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part 39 from then DOT Departmental 
Office of Civil Rights and/or DOT Office 
of General Counsel, 1200 New Jersey 
Avenue, SE., Washington, DC 20590. 

§ 39.109 What enforcement actions 
may be taken under this Part? 

(a) The Department of Transpor-
tation investigates complaints and 
conducts reviews or other inquiries 
into the compliance with this Part of 
PVOs that are Title II entities. 

(b) As a PVO subject to Title II of the 
ADA, you must be prepared to provide 
to the Department of Transportation a 
written explanation of your action in 
any situation in which you exclude or 
restrict an individual with a disability 
or any mobility or other assistive de-
vice used by such an individual with re-
spect to the use of your vessel. 

(c) The Department of Transpor-
tation investigates complaints con-
ducts compliance reviews or other in-
quiries into the compliance of this Part 
of PVOs, whether private or public en-
tities, that receive Federal financial 
assistance from the Department, under 
section 504 of the Rehabilitation Act of 
1973, as amended. 

(d) The Department may refer any 
matter concerning the compliance of 
PVOs with this Part to the Department 
of Justice for enforcement action. 

(e) The Department of Justice inves-
tigates complaints and conducts re-
views or other inquiries into the com-
pliance with this Part of PVOs that are 
Title III entities. 

(f) The Department of Justice may 
file suit in Federal court against both 
Title II and Title III PVOs for viola-
tions of this part. 

PART 40—PROCEDURES FOR 
TRANSPORTATION WORKPLACE 
DRUG AND ALCOHOL TESTING 
PROGRAMS 

Subpart A—Administrative Provisions 

Sec. 
40.1 Who does this regulation cover? 
40.3 What do the terms used in this part 

mean? 
40.5 Who issues authoritative interpreta-

tions of this regulation? 
40.7 How can you get an exemption from a 

requirement in this regulation? 

Subpart B—Employer Responsibilities 

40.11 What are the general responsibilities 
of employers under this regulation? 

40.13 How do DOT drug and alcohol tests re-
late to non-DOT tests? 

40.14 What collection information must em-
ployers provide to collectors? 

40.15 May an employer use a service agent 
to meet DOT drug and alcohol testing re-
quirements? 

40.17 Is an employer responsible for obtain-
ing information from its service agents? 

40.19 [Reserved] 
40.21 May an employer stand down an em-

ployee before the MRO has completed the 
verification process? 

40.23 What actions do employers take after 
receiving verified test results? 

40.25 Must an employer check on the drug 
and alcohol testing record of employees 
it is intending to use to perform safety- 
sensitive duties? 

40.26 What form must an employer use to 
report Management Information System 
(MIS) data to a DOT agency? 

40.27 May an employer require an employee 
to sign a consent or release in connection 
with the DOT drug and alcohol testing 
program? 

Subpart C—Specimen Collection 
Personnel 

40.31 Who may collect specimens for DOT 
drug testing? 

40.33 What training requirements must a 
collector meet for urine collection? 

40.35 What training requirements must a 
collector meet for oral fluid collection? 

40.36 What information about the DER must 
employers provide to collectors? 

Subpart D—Collection Sites, Forms, Equip-
ment and Supplies Used in DOT Urine 
and Oral Fluid Collections 

40.40 What form is used to document a DOT 
urine collection? 

40.41 May employers use the CCF for non- 
Federal collections or non-Federal forms 
for DOT collections? 

40.42 Where does a urine collection for a 
DOT drug test take place? 

40.43 What steps must operators of collec-
tion sites and collectors take to protect 
the security and integrity of urine col-
lections? 

40.44 What materials are used to collect 
urine specimens? 

40.45 What materials are used to send urine 
specimens to the laboratory? 

40.47 Where does an oral fluid collection for 
a DOT drug test take place? 

40.48 What steps must operators of collec-
tion sites and collectors take to protect 
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the security and integrity of oral fluid 
collections? 

40.49 What materials are used to collect 
oral fluid specimens? 

40.51 What materials are used to send oral 
fluid specimens to the laboratory? 

Subpart E—Specimen Collections 

40.61 What are the preliminary steps in the 
drug testing collection process? 

40.63 What steps does the collector take in 
the collection process before the em-
ployee provides a urine specimen? 

40.65 What does the collector check for 
when the employee presents a urine spec-
imen? 

40.67 When and how is a directly observed 
urine collection conducted? 

40.69 How is a monitored urine collection 
conducted? 

40.71 How does the collector prepare the 
urine specimen? 

40.72 What steps does the collector take in 
the collection process before the em-
ployee provides an oral fluid specimen? 

40.73 How is an oral fluid specimen col-
lected? 

40.74 How does the collector prepare the 
oral fluid specimens? 

40.75–40.78 [Reserved] 
40.79 How is the collection process com-

pleted? 

Subpart F—Drug Testing Laboratories 

40.81 What laboratories may be used for 
DOT drug testing? 

40.82 What drugs do laboratories test for? 
40.83 How do laboratories process incoming 

specimens? 
40.84 How long does the laboratory retain 

specimens after testing? 
40.85 What are the cutoff concentrations for 

urine drug tests? 
40.86 What is urine validity testing, and are 

laboratories required to conduct it? 
40.87 What validity tests must laboratories 

conduct on primary urine specimens? 
40.88 What criteria do laboratories use to 

establish that a urine specimen is dilute 
or substituted? 

40.89 What are the adulterant cutoff con-
centrations for initial and confirmation 
urine tests? 

40.90 What criteria do laboratories use to 
establish that a urine specimen is in-
valid? 

40.91 What are the cutoff concentrations for 
oral fluid drug tests? 

40.92 What is oral fluid validity testing, and 
are laboratories required to conduct it? 

40.93 What validity tests must laboratories 
conduct on primary oral fluid specimens? 

40.97 What do laboratories report and how 
do they report it? 

40.101 What relationship may a laboratory 
have with an MRO? 

40.107 Who may inspect laboratories? 
40.109 What documentation must the lab-

oratory keep, and for how long? 
40.111 When and how must a laboratory dis-

close statistical summaries and other in-
formation it maintains? 

Subpart G—Medical Review Officers and 
the Verification Process 

40.121 Who is qualified to act as an MRO? 
40.123 What are the MRO’s responsibilities 

in the DOT drug testing program? 
40.125 What relationship may an MRO have 

with a laboratory? 
40.127 What are the MRO’s functions in re-

viewing negative test results? 
40.129 What are the MRO’s functions in re-

viewing laboratory confirmed non-nega-
tive drug test results? 

40.131 How does the MRO or DER notify an 
employee of the verification process 
after receiving laboratory confirmed 
non-negative drug test results? 

40.133 Without interviewing the employee, 
under what circumstances may the MRO 
verify a test result as positive, or as a re-
fusal to test because of adulteration or 
substitution, or as cancelled because the 
test was invalid? 

40.135 What does the MRO tell the employee 
at the beginning of the verification inter-
view? 

40.137 On what basis does the MRO verify 
test results involving marijuana, co-
caine, amphetamines, semi-synthetic 
opioids, or PCP? 

