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Subpart E—Collecting Specimens 
for Testing 

§ 26.81 Purpose and applicability. 

This subpart contains requirements 
for collecting specimens for drug test-
ing and conducting alcohol tests by or 
on behalf of the licensees and other en-
tities in § 26.3(a) through (d) for the 
categories of individuals specified in 
§ 26.4(a) through (d) and (g). At the dis-
cretion of a licensee or other entity in 
§ 26.3(c), specimen collections and alco-
hol tests must be conducted either 
under this subpart for the individuals 
specified in § 26.4(e) and (f) or the li-
censee or other entity may rely on 
specimen collections and alcohol tests 
conducted under the requirements of 49 
CFR Part 40 for the individuals speci-
fied in § 26.4(e) and (f). The require-
ments of this subpart do not apply to 
specimen collections and alcohol tests 
that are conducted under the require-
ments of 49 CFR Part 40, as permitted 
in this paragraph and under §§ 26.4(j) 
and 26.31(b)(2) and Subpart K. 

§ 26.83 Specimens to be collected. 

Except as permitted under 
§ 26.31(d)(5), licensees and other entities 
who are subject to this subpart shall— 

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

(b) Collect only urine specimens for 
both initial and confirmatory tests for 
drugs. 

§ 26.85 Collector qualifications and re-
sponsibilities. 

(a) Urine collector qualifications. Urine 
collectors shall be knowledgeable of 
the requirements of this part and the 
FFD policy and procedures of the li-
censee or other entity for whom collec-
tions are performed, and shall keep 
current on any changes to urine collec-
tion procedures. Collectors shall re-
ceive qualification training that meets 
the requirements of this paragraph and 
demonstrate proficiency in applying 
the requirements of this paragraph be-
fore serving as a collector. At a min-
imum, qualification training must pro-
vide instruction on the following sub-
jects: 

(1) All steps necessary to complete a 
collection correctly and the proper 
completion and transmission of the 
custody-and-control form; 

(2) Methods to address ‘‘problem’’ 
collections, including, but not limited 
to, collections involving ‘‘shy bladder’’ 
and attempts to tamper with a speci-
men; 

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

(4) The collector’s responsibility for 
maintaining the integrity of the speci-
men collection and transfer process, 
carefully ensuring the modesty and pri-
vacy of the donor, and avoiding any 
conduct or remarks that might be con-
strued as accusatorial or otherwise of-
fensive or inappropriate. 

(b) Alcohol collector qualifications. Al-
cohol collectors shall be knowledgeable 
of the requirements of this part and 
the FFD policy and procedures of the 
licensee or other entity for whom col-
lections are performed, and shall keep 
current on any changes to alcohol col-
lection procedures. Collectors shall re-
ceive qualification training meeting 
the requirements of this paragraph and 
demonstrate proficiency in applying 
the requirements of this paragraph be-
fore serving as a collector. At a min-
imum, qualification training must pro-
vide instruction on the following sub-
jects: 

(1) The alcohol testing requirements 
of this part; 

(2) Operation of the particular alco-
hol testing device(s) [i.e., the alcohol 
screening devices (ASDs) or EBTs] to 
be used, consistent with the most re-
cent version of the manufacturers’ in-
structions; 

(3) Methods to address ‘‘problem’’ 
collections, including, but not limited 
to, collections involving ‘‘shy lung’’ 
and attempts to tamper with a speci-
men; 

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

(5) The collector’s responsibility for 
maintaining the integrity of the speci-
men collection process, carefully en-
suring the privacy of the donor, and 
avoiding any conduct or remarks that 
might be construed as accusatorial or 
otherwise offensive or inappropriate. 
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(c) Alternative collectors. A medical 
professional, technologist, or techni-
cian may serve as a collector without 
meeting the collector qualification re-
quirements in paragraphs (a) or (b) of 
this section, as applicable, only if all of 
the following conditions are met: 

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

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

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

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

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

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

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

§ 26.87 Collection sites. 

(a) Each FFD program must have one 
or more designated collection sites 
that have all necessary personnel, ma-
terials, equipment, facilities, and su-
pervision to collect specimens for drug 
testing and to perform alcohol testing. 
Each collection site must provide for 
the collection, security, temporary 
storage, and shipping or transportation 
of urine specimens to a drug testing 
laboratory; the collection of oral fluids 
or breath specimens; and the security 
of alcohol testing devices and test re-
sults. A properly equipped mobile facil-
ity that meets the requirements of this 
section is an acceptable collection site. 

(b) The collection site must provide 
for the donor’s visual privacy while the 
donor and collector are viewing the re-
sults of an alcohol test, and for indi-
vidual privacy while the donor is sub-
mitting a urine specimen, except if a 
directly observed urine specimen col-
lection is required. Unauthorized per-
sonnel may not be present for the spec-
imen collection. 

