
practical. The licensee or other entity 
shall eliminate from the donor’s per-
sonnel and other records any matter 
that could link the donor to the origi-
nal positive, adulterated, or sub-
stituted 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 li-
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 
in determining the appropriate sanc-
tions. 

§ 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. (1) Requirements for performing 
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 25 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. 

(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; 
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(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 
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 

4; 
(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 
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 
mcg/mL. 

(6) Requirements for performing 
‘‘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 inter-
est at a measurable concentration. 

(d) Quality control requirements for per-
forming initial drug tests. (1) Any initial 
drug test performed by an HHS-cer-
tified laboratory must use an 
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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 
an attempt to obtain a valid analytical 
result. 

(3) Quality control samples for each 
analytical run of specimens for initial 
testing must include— 

(i) Sample(s) certified to contain no 
drugs or drug metabolites (i.e., nega-
tive urine samples); 

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

(iii) At least one positive control 
with a drug(s) or drug metabolite(s) 
targeted at 25 percent below 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, as de-
fined 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) At least 10 percent of the samples 
in each analytical run of specimens 
must be calibrators and controls. 

(3) Each analytical run of specimens 
that are subjected to confirmatory 
testing must include— 

(i) Sample(s) certified to contain no 
drug (i.e., negative urine samples); 

(ii) Positive calibrator(s) and con-
trol(s) with a drug(s) or drug metabo-
lite(s); 

(iii) At least one positive control 
with a drug(s) or drug metabolite(s) 
targeted at 25 percent above the cutoff; 
and 

(iv) At least one calibrator or control 
that is targeted at or below 40 percent 
of the cutoff. 

(f) Errors in testing. The licensee or 
other entity shall ensure that the HHS- 
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 
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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 
laboratory’s responsible person. The li-
censee 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 pipetttes 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. 

§ 26.168 Blind performance testing. 

(a) Each 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 specimens) 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. 

(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. 
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(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 samples each 
quarter that are appropriately adulter-
ated, diluted, or substituted, in the 
amount of 20 percent of the specimens 
submitted that quarter or at least 
three samples per quarter (one each 
that is adulterated, diluted, or sub-
stituted), whichever is greater. These 
samples must be formulated at the con-
centrations 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 
must be negative, as specified in para-
graph (g)(1) of this section. 

(g) 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/mL, equal to 
or greater than 50 mcg/mL chromium 
(VI)-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 
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, and for 
no more than 6 months; 

(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. 
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(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 custody-and-control form, place 
fictional initials on the specimen bot-
tles’ labels/seals, and indicate for the 
MRO on the MRO’s copy that the speci-
men is a blind performance test sam-
ple; and 

(3) The licensee or other entity shall 
ensure that all blind performance test 
samples include split samples, when 
the FFD program includes split speci-
men procedures. 

§ 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 
covering all such results or a specific 
case-by-case request. The laboratory 
shall routinely provide quantitative 
values for confirmatory opiate test re-
sults for morphine or codeine that are 
greater than or equal to 15,000 ng/mL, 
even if the MRO has not requested 
quantitative 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 
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quantitative value 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 
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 li-
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 custody-and-control form to 
the MRO. However, for positive, adul-
terated, substituted, dilute, and invalid 
results, the laboratory shall fax, cou-
rier, mail, or electronically transmit a 
legible image or copy of the completed 
custody-and-control form to the MRO. 

(g) For a specimen that has a posi-
tive, adulterated, substituted, dilute, 
or invalid result, the laboratory shall 
retain the original custody-and-control 
form and transmit to the MRO a copy 
of the original custody-and-control 
form signed by a certifying 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 urinalysis test-
ing, which may not include any per-
sonal identifying information. To avoid 
sending data from which it is likely 

that information about a donor’s test 
result can be readily inferred, the lab-
oratory may not send a summary re-
port if the licensee or other entity has 
fewer than 10 specimen test results in a 
1-year period. The summary report 
must include test results that were re-
ported within the year period. The lab-
oratory shall send the summary report 
to the licensee or other entity within 
14 calendar days after the end of the 1- 
year period covered by the report. The 
statistics 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 
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; 
(ii) Cocaine metabolite; 
(iii) Opiates (total); 
(A) Codeine; 
(B) Morphine; and 
(C) 6-AM; 
(iv) Phencyclidine; 
(v) Amphetamines (total); 
(A) Amphetamine; and 
(B) Methamphetamine; 
(4) Total number of specimens re-

ported as adulterated; 
(5) 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)]; 
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(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. 

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. By 
March 31, 2010, the MRO shall have 
passed an examination administered by 
a nationally-recognized MRO certifi-
cation board or subspecialty board for 
medical practitioners 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 li-
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 
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 at the licensee’s or other en-
tity’s discretion, dilute test results ob-
tained through the licensee’s or other 
entity’s testing program and to iden-
tify any evidence of subversion of the 
testing process. The MRO is also re-
sponsible for identifying any issues as-
sociated with collecting and testing 
specimens, and for advising and assist-
ing FFD program management in plan-
ning 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, at 
the licensee’s or other entity’s discre-
tion, dilute test result. This action 
may include, but is not limited to, con-
ducting a medical interview with the 
donor, reviewing the donor’s medical 
history, or reviewing any other rel-
evant biomedical factors. The MRO 
shall review all medical records that 
the donor may make available when a 
positive, adulterated, substituted, in-
valid, or dilute test result could have 
resulted from responsible use of legally 
prescribed medication, a documented 
condition or disease state, or the dem-
onstrated 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 
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