40.139 On what basis does the MRO verify 
test results involving 6-acetylmorphine, 
codeine, and morphine? 

40.141 How does the MRO obtain informa-
tion for the verification decision? 

40.143 [Reserved] 
40.145 On what basis does the MRO verify 

test results involving adulteration or 
substitution? 

40.147 [Reserved] 
40.149 May the MRO change a verified drug 

test result? 
40.151 What are MROs prohibited from doing 

as part of the verification process? 
40.153 How does the MRO notify employees 

of their right to a test of the split speci-
men? 

40.155 What does the MRO do when a nega-
tive or positive test result is also dilute? 

40.157 [Reserved] 
40.159 What does the MRO do when a drug 

test result is invalid? 
40.160 What does the MRO do when a valid 

test result cannot be produced and a neg-
ative result is required? 

40.161 What does the MRO do when a drug 
test specimen is rejected for testing? 

40.162 What must MROs do with multiple 
verified results for the same testing 
event? 
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40.163 How does the MRO report drug test 
results? 

40.165 To whom does the MRO transmit re-
ports of drug test results? 

40.167 How are MRO reports of drug results 
transmitted to the employer? 

Subpart H—Split Specimen Tests 

40.171 How does an employee request a test 
of a split specimen? 

40.173 Who is responsible for paying for the 
test of a split specimen? 

40.175 What steps does the first laboratory 
take with a split specimen? 

40.177 What does the second laboratory do 
with the split specimen when it is tested 
to reconfirm the presence of a drug or 
drug metabolite? 

40.179 What does the second laboratory do 
with the split specimen when it is tested 
to reconfirm an adulterated test result? 

40.181 What does the second laboratory do 
with the split specimen when it is tested 
to reconfirm a substituted test result? 

40.183 What information do laboratories re-
port to MROs regarding split specimen 
results? 

40.185 Through what methods and to whom 
must a laboratory report split specimen 
results? 

40.187 What does the MRO do with split 
specimen laboratory results? 

Subpart I—Problems in Drug Tests 

40.191 What is a refusal to take a DOT drug 
test, and what are the consequences? 

40.193 What happens when an employee does 
not provide a sufficient amount of urine 
for a drug test? 

40.195 What happens when an individual is 
unable to provide a sufficient amount of 
specimen for a pre-employment, follow- 
up, or return-to-duty test because of a 
permanent or long-term medical condi-
tion? 

40.197 What happens when an employer re-
ceives a report of a dilute urine speci-
men? 

40.199 What problems always cause a drug 
test to be cancelled? 

40.201 What problems always cause a drug 
test to be cancelled and may result in a 
requirement for another collection? 

40.203 What problems cause a drug test to 
be cancelled unless they are corrected? 

40.205 How are drug test problems cor-
rected? 

40.207 What is the effect of a cancelled drug 
test? 

40.208 What problems require corrective ac-
tion but do not result in the cancellation 
of a test? 

40.209 What procedural problems do not re-
sult in the cancellation of a test and do 
not require correction? 

40.210 What kinds of drug tests are per-
mitted under the regulations? 

Subpart J—Alcohol Testing Personnel 

40.211 Who conducts DOT alcohol tests? 
40.213 What training requirements must 

STTs and BATs meet? 
40.215 What information about the DER do 

employers have to provide to BATs and 
STTs? 

Subpart K—Testing Sites, Forms, Equipment 
and Supplies Used in Alcohol Testing 

40.221 Where does an alcohol test take 
place? 

40.223 What steps must be taken to protect 
the security of alcohol testing sites? 

40.225 What form is used for an alcohol test? 
40.227 May employers use the ATF for non- 

DOT tests, or non-DOT forms for DOT 
tests? 

40.229 What devices are used to conduct al-
cohol screening tests? 

40.231 What devices are used to conduct al-
cohol confirmation tests? 

40.233 What are the requirements for proper 
use and care of EBTs? 

40.235 What are the requirements for proper 
use and care of ASDs? 

Subpart L—Alcohol Screening Tests 

40.241 What are the first steps in any alco-
hol screening test? 

40.243 What is the procedure for an alcohol 
screening test using an EBT or non-evi-
dential breath ASD? 

40.245 What is the procedure for an alcohol 
screening test using a saliva ASD or a 
breath tube ASD? 

40.247 What procedures does the BAT or 
STT follow after a screening test result? 

Subpart M—Alcohol Confirmation Tests 

40.251 What are the first steps in an alcohol 
confirmation test? 

40.253 What are the procedures for con-
ducting an alcohol confirmation test? 

40.255 What happens next after the alcohol 
confirmation test result? 

Subpart N—Problems in Alcohol Testing 

40.261 What is a refusal to take an alcohol 
test, and what are the consequences? 

40.263 What happens when an employee is 
unable to provide a sufficient amount of 
saliva for an alcohol screening test? 

40.265 What happens when an employee is 
unable to provide a sufficient amount of 
breath for an alcohol test? 

40.267 What problems always cause an alco-
hol test to be cancelled? 
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40.269 What problems cause an alcohol test 
to be cancelled unless they are cor-
rected? 

40.271 How are alcohol testing problems cor-
rected? 

40.273 What is the effect of a cancelled alco-
hol test? 

40.275 What is the effect of procedural prob-
lems that are not sufficient to cancel an 
alcohol test? 

40.277 Are alcohol tests other than saliva or 
breath permitted under these regula-
tions? 

Subpart O—Substance Abuse Professionals 
and the Return-to-Duty Process 

40.281 Who is qualified to act as a SAP? 
40.283 How does a certification organization 

obtain recognition for its members as 
SAPs? 

40.285 When is a SAP evaluation required? 
40.287 What information is an employer re-

quired to provide concerning SAP serv-
ices to an employee who has a DOT drug 
and alcohol regulation violation? 

40.289 Are employers required to provide 
SAP and treatment services to employ-
ees? 

40.291 What is the role of the SAP in the 
evaluation, referral, and treatment proc-
ess of an employee who has violated DOT 
agency drug and alcohol testing regula-
tions? 

40.293 What is the SAP’s function in con-
ducting the initial evaluation of an em-
ployee? 

40.295 May employees or employers seek a 
second SAP evaluation if they disagree 
with the first SAP’s recommendations? 

40.297 Does anyone have the authority to 
change a SAP’s initial evaluation? 

40.299 What is the SAP’s role and what are 
the limits on a SAP’s discretion in refer-
ring employees for education and treat-
ment? 

40.301 What is the SAP’s function in the fol-
low-up evaluation of an employee? 

40.303 What happens if the SAP believes the 
employee needs additional treatment, 
aftercare, or support group services even 
after the employee returns to safety-sen-
sitive duties? 

40.305 How does the return-to-duty process 
conclude? 

40.307 What is the SAP’s function in pre-
scribing the employee’s follow-up tests? 

40.309 What are the employer’s responsibil-
ities with respect to the SAP’s directions 
for follow-up tests? 

40.311 What are requirements concerning 
SAP reports? 

Subpart P—Confidentiality and Release of 
Information 

40.321 What is the general confidentiality 
rule for drug and alcohol test informa-
tion? 

40.323 May program participants release 
drug or alcohol test information in con-
nection with legal proceedings? 

40.325 [Reserved] 
40.327 When must the MRO report medical 

information gathered in the verification 
process? 