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

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

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

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

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

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

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

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

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

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

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

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

(3) A collector of the same gender as 
the donor shall accompany the donor 
into the area that will be used for spec-
imen collection, but remain outside of 
the stall, if it is a multi-stalled rest 
room, or outside of the door to the 
room, if it is a single rest room, in 
which the donor will provide the speci-
men. If a collector of the same gender 
is not available, the collector shall se-
lect a same-gender person to accom-
pany the donor. This person shall be in-
structed on the collection procedures 
specified in this subpart and his or her 
identity must be documented on the 
custody-and-control form. 

(4) After the collector has possession 
of the specimen, the collector shall in-
spect the toilet bowl and area to ensure 
that there is no evidence of a subver-
sion attempt and shall then flush the 
toilet. The collector shall instruct the 
donor to participate with the collector 
in completing the chain-of-custody 
procedures. 

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

§ 26.89 Preparing to collect specimens 
for testing. 

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

(b) Donors shall provide acceptable 
identification before testing. 

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

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

(3) If the donor is scheduled for pre- 
access testing and cannot produce ac-
ceptable identification, the collector 
may not proceed with the collection, 
and shall inform FFD program man-
agement that the individual did not 

present acceptable identification. 
When so informed, FFD program man-
agement will take the necessary steps 
to determine whether the lack of iden-
tification was an attempt to subvert 
the testing process. 

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

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

(d) In order to promote the security 
of specimens, avoid distraction of the 
collector, and ensure against any con-
fusion in the identification of speci-
mens, a collector shall conduct only 
one collection procedure at any given 
time. For this purpose, a urine collec-
tion procedure is complete when the 
urine specimen container has been 
sealed and initialed, the chain-of-cus-
tody form has been executed, and the 
donor has departed the collection site. 

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

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

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

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

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

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

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

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

(5) Tests an air blank; and 
(6) Permits performance of an exter-

nal calibration check. 
(d) Quality assurance and quality con-

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

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

(3) For ASDs that test breath speci-
mens and meet EBT requirements for 
confirmatory testing, licensees and 
other entities shall also follow the de-

vice use and care requirements speci-
fied in paragraph (e) of this section. 

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

(2) When conducting external calibra-
tion checks, licensees and other enti-
ties shall use only calibration devices 
appearing on NHTSA’s CPL for ‘‘Cali-
brating Units for Breath Alcohol 
Tests.’’ 

(3) If an EBT fails an external check 
of calibration, the licensee or other en-
tity shall take the EBT out of service. 
The EBT may not be used again for al-
cohol testing under this subpart until 
it is repaired and passes an external 
calibration check. 

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

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

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

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

§ 26.93 Preparing for alcohol testing. 

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

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

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

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

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

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

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

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

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

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

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

(2) Open the individually wrapped or 
sealed mouthpiece in view of the donor 

and insert it into the device as required 
by the manufacturer’s instructions; 

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

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

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

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

§ 26.97 Conducting an initial test for 
alcohol using a specimen of oral 
fluids. 

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

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

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

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

(4) If the donor chooses not to use the 
device, or in all cases when a new test 
is necessary because the device failed 
to activate, insert the device into the 
donor’s mouth, and gather oral fluids 
in the manner described by the device’s 
manufacturer (wear single-use exam-
ination or similar gloves while doing so 
and change them following each test); 
and 

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

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

(1) Discard the device and conduct a 
new test using a new device. The new 
device must be one that has been under 
the collector’s control before the test; 

(2) Record the reason for the new 
test; 

(3) Offer the donor the choice of using 
the device or having the collector use 
it unless the donor, in the opinion of 
the collector, was responsible for the 
new test needing to be conducted. If 
the collector concludes that the donor 
was responsible, then the collector 
shall use the device to conduct the 
test; and 

(4) Repeat the procedures in para-
graph (a) of this section. 

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

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

(2) Immediately conduct another ini-
tial test using an EBT. 

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

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

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

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

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

§ 26.101 Conducting a confirmatory 
test for alcohol. 

(a) The confirmatory test must begin 
as soon as possible, but no more than 30 

minutes after the conclusion of the ini-
tial test. 

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

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

(2) Verify that the reading is 0.00. If 
the reading is 0.00, the test may pro-
ceed. If not, then conduct another air 
blank; 

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

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

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

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

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

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

(d) If an EBT that meets the require-
ments of § 26.91(b) and (c) was used for 
the initial alcohol test, the same EBT 
may be used for confirmatory testing. 
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§ 26.103 Determining a confirmed posi-
tive test result for alcohol. 

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

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

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

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

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

§ 26.105 Preparing for urine collection. 
(a) The collector shall ask the donor 

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

(b) The collector shall also ask the 
donor to empty his or her pockets and 
display the items in them to enable the 

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

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

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

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

§ 26.107 Collecting a urine specimen. 

