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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 
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. 
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