40.329 What information must laboratories, 
MROs, and other service agents release 
to employees? 

40.331 To what additional parties must em-
ployers and service agents release infor-
mation? 

40.333 What records must employers keep? 

Subpart Q—Roles And Responsibilities of 
Service Agents 

40.341 Must service agents comply with DOT 
drug and alcohol testing requirements? 

40.343 What tasks may a service agent per-
form for an employer? 

40.345 In what circumstances may a C/TPA 
act as an intermediary in the trans-
mission of drug and alcohol testing infor-
mation to employers? 

40.347 What functions may C/TPAs perform 
with respect administering testing? 

40.349 What records may a service agent re-
ceive and maintain? 

40.351 What confidentiality requirements 
apply to service agents? 

40.353 What principles govern the inter-
action between MROs and other service 
agents? 

40.355 What limitations apply to the activi-
ties of service agents? 

Subpart R—Public Interest Exclusions 

40.361 What is the purpose of a public inter-
est exclusion (PIE)? 

40.363 On what basis may the Department 
issue a PIE? 

40.365 What is the Department’s policy con-
cerning starting a PIE proceeding? 

40.367 Who initiates a PIE proceeding? 
40.369 What is the discretion of an initiating 

official in starting a PIE proceeding? 
40.371 On what information does an initi-

ating official rely in deciding whether to 
start a PIE proceeding? 

40.373 Before starting a PIE proceeding, 
does the initiating official give the serv-
ice agent an opportunity to correct prob-
lems? 

40.375 How does the initiating official start 
a PIE proceeding? 

40.377 Who decides whether to issue a PIE? 
40.379 How do you contest the issuance of a 

PIE? 



578 

49 CFR Subtitle A (10–1–24 Edition) § 40.1 

40.381 What information do you present to 
contest the proposed issuance of a PIE? 

40.383 What procedures apply if you contest 
the issuance of a PIE? 

40.385 Who bears the burden of proof in a 
PIE proceeding? 

40.387 What matters does the Director de-
cide concerning a proposed PIE? 

40.389 What factors may the Director con-
sider? 

40.391 What is the scope of a PIE? 
40.393 How long does a PIE stay in effect? 
40.395 Can you settle a PIE proceeding? 
40.397 When does the Director make a PIE 

decision? 
40.399 How does the Department notify serv-

ice agents of its decision? 
40.401 How does the Department notify em-

ployers and the public about a PIE? 
40.403 Must a service agent notify its clients 

when the Department issues a PIE? 
40.405 May the Federal courts review PIE 

decisions? 
40.407 May a service agent ask to have a 

PIE reduced or terminated? 
40.409 What does the issuance of a PIE mean 

to transportation employers? 
40.411 What is the role of the DOT Inspector 

General’s office? 
40.413 How are notices sent to service 

agents? 

APPENDIX A TO PART 40—DOT STANDARDS 
FOR URINE COLLECTION KITS 

APPENDIX B TO PART 40—ORAL FLUID COLLEC-
TION KIT CONTENTS 

APPENDIX C TO PART 40 [RESERVED] 
APPENDIX D TO PART 40—DOT DRUG TESTING 

SEMI-ANNUAL LABORATORY REPORT TO 
EMPLOYERS 

APPENDIX E TO PART 40—DRUG TESTING SEMI- 
ANNUAL LABORATORY REPORT TO DOT 

APPENDIX F TO PART 40—REPORT FORMAT: 
SPLIT SPECIMEN FAILURE TO RECONFIRM 

APPENDIX G TO PART 40—SAP EQUIVALENCY 
REQUIREMENTS FOR CERTIFICATION ORGA-
NIZATIONS 

APPENDIX H TO PART 40—DRUG AND ALCOHOL 
TESTING INFORMATION THAT C/TPAS MAY 
TRANSMIT TO EMPLOYERS 

APPENDIX I TO PART 40—ALCOHOL TESTING 
FORM (ATF) 

APPENDIX J TO PART 40—DOT DRUG AND AL-
COHOL TESTING MANAGEMENT INFORMA-
TION SYSTEM (MIS) DATA COLLECTION 
FORM 

AUTHORITY: 49 U.S.C. 102, 301, 322, 5331, 
20140, 31306, and 54101 et seq. 

SOURCE: 65 FR 79526, Dec. 19, 2000, unless 
otherwise noted. 

EDITORIAL NOTE: Nomenclature changes to 
part 40 appear at 73 FR 33329, June 12, 2008. 

Subpart A—Administrative 
Provisions 

§ 40.1 Who does this regulation cover? 

(a) This part tells all parties who 
conduct drug and alcohol tests required 
by Department of Transportation 
(DOT) agency regulations how to con-
duct these tests and what procedures 
to use. 

(b) This part concerns the activities 
of transportation employers, safety- 
sensitive transportation employees (in-
cluding self-employed individuals, con-
tractors and volunteers as covered by 
DOT agency regulations), and service 
agents. 

(c) Nothing in this part is intended to 
supersede or conflict with the imple-
mentation of the Federal Railroad Ad-
ministration’s post-accident testing 
program (see 49 CFR 219.200). 

§ 40.3 What do the terms used in this 
part mean? 

In this part, the terms listed in this 
section have the following meanings: 

Adulterated specimen. A specimen that 
has been altered, as evidenced by test 
results showing either a substance that 
is not a normal constituent for that 
type of specimen or showing an abnor-
mal concentration of an endogenous 
substance. 

Affiliate. Persons are affiliates of one 
another if, directly or indirectly, one 
controls or has the power to control 
the other, or a third party controls or 
has the power to control both. Indica-
tors of control include, but are not lim-
ited to: interlocking management or 
ownership; shared interest among fam-
ily members; shared facilities or equip-
ment; or common use of employees. 
Following the issuance of a public in-
terest exclusion, an organization hav-
ing the same or similar management, 
ownership, or principal employees as 
the service agent concerning whom a 
public interest exclusion is in effect is 
regarded as an affiliate. This definition 
is used in connection with the public 
interest exclusion procedures of Sub-
part R of this part. 

Air blank. In evidential breath testing 
devices (EBTs) using gas chroma-
tography technology, a reading of the 
device’s internal standard. In all other 
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EBTs, a reading of ambient air con-
taining no alcohol. 

Alcohol. The intoxicating agent in 
beverage alcohol, ethyl alcohol or 
other low molecular weight alcohols, 
including methyl or isopropyl alcohol. 

Alcohol concentration. The alcohol in 
a volume of breath expressed in terms 
of grams of alcohol per 210 liters of 
breath as indicated by a breath test 
under this part. 

Alcohol confirmation test. A subse-
quent test using an EBT, following a 
screening test with a result of 0.02 or 
greater, that provides quantitative 
data about the alcohol concentration. 

Alcohol screening device (ASD). A 
breath or saliva device, other than an 
EBT, that is approved by the National 
Highway Traffic Safety Administration 
(NHTSA) and appears on ODAPC’s Web 
page for ‘‘Approved Screening Devices 
to Measure Alcohol in Bodily Fluids’’ 
because it conforms to the model speci-
fications from NHTSA. 