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

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

(2) Except in the case of a directly 
observed collection, no one may go 
with the donor into the room or stall 
in which the donor will provide his or 
her specimen; and 

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

(b) The collector shall pay careful at-
tention to the donor during the entire 
collection process to note any conduct 
that clearly indicates an attempt to 
tamper with a specimen (e.g., sub-
stitute urine is in plain view or an at-
tempt to bring an adulterant or urine 
substitute into the private area used 
for urination). If any such conduct is 
detected, the collector shall document 
the conduct on the custody-and-control 
form and contact FFD program man-
agement to determine whether a di-
rectly observed collection is required, 
as described in § 26.115. 

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

§ 26.109 Urine specimen quantity. 
(a) Licensees and other entities who 

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

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

(1) The collector shall encourage the 
donor to drink a reasonable amount of 
liquid (normally, 8 ounces of water 
every 30 minutes, but not to exceed a 
maximum of 40 ounces over 3 hours) 
until the donor provides a specimen 
containing at least 30 mL. The col-
lector shall provide the donor with a 
separate collection container for each 
successive specimen; 

(2) Once the donor provides a speci-
men of at least 30 mL, the collection 
must end. If the specimen quantity is 
at least 30 mL but is less than the li-
censee’s or other entity’s predeter-
mined quantity, the licensee or other 
entity may not require the donor to 
provide additional specimens and may 
not impose any sanctions on the donor. 
If the donor provides a specimen of 30 
mL or more, but the specimen quantity 
is less than the predetermined quan-
tity, the collector shall forward the 
specimen to the HHS-certified labora-
tory for testing. If the donor provides a 
specimen of at least the predetermined 
quantity, the specimen may be proc-
essed under the FFD program’s usual 
testing procedures; 

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

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

§ 26.111 Checking the acceptability of 
the urine specimen. 

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

(b) Immediately after the donor pro-
vides a urine specimen, including speci-
mens of less than 30 mL but equal to or 
greater than 15 mL, the collector shall 
also inspect the specimen to determine 
its color and clarity and look for any 
signs of contaminants or adulteration. 
The collector shall note any unusual 
findings on the custody-and-control 
form. 

(c) If there is reason to believe that 
the donor may have attempted to di-
lute, substitute, or adulterate the spec-
imen based on specimen temperature 
or other observations made during the 
collection, the collector shall contact 
the designated FFD program manager, 
who may consult with the MRO, to de-
termine whether the donor has at-
tempted to subvert the testing process 
or whether other circumstances may 
explain the observations. The FFD pro-
gram manager or MRO may require the 
donor to provide a second specimen as 
soon as possible under direct observa-
tion. In addition, the collector shall in-
form the donor that he or she may vol-
unteer to submit a second specimen 
under direct observation to counter the 
reason to believe the donor may have 
altered or substituted the specimen. 

(d) Any specimen of 15 mL or more 
that the collector suspects has been di-
luted, substituted, or adulterated, and 
any specimen of 15 mL or more that 

has been collected under direct obser-
vation under paragraph (c) of this sec-
tion, must be sent directly to the HHS- 
certified laboratory for initial and, if 
required, confirmatory testing, and 
may not be subject to initial testing at 
a licensee testing facility. 

(e) As much of the suspect specimen 
as possible must be preserved. 

(f) An acceptable specimen is free of 
any apparent contaminants, meets the 
required basic quantity of at least 30 
mL, and is within the acceptable tem-
perature range. 

§ 26.113 Splitting the urine specimen. 

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

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

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

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

(3) The collector shall ask the donor 
to observe the splitting of the urine 
specimen and to maintain visual con-
tact with both specimen bottles until 
the custody-and-control form(s) for 
both specimens are completed, the 
specimens are sealed, and the speci-
mens and form(s) are prepared for se-
cure storage or shipping. 

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

§ 26.115 Collecting a urine specimen 
under direct observation. 

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

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

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

(3) The collector observes conduct 
clearly and unequivocally indicating 
an attempt to dilute, substitute, or 
adulterate the specimen; and 

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

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

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

(d) The collector shall complete a 
new custody-and-control form for the 
specimen that is obtained from the di-
rectly observed collection. The col-
lector shall record that the collection 
was observed and the reason(s) for the 
directly observed collection on the 
form. 

(e) The collector shall ensure that 
the observer is the same gender as the 
individual. A person of the opposite 
gender may not act as the observer 
under any conditions. The observer 

may be a different person from the col-
lector and need not be a qualified col-
lector. 