Alcohol screening test. An analytic 
procedure to determine whether an em-
ployee may have a prohibited con-
centration of alcohol in a breath or sa-
liva specimen. 

Alcohol testing site. A place selected 
by the employer where employees 
present themselves for the purpose of 
providing breath or saliva for an alco-
hol test. 

Alcohol use. The drinking or swal-
lowing of any beverage, liquid mixture 
or preparation (including any medica-
tion), containing alcohol. 

Aliquot. A fractional part of a speci-
men used for testing. It is taken as a 
sample representing the whole speci-
men. 

Alternate specimen. An authorized 
specimen, other than the type of speci-
men previously collected or attempted 
to be collected. 

Breath Alcohol Technician (BAT). A 
person who instructs and assists em-
ployees in the alcohol testing process 
and operates an evidential breath test-
ing device. 

Cancelled test. A drug or alcohol test 
that has a problem identified that can-
not be or has not been corrected, or 
which this part otherwise requires to 
be cancelled. A cancelled test is nei-
ther a positive nor a negative test. 

Chain of custody. The procedure used 
to document the handling of the urine 
specimen from the time the employee 
gives the specimen to the collector 
until the specimen is destroyed. This 
procedure uses the Federal Drug Test-
ing Custody and Control Form (CCF) as 
approved by the Office of Management 
and Budget. 

Collection container. A container used 
to collect a specimen. 

Collection site. A place selected by the 
employer where employees present 
themselves for the purpose of providing 
a specimen for a drug test. 

Collector. A person who instructs and 
assists employees at a collection site, 
who receives and makes an initial in-
spection of the specimen provided by 
those employees, and who initiates and 
completes the CCF. 

Commercial Driver’s License Drug and 
Alcohol Clearinghouse (Clearinghouse). A 
database, administered by the Federal 
Motor Carrier Safety Administration, 
containing records of commercial 
motor vehicle drivers’ violations of 
controlled substances and alcohol test-
ing program requirements, as set forth 
in part 382 of this title, as well as their 
return-to-duty status. 

Confirmatory drug test. A second ana-
lytical procedure performed on a dif-
ferent aliquot of the original specimen 
to identify and quantify a specific drug 
or drug metabolite. 

Confirmatory validity test. A second 
test performed on a different aliquot of 
the original urine specimen to further 
support a validity test result. 

Confirmed drug test. A confirmation 
test result received by an MRO from a 
laboratory. 

Consortium/Third-party administrator 
(C/TPA). A service agent that provides 
or coordinates the provision of a vari-
ety of drug and alcohol testing services 
to employers. C/TPAs typically per-
form administrative tasks concerning 
the operation of the employers’ drug 
and alcohol testing programs. This 
term includes, but is not limited to, 
groups of employers who join together 
to administer, as a single entity, the 
DOT drug and alcohol testing programs 
of its members. C/TPAs are not ‘‘em-
ployers’’ for purposes of this part. 

Continuing education. Training for 
substance abuse professionals (SAPs) 
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who have completed qualification 
training and are performing SAP func-
tions, designed to keep SAPs current 
on changes and developments in the 
DOT drug and alcohol testing program. 

Cutoff. The analytical value (e.g., 
drug or drug metabolite concentration) 
used as the decision point to determine 
a result (e.g., negative, positive, adul-
terated, invalid, or substituted) or the 
need for further testing. 

Designated employer representative 
(DER). An employee authorized by the 
employer to take immediate action(s) 
to remove employees from safety-sen-
sitive duties, or cause employees to be 
removed from these covered duties, and 
to make required decisions in the test-
ing and evaluation processes. The DER 
also receives test results and other 
communications for the employer, con-
sistent with the requirements of this 
part. Service agents cannot act as 
DERs. 

Dilute specimen. A urine specimen 
with creatinine and specific gravity 
values that are lower than expected for 
human urine. 

DOT, The Department, DOT Agency. 
These terms encompass all DOT agen-
cies, including, but not limited to, the 
Federal Aviation Administration 
(FAA), the Federal Railroad Adminis-
tration (FRA), the Federal Motor Car-
rier Safety Administration (FMCSA), 
the Federal Transit Administration 
(FTA), the National Highway Traffic 
Safety Administration (NHTSA), the 
Pipeline and Hazardous Materials Safe-
ty Administration (PHMSA), and the 
Office of the Secretary (OST). For pur-
poses of this part, the United States 
Coast Guard (USCG), in the Depart-
ment of Homeland Security, is consid-
ered to be a DOT agency for drug test-
ing purposes only since the USCG regu-
lation does not incorporate Part 40 for 
its alcohol testing program. These 
terms include any designee of a DOT 
agency. 

Drugs. The drugs for which tests are 
required under this part and DOT agen-
cy regulations are marijuana, cocaine, 
amphetamines, phencyclidine (PCP), 
and opioids. 

Employee. Any person who is des-
ignated in a DOT agency regulation as 
subject to drug testing and/or alcohol 
testing. The term includes individuals 

currently performing safety-sensitive 
functions designated in DOT agency 
regulations and applicants for employ-
ment subject to pre-employment test-
ing. For purposes of drug testing under 
this part, the term employee has the 
same meaning as the term ‘‘donor’’ as 
found on CCF and related guidance ma-
terials produced by the Department of 
Health and Human Services. 

Employer. A person or entity employ-
ing one or more employees (including 
an individual who is self-employed) 
subject to DOT agency regulations re-
quiring compliance with this part. The 
term includes an employer’s officers, 
representatives, and management per-
sonnel. Service agents are not employ-
ers for the purposes of this part. 

Error Correction Training. Training 
provided to BATs, collectors, and 
screening test technicians (STTs) fol-
lowing an error that resulted in the 
cancellation of a drug or alcohol test. 
Error correction training must be pro-
vided in person or by a means that pro-
vides real-time observation and inter-
action between the instructor and 
trainee. 

Evidential Breath Testing Device 
(EBT). A device that is approved by the 
National Highway Traffic Safety Ad-
ministration (NHTSA) for the eviden-
tial testing of breath at the .02 and .04 
alcohol concentrations, and appears on 
ODAPC’s Web page for ‘‘Approved Evi-
dential Breath Measurement Devices’’ 
because it conforms with the model 
specifications available from NHTSA. 

HHS. The Department of Health and 
Human Services or any designee of the 
Secretary, Department of Health and 
Human Services. 

Initial drug test. The first test used to 
differentiate a negative specimen from 
one that requires further testing for 
drugs or drug metabolites. 

Initial specimen validity test. The first 
test used to determine if a specimen is 
adulterated, diluted, substituted, or in-
valid. 

Invalid result. The result reported by 
an HHS-certified in accordance with 
the criteria established by HHS when a 
positive, negative, adulterated, or sub-
stituted result cannot be established 
for a specific drug or specimen validity 
test. 
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Laboratory. Any U.S. laboratory cer-
tified by HHS under the National Lab-
oratory Certification Program as meet-
ing the minimum standards set by 
HHS; or, in the case of foreign labora-
tories, a laboratory approved for par-
ticipation by DOT under this part. 

Limit of Detection (LOD). The lowest 
concentration at which the analyte 
(e.g., drug or drug metabolite) can be 
identified. 

Limit of Quantitation (LOQ). For 
quantitative assays, the lowest con-
centration at which the identity and 
concentration of the analyte (e.g., drug 
or drug metabolite) can be accurately 
established. 

Medical Review Officer (MRO). A per-
son who is a licensed physician and 
who is responsible for receiving and re-
viewing laboratory results generated 
by an employer’s drug testing program 
and evaluating medical explanations 
for certain drug test results. 

Negative result. The result reported by 
an HHS-certified laboratory to an MRO 
when a specimen contains no drug or 
the concentration of the drug is less 
than the cutoff concentration for the 
drug or drug class and the specimen is 
a valid specimen. 

Non-negative specimen. A specimen 
that is reported as adulterated, sub-
stituted, positive (for drug(s) or drug 
metabolite(s)), or invalid. 

Office of Drug and Alcohol Policy and 
Compliance (ODAPC). The office in the 
Office of the Secretary, DOT, that is 
responsible for coordinating drug and 
alcohol testing program matters with-
in the Department and providing infor-
mation concerning the implementation 
of this part. 

Oral fluid specimen. A specimen that 
is collected from an employee’s oral 
cavity and is a combination of physio-
logical fluids produced primarily by 
the salivary glands. An oral fluid speci-
men is considered to be a direct obser-
vation collection for all purposes of 
this part. 

Oxidizing adulterant. A substance that 
acts alone or in combination with 
other substances to oxidize drugs or 
drug metabolites to prevent the detec-
tion of the drug or drug metabolites, or 
affects the reagents in either the ini-
tial or confirmatory drug test. 

Primary specimen. In drug testing, the 
specimen bottle that is opened and 
tested by a first laboratory to deter-
mine whether the employee has a drug 
or drug metabolite in his or her sys-
tem; and for the purpose of specimen 
validity testing. The primary specimen 
is the portion of the donor’s subdivided 
specimen designated as the primary 
(‘‘A’’) specimen by the collector to dis-
tinguish it from the split (‘‘B’’) speci-
men, as defined in this section. 

Positive result. The result reported by 
an HHS-certified laboratory when a 
specimen contains a drug or drug me-
tabolite equal to or greater than the 
cutoff concentrations. 

Qualification Training. The training 
required in order for a collector, BAT, 
MRO, SAP, or STT to be qualified to 
perform their functions in the DOT 
drug and alcohol testing program. 
Qualification training may be provided 
by any appropriate means (e.g., class-
room instruction, internet application, 
CD-ROM, video). 

Reconfirmed. The result reported for a 
split (Bottle B) specimen when the sec-
ond HHS-certified laboratory corrobo-
rates the original result reported for 
the primary (Bottle A) specimen. 

Refresher Training. The training re-
quired periodically for qualified collec-
tors, BATs, and STTs to review basic 
requirements and provide instruction 
concerning changes in technology (e.g., 
new testing methods that may be au-
thorized) and amendments, interpreta-
tions, guidance, and issues concerning 
this part and DOT agency drug and al-
cohol testing regulations. Refresher 
training can be provided by any appro-
priate means (e.g., classroom instruc-
tion, internet application, CD-ROM, 
video). 

Rejected for testing. The result re-
ported by an HHS-certified laboratory 
when no tests are performed for a spec-
imen because of a fatal flaw or a cor-
rectable flaw that is not corrected. 

Screening Test Technician (STT). A 
person who instructs and assists em-
ployees in the alcohol testing process 
and operates an ASD. 

Secretary. The Secretary of Transpor-
tation or the Secretary’s designee. 
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Service agent. Any person or entity, 
other than an employee of the em-
ployer, who provides services to em-
ployers and/or employees in connection 
with DOT drug and alcohol testing re-
quirements. This includes, but is not 
limited to, collectors, BATs and STTs, 
laboratories, MROs, substance abuse 
professionals, and C/TPAs. To act as 
service agents, persons and organiza-
tions must meet DOT qualifications, if 
applicable. Service agents are not em-
ployers for purposes of this part. 

Shipping container. A container that 
is used for transporting and protecting 
specimen bottles and associated docu-
ments from the collection site to the 
laboratory. 

Specimen. Fluid, breath, or other ma-
terial collected from an employee at 
the collection site for the purpose of a 
drug or alcohol test. 

Specimen bottle. The bottle that, after 
being sealed and labeled according to 
the procedures in this part, is used to 
hold a primary (‘‘A’’) or split (‘‘B’’) 
specimen during transportation to the 
laboratory. In the context of oral fluid 
testing, it may be referred to as a 
‘‘vial,’’ ‘‘tube,’’ or ‘‘bottle.’’ 

Split specimen. In drug testing, the 
specimen that is sent to a first labora-
tory and stored with its original seal 
intact, and which is transported to a 
second laboratory for retesting at the 
employee’s request following MRO 
verification of the primary specimen as 
positive, adulterated or substituted. 

Split specimen collection. A collection 
in which the single specimen collected 
is divided into two separate specimen 
bottles, the primary specimen (Bottle 
A) and the split specimen (Bottle B). 

SSN or Employee ID No. This number 
serves as a unique identifier that must 
be used on the Federal Drug Testing 
Custody and Control Form (CCF) or Al-
cohol Testing Form (ATF) for a donor, 
on the MRO’s reports, on SAP reports, 
or on other documents that are re-
quired under this part. For all purposes 
of this part, this term means: only the 
Commercial Driver’s License (CDL) 
Number and State of issuance for driv-
ers tested under the authority of the 
Federal Motor Carrier Safety Adminis-
tration (FMCSA); and, for all drivers 
and other safety-sensitive employees 
tested under the authority of the other 

DOT agencies, this can be the individ-
ual’s actual Social Security Number, a 
unique identifier issued by the em-
ployer, a State-issued identification 
card number, a State-issued driver’s li-
cense number (including a CDL num-
ber) or any other State-issued or feder-
ally-issued identification number. 

Stand-down. The practice of tempo-
rarily removing an employee from the 
performance of safety-sensitive func-
tions based only on a report from a lab-
oratory to the MRO of a confirmed 
positive test for a drug or drug metabo-
lite, an adulterated test, or a sub-
stituted test, before the MRO has com-
pleted verification of the test result. 

Substance Abuse Professional (SAP). A 
person who evaluates employees who 
have violated a DOT drug and alcohol 
regulation and makes recommenda-
tions concerning education, treatment, 
follow-up testing, and aftercare. 

Substituted specimen. An employee’s 
specimen not consistent with a normal 
human specimen, as determined by 
HHS (e.g., a urine specimen, with cre-
atinine and specific gravity values that 
are so diminished, or so divergent that 
they are not consistent with normal 
human urine). 

Undiluted (neat) oral fluid. An oral 
fluid specimen to which no other solid 
or liquid has been added. For example: 
A collection device that uses a diluent 
(or other component, process, or meth-
od that modifies the volume of the 
testable specimen) must collect at 
least 1 mL of undiluted (neat) oral 
fluid. 

Urine specimen. Urine collected from 
an employee at the collection site for 
the purpose of a drug test. 