(f) If someone other than the col-
lector is to observe the collection, the 
collector shall instruct the observer to 
follow the procedures in this para-
graph. The individual who observes the 
collection shall follow these proce-
dures: 

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

(2) The observer shall watch the 
donor urinate into the collection con-
tainer. Specifically, the observer shall 
watch the urine go from the donor’s 
body into the collection container; 

(3) If the observer is not the col-
lector, the observer may not take the 
collection container from the donor, 
but shall observe the specimen as the 
donor takes it to the collector; and 

(4) If the observer is not the col-
lector, the collector shall record the 
observer’s name on the custody-and- 
control form. 

(g) If a donor declines to allow a di-
rectly observed collection that is re-
quired or permitted under this section, 
the donor’s refusal constitutes an act 
to subvert the testing process. 

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

§ 26.117 Preparing urine specimens for 
storage and shipping. 

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

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

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

(e) The collector shall complete the 
custody-and-control form(s) and shall 
certify proper completion of the collec-
tion. 

(f) The specimens and chain-of-cus-
tody forms must be packaged for trans-
fer to the HHS-certified laboratory or 
the licensee’s testing facility. If the 
specimens are not immediately pre-
pared for transfer, they must be appro-
priately safeguarded during temporary 
storage. 

(g) While any part of the chain-of- 
custody procedures is being performed, 
the specimens and custody documents 
must be under the control of the in-
volved collector. The collector may not 
leave the collection site during the in-
terval between presentation of the 
specimen by the donor and securing of 
the specimens with identifying labels 
bearing the donor’s specimen identi-
fication numbers and seals initialed by 
the donor. If the involved collector mo-
mentarily leaves his or her 
workstation, the sealed specimens and 
custody-and-control forms must be se-
cured or taken with him or her. If the 
collector is leaving for an extended pe-
riod of time, the specimens must be 
packaged for transfer to the HHS-cer-
tified laboratory or the licensee testing 
facility and secured before the col-
lector leaves the collection site. 

(h) The specimen(s) sealed in a ship-
ping container must be immediately 
transferred, appropriately safeguarded 

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

(i) Collection site personnel shall en-
sure that a custody-and-control form is 
packaged with its associated urine 
specimen bottle. Unless a collection 
site and a licensee testing facility are 
co-located, the sealed and labeled spec-
imen bottles, with their associated cus-
tody-and-control forms that are being 
transferred from the collection site to 
the drug testing laboratory must be 
placed in a second, tamper-evident 
shipping container. The second con-
tainer must be designed to minimize 
the possibility of damage to the speci-
men during shipment (e.g., specimen 
boxes, shipping bags, padded mailers, 
or bulk insulated shipping containers 
with that capability), so that the con-
tents of the shipping containers are no 
longer accessible without breaking a 
tamper-evident seal. 

(j) Collection site personnel shall ar-
range to transfer the collected speci-
mens to the HHS-certified laboratory 
or the licensee testing facility. Licens-
ees and other entities shall take appro-
priate and prudent actions to minimize 
false negative results from specimen 
degradation. Specimens that have not 
been shipped to the HHS-certified lab-
oratory or the licensee testing facility 
within 24 hours of collection and any 
specimen that is suspected of having 
been substituted, adulterated, or tam-
pered with in any way must be main-
tained cooled to not more than 6 °C 
(42.8 °F) until they are shipped to the 
HHS-certified laboratory. Specimens 
must be shipped from the collection 
site to the HHS-certified laboratory or 
the licensee testing facility as soon as 
reasonably practical but, except under 
unusual circumstances, the time be-
tween specimen shipment and receipt 
of the specimen at the licensee testing 
facility or HHS-certified laboratory 
should not exceed 2 business days. 
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(k) 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, there is no requirement that such 
personnel document chain of custody 
on the custody-and-control forms dur-
ing transit. Custody accountability of 
the shipping containers during ship-
ment must be maintained by a track-
ing system provided by the courier, ex-
press carrier, or postal service. 

§ 26.119 Determining ‘‘shy’’ bladder. 
(a) When a donor has not provided a 

specimen of at least 30 mL within the 
3 hours permitted for urine collection, 
FFD program personnel shall direct 
the donor to obtain, within 5 business 
days, an evaluation from a licensed 
physician who is acceptable to the 
MRO and has expertise in the medical 
issues raised by the donor’s failure to 
provide a sufficient specimen. The 
MRO may perform this evaluation if 
the MRO has the appropriate expertise. 

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

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

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

(3) The physician must agree to fol-
low the requirements of paragraphs (c) 
through (f) of this section. 

(c) The physician who conducts this 
evaluation shall make one of the fol-
lowing determinations: 

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

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

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

unsupported assertions of ‘‘situational 
anxiety’’ or dehydration. 

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

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

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

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

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

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

Subpart F—Licensee Testing 
Facilities 

§ 26.121 Purpose. 
This subpart contains requirements 

for facilities that are operated by li-
censees and other entities who are sub-
ject to this part to perform initial tests 
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