Verified test. A drug test result or va-
lidity testing result from an HHS-cer-
tified laboratory that has undergone 
review and final determination by the 
MRO. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41950, Aug. 9, 2001; 71 FR 49384, Aug. 23, 
2006; 71 FR 55347, Sept. 22, 2006; 73 FR 35969, 
June 25, 2008; 75 FR 49861, Aug. 16, 2010; 76 FR 
59577, Sept. 27, 2011; 80 FR 19553, Apr. 13, 2015; 
81 FR 52365, Aug. 8, 2016; 82 FR 52243, Nov. 13, 
2017; 88 FR 27636, May 2, 2023] 
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§ 40.5 Who issues authoritative inter-
pretations of this regulation? 

ODAPC and the DOT Office of Gen-
eral Counsel (OGC) provide written in-
terpretations of the provisions of this 
part. These written DOT interpreta-
tions are the only official and authori-
tative interpretations concerning the 
provisions of this part. DOT agencies 
may incorporate ODAPC/OGC interpre-
tations in written guidance they issue 
concerning drug and alcohol testing 
matters. Only Part 40 interpretations 
issued after August 1, 2001, are consid-
ered valid. 

§ 40.7 How can you get an exemption 
from a requirement in this regula-
tion? 

(a) If you want an exemption from 
any provision of this part, you must re-
quest it in writing from the Office of 
the Secretary of Transportation, under 
the provisions and standards of 49 CFR 
part 5. You must send requests for an 
exemption to the following address: De-
partment of Transportation, Deputy 
Assistant General Counsel for Regula-
tion and Enforcement, 1200 New Jersey 
Avenue, SE., Washington, DC 20590. 

(b) Under the standards of 49 CFR 
part 5, we will grant the request only if 
the request documents special or ex-
ceptional circumstances, not likely to 
be generally applicable and not con-
templated in connection with the rule-
making that established this part, that 
make your compliance with a specific 
provision of this part impracticable. 

(c) If we grant you an exemption, you 
must agree to take steps we specify to 
comply with the intent of the provision 
from which an exemption is granted. 

(d) We will issue written responses to 
all exemption requests. 

Subpart B—Employer 
Responsibilities 

§ 40.11 What are the general respon-
sibilities of employers under this 
regulation? 

(a) As an employer, you are respon-
sible for meeting all applicable require-
ments and procedures of this part. 

(b) You are responsible for all actions 
of your officials, representatives, and 
agents (including service agents) in 

carrying out the requirements of the 
DOT agency regulations. 

(c) All agreements and arrangements, 
written or unwritten, between and 
among employers and service agents 
concerning the implementation of DOT 
drug and alcohol testing requirements 
are deemed, as a matter of law, to re-
quire compliance with all applicable 
provisions of this part and DOT agency 
drug and alcohol testing regulations. 
Compliance with these provisions is a 
material term of all such agreements 
and arrangements. 

§ 40.13 How do DOT drug and alcohol 
tests relate to non-DOT tests? 

(a) DOT tests must be completely 
separate from non-DOT tests in all re-
spects. 

(b) DOT tests must take priority and 
must be conducted and completed be-
fore a non-DOT test is begun. When 
conducting a urine DOT drug test, you 
must discard any excess urine left over 
from a DOT test and collect a separate 
urine void for the subsequent non-DOT 
test. 

(c) Except as provided in paragraph 
(d) of this section, you must not per-
form any tests on DOT specimens other 
than those tests specifically authorized 
by this part or DOT agency regula-
tions. For example, you must not test 
a DOT specimen for additional drugs. 
In addition, a laboratory is prohibited 
from making a DOT specimen available 
for a DNA test or other types of speci-
men identity testing. 

(d) When a DOT urine drug test col-
lection is conducted as part of a phys-
ical examination required by DOT 
agency regulations, it is permissible to 
conduct medical tests related to this 
physical examination (e.g., for glucose) 
on any specimen remaining in the col-
lection container after the DOT por-
tion has been sealed into the specimen 
bottles. 

(e) A non-DOT drug or alcohol test 
administered, as part of a physical ex-
amination, is not a DOT drug or alco-
hol test for purposes of this part and/or 
related DOT agency drug and alcohol 
testing rules, if that test was per-
formed to determine if an employee is 
medically qualified for a license or cer-
tificate. Consequently, the results of 
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such a test do not have consequences 
under this part. 

(f) No one is permitted to change or 
disregard the results of DOT tests 
based on the results of non-DOT tests. 
For example, as an employer you must 
not disregard a verified positive DOT 
drug test result because the employee 
presents a negative test result from a 
blood or urine specimen collected by 
the employee’s physician or a DNA test 
result purporting to question the iden-
tity of the DOT specimen. 

(g) As an employer, you must not use 
the CCF or the ATF in your non-DOT 
drug and alcohol testing programs. 
This prohibition includes the use of the 
DOT forms with references to DOT pro-
grams and agencies crossed out. You 
also must always use the CCF and ATF 
for all your DOT-mandated drug and 
alcohol tests. 

(h) No one is permitted to conduct a 
DOT drug or alcohol test on an indi-
vidual who is not a DOT-regulated em-
ployee, as defined by the DOT agency 
regulations. 

[65 FR 79526, Dec. 19, 2000, as amended at 88 
FR 27637, May 2, 2023] 

§ 40.14 What collection information 
must employers provide to collec-
tors? 

As an employer, or an employer’s 
service agent—for example a C/TPA, 
you must ensure the collector has the 
following information when conducting 
a specimen collection for you: 

(a) Full name of the employee being 
tested. 

(b) SSN or Employee ID No. 
(c) Laboratory name and address (can 

be pre-printed on the CCF). 
(d) Employer name, address, phone 

number, and fax number (can be pre- 
printed on the CCF at Step 1–A). 

(e) DER information required at 
§ 40.36. 

(f) MRO name, address, phone num-
ber, and fax number (can be pre-printed 
on the CCF at Step 1–B). 

(g) The DOT Agency which regulates 
the employee’s safety-sensitive duties 
(the checkmark can pre-printed in the 
appropriate box on the CCF at Step 1– 
D). 

(h) Test reason, as appropriate: Pre- 
employment; Random; Reasonable Sus-

picion/Reasonable Cause; Post-Acci-
dent; Return-to-Duty; and Follow-up. 

(i) Whether the test is to be observed 
or not (see § 40.67 of this part). 

(j) (Optional) C/TPA name, address, 
phone, and fax number (can be pre- 
printed on the CCF). 

(k) Specimen type to be collected 
(i.e., oral fluid or urine). 

[75 FR 59107, Sept. 27, 2010, as amended at 88 
FR 27637, May 2, 2023; 89 FR 51983, June 21, 
2024] 

§ 40.15 May an employer use a service 
agent to meet DOT drug and alco-
hol testing requirements? 

(a) As an employer, you may use a 
service agent to perform the tasks 
needed to comply with this part and 
DOT agency drug and alcohol testing 
regulations, consistent with the re-
quirements of Subpart Q and other ap-
plicable provisions of this part. 

(b) As an employer, you are respon-
sible for ensuring that the service 
agents you use meet the qualifications 
set forth in this part (e.g., § 40.121 for 
MROs). You may require service agents 
to show you documentation that they 
meet the requirements of this part 
(e.g., documentation of MRO qualifica-
tions required by § 40.121(e)). 

(c) You remain responsible for com-
pliance with all applicable require-
ments of this part and other DOT drug 
and alcohol testing regulations, even 
when you use a service agent. If you 
violate this part or other DOT drug and 
alcohol testing regulations because a 
service agent has not provided services 
as our rules require, a DOT agency can 
subject you to sanctions. Your good 
faith use of a service agent is not a de-
fense in an enforcement action initi-
ated by a DOT agency in which your al-
leged noncompliance with this part or 
a DOT agency drug and alcohol regula-
tion may have resulted from the serv-
ice agent’s conduct. 

(d) As an employer, you must not 
permit a service agent to act as your 
DER. 

§ 40.17 Is an employer responsible for 
obtaining information from its serv-
ice agents? 

Yes, as an employer, you are respon-
sible for obtaining information re-
quired by this part from your service 
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agents. This is true whether or not you 
choose to use a C/TPA as an inter-
mediary in transmitting information 
to you. For example, suppose an appli-
cant for a safety-sensitive job takes a 
pre-employment drug test, but there is 
a significant delay in your receipt of 
the test result from an MRO or C/TPA. 
You must not assume that ‘‘no news is 
good news’’ and permit the applicant to 
perform safety-sensitive duties before 
receiving the result. This is a violation 
of the Department’s regulations. 

§ 40.19 [Reserved] 

§ 40.21 May an employer stand down 
an employee before the MRO has 
completed the verification process? 

(a) As an employer, you are prohib-
ited from standing employees down, ex-
cept consistent with a waiver a DOT 
agency grants under this section. 

(b) You may make a request to the 
concerned DOT agency for a waiver 
from the prohibition of paragraph (a) of 
this section. Such a waiver, if granted, 
permits you to stand an employee 
down following the MRO’s receipt of a 
laboratory report of a confirmed posi-
tive test for a drug or drug metabolite, 
an adulterated test, or a substituted 
test pertaining to the employee. 

(1) For this purpose, the concerned 
DOT agency is the one whose drug and 
alcohol testing rules apply to the ma-
jority of the covered employees in your 
organization. The concerned DOT agen-
cy uses its applicable procedures for 
considering requests for waivers. 

(2) Before taking action on a waiver 
request, the concerned DOT agency co-
ordinates with other DOT agencies 
that regulate the employer’s other cov-
ered employees. 

(3) The concerned DOT agency pro-
vides a written response to each em-
ployer that petitions for a waiver, set-
ting forth the reasons for the agency’s 
decision on the waiver request. 

(c) Your request for a waiver must in-
clude, as a minimum, the following ele-
ments: 

(1) Information about your organiza-
tion: 

(i) Your determination that standing 
employees down is necessary for safety 
in your organization and a statement 
of your basis for it, including any data 
on safety problems or incidents that 

could have been prevented if a stand- 
down procedure had been in place; 

(ii) Data showing the number of con-
firmed laboratory positive, adulter-
ated, and substituted test results for 
your employees over the two calendar 
years preceding your waiver request, 
and the number and percentage of 
those test results that were verified 
positive, adulterated, or substituted by 
the MRO; 

(iii) Information about the work situ-
ation of the employees subject to 
stand-down, including a description of 
the size and organization of the unit(s) 
in which the employees work, the proc-
ess through which employees will be 
informed of the stand-down, whether 
there is an in-house MRO, and whether 
your organization has a medical dis-
qualification or stand-down policy for 
employees in situations other than 
drug and alcohol testing; and 

(iv) A statement of which DOT agen-
cies regulate your employees. 

(2) Your proposed written company 
policy concerning stand-down, which 
must include the following elements: 

(i) Your assurance that you will dis-
tribute copies of your written policy to 
all employees that it covers; 

(ii) Your means of ensuring that no 
information about the confirmed posi-
tive, adulterated, or substituted test 
result or the reason for the employee’s 
temporary removal from performance 
of safety-sensitive functions becomes 
available, directly or indirectly, to 
anyone in your organization (or subse-
quently to another employer) other 
than the employee, the MRO and the 
DER; 

(iii) Your means of ensuring that all 
covered employees in a particular job 
category in your organization are 
treated the same way with respect to 
stand-down; 

(iv) Your means of ensuring that a 
covered employee will be subject to 
stand-down only with respect to the ac-
tual performance of safety-sensitive 
duties; 

(v) Your means of ensuring that you 
will not take any action adversely af-
fecting the employee’s pay and benefits 
pending the completion of the MRO’s 
verification process. This includes con-
tinuing to pay the employee during the 
period of the stand-down in the same 
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way you would have paid him or her 
had he or she not been stood down; 

(vi) Your means of ensuring that the 
verification process will commence no 
later than the time an employee is 
temporarily removed from the per-
formance of safety-sensitive functions 
and that the period of stand-down for 
any employee will not exceed five days, 
unless you are informed in writing by 
the MRO that a longer period is needed 
to complete the verification process; 
and 

(vii) Your means of ensuring that, in 
the event that the MRO verifies the 
test negative or cancels it— 

(A) You return the employee imme-
diately to the performance of safety- 
sensitive duties; 

(B) The employee suffers no adverse 
personnel or financial consequences as 
a result; 

(C) For a verified negative result, the 
employee will not be required to sub-
mit an alternate specimen for the same 
testing action. For a cancelled result, 
the employee could be required to sub-
mit an alternate specimen on a re-col-
lection; and 

(D) You maintain no individually 
identifiable record that the employee 
had a confirmed laboratory positive, 
adulterated, or substituted test result 
(i.e., you maintain a record of the test 
only as a negative or cancelled test). 

(d) The Administrator of the con-
cerned DOT agency, or his or her des-
ignee, may grant a waiver request only 
if he or she determines that, in the 
context of your organization, there is a 
high probability that the procedures 
you propose will effectively enhance 
safety and protect the interests of em-
ployees in fairness and confidentiality. 

(1) The Administrator, or his or her 
designee, may impose any conditions 
he or she deems appropriate on the 
grant of a waiver. 

(2) The Administrator, or his or her 
designee, may immediately suspend or 
revoke the waiver if he or she deter-
mines that you have failed to protect 
effectively the interests of employees 
in fairness and confidentiality, that 
you have failed to comply with the re-
quirements of this section, or that you 
have failed to comply with any other 
conditions the DOT agency has at-
tached to the waiver. 

(e) You must not stand employees 
down in the absence of a waiver, or in-
consistent with the terms of your waiv-
er. If you do, you are in violation of 
this part and DOT agency drug testing 
regulations, and you are subject to en-
forcement action by the DOT agency 
just as you are for other violations of 
this part and DOT agency rules. 

[65 FR 79526, Dec. 19, 2000, as amended at 88 
FR 27637, May 2, 2023] 

§ 40.23 What actions do employers take 
after receiving verified test results? 

(a) As an employer who receives a 
verified positive drug test result, you 
must immediately remove the em-
ployee involved from performing safe-
ty-sensitive functions. You must take 
this action upon receiving the initial 
report of the verified positive test re-
sult. Do not wait to receive the written 
report or the result of a split specimen 
test. 

(b) As an employer who receives a 
verified adulterated or substituted 
drug test result, you must consider this 
a refusal to test and immediately re-
move the employee involved from per-
forming safety-sensitive functions. You 
must take this action on receiving the 
initial report of the verified adulter-
ated or substituted test result. Do not 
wait to receive the written report or 
the result of a split specimen test. 

(c) As an employer who receives an 
alcohol test result of 0.04 or higher, 
you must immediately remove the em-
ployee involved from performing safe-
ty-sensitive functions. If you receive 
an alcohol test result of 0.02–0.039, you 
must temporarily remove the employee 
involved from performing safety-sen-
sitive functions, as provided in applica-
ble DOT agency regulations. Do not 
wait to receive the written report of 
the result of the test. 

(d) As an employer, when an em-
ployee has a verified positive, adulter-
ated, or substituted test result, or has 
otherwise violated a DOT agency drug 
and alcohol regulation, you must not 
return the employee to the perform-
ance of safety-sensitive functions until 
or unless the employee successfully 
completes the return-to-duty process of 
Subpart O of this part. 
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(e) As an employer who receives a 
drug test result indicating that the em-
ployee’s specimen was dilute, take ac-
tion as provided in § 40.197. 

(f) As an employer who receives a 
drug test result indicating that the em-
ployee’s test was cancelled because it 
was invalid and that a second collec-
tion must take place under direct ob-
servation— 

(1) You must immediately direct the 
employee to provide a new specimen 
under direct observation (either an oral 
fluid specimen or a urine specimen 
under direct observation). 

(2) You must not attach con-
sequences to the finding that the test 
was invalid other than collecting a new 
specimen under direct observation. 

(3) You must not give any advance 
notice of this test requirement to the 
employee. 

(4) You must instruct the collector to 
note on the CCF the same reason (e.g., 
random test, post-accident test) and 
DOT Agency (e.g., check DOT and 
FMCSA) as for the original collection. 

(5) You must ensure that the col-
lector conducts the collection under di-
rect observation (either an oral fluid 
specimen or a urine specimen under di-
rect observation). 

(g) As an employer who receives a 
cancelled test result when a negative 
result is required (e.g., pre-employ-
ment, return-to-duty, or follow-up 
test), you must direct the employee to 
provide another specimen immediately. 

(h) As an employer, you may also be 
required to take additional actions re-
quired by DOT agency regulations (e.g., 
FAA rules require some positive drug 
tests to be reported to the Federal Air 
Surgeon). 

(i) As an employer, you must not 
alter a drug or alcohol test result 
transmitted to you by an MRO, BAT, 
or C/TPA. 

[65 FR 79526, Dec. 19, 2000, as amended at 71 
FR 49384, Aug. 23, 2006; 73 FR 35970, June 25, 
2008; 75 FR 59107, Sept. 27, 2010; 88 FR 27637, 
May 2, 2023] 

§ 40.25 Must an employer check on the 
drug and alcohol testing record of 
employees it is intending to use to 
perform safety-sensitive duties? 

(a)(1) Yes, as an employer, you must, 
after obtaining an employee’s written 

consent, request the information about 
the employee listed in paragraphs (b) 
through (j) of this section. This re-
quirement applies only to employees 
seeking to begin performing safety-sen-
sitive duties for you for the first time 
(i.e., a new hire, an employee transfer-
ring into a safety-sensitive position). If 
the employee refuses to provide this 
written consent, you must not permit 
the employee to perform safety-sen-
sitive functions. 

(2) If you are an employer regulated 
by FMCSA, you must comply with the 
requirements of this section by using 
the FMCSA’s Drug and Alcohol Clear-
inghouse in accordance with 49 CFR 
382.71(a). In addition, you must con-
tinue to comply with the requirements 
of this § 40.25 when checking an em-
ployee’s testing history with employers 
regulated by a DOT operating adminis-
tration other than FMCSA. 

(3) If you are an employer regulated 
by FMCSA, with a prospective em-
ployee subject to drug and alcohol test-
ing with a DOT agency other than 
FMCSA, you must continue to request 
the information about the employee 
listed in paragraphs (b) through (j) of 
this section. For example, if you are an 
employer regulated by both FMCSA 
and PHMSA, and you are hiring an em-
ployee to perform functions regulated 
by both DOT agencies, then you must 
query FMCSA’s Clearinghouse to sat-
isfy FMCSA’s requirements and you 
must request the information listed in 
paragraphs (b) through (j) of this sec-
tion to satisfy PHMSA’s requirements. 

(b) You must request the information 
listed in this paragraph (b) from DOT- 
regulated employers who have em-
ployed the employee during any period 
during the two years before the date of 
the employee’s application or transfer: 

(1) Alcohol tests with a result of 0.04 
or higher alcohol concentration; 

(2) Verified positive drug tests; 
(3) Refusals to be tested (including 

verified adulterated or substituted 
drug test results); 

(4) Other violations of DOT agency 
drug and alcohol testing regulations; 
and 
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(5) With respect to any employee who 
violated a DOT drug and alcohol regu-
lation, documentation of the employ-
ee’s successful completion of DOT re-
turn-to-duty requirements (including 
follow-up tests). If the previous em-
ployer does not have information about 
the return-do-duty process (e.g., an em-
ployer who did not hire an employee 
who tested positive on a pre-employ-
ment test), you must seek to obtain 
this information from the employee. 

(c) The information obtained from a 
previous employer includes any drug or 
alcohol test information obtained from 
previous employers under this section 
or other applicable DOT agency regula-
tions. 

(d) If feasible, you must obtain and 
review this information before the em-
ployee first performs safety-sensitive 
functions. If this is not feasible, you 
must obtain and review the informa-
tion as soon as possible. However, you 
must not permit the employee to per-
form safety-sensitive functions after 30 
days from the date on which the em-
ployee first performed safety-sensitive 
functions, unless you have obtained or 
made and documented a good faith ef-
fort to obtain this information. 

(e) If you obtain information that the 
employee has violated a DOT agency 
drug and alcohol regulation, you must 
not use the employee to perform safe-
ty-sensitive functions unless you also 
obtain information that the employee 
has subsequently complied with the re-
turn-to-duty requirements of Subpart 
O of this part and DOT agency drug and 
alcohol regulations. 

(f) You must provide to each of the 
employers from whom you request in-
formation under paragraph (b) of this 
section written consent for the release 
of the information cited in paragraph 
(a) of this section. 

(g) The release of information under 
this section must be in any written 
form (e.g., fax, e-mail, letter) that en-
sures confidentiality. As the previous 
employer, you must maintain a written 
record of the information released, in-
cluding the date, the party to whom it 
was released, and a summary of the in-
formation provided. 

(h) If you are an employer from 
whom information is requested under 
paragraph (b) of this section, you must, 

after reviewing the employee’s specific, 
written consent, immediately release 
the requested information to the em-
ployer making the inquiry. 

(i) As the employer requesting the in-
formation required under this section, 
you must maintain a written, confiden-
tial record of the information you ob-
tain or of the good faith efforts you 
made to obtain the information. You 
must retain this information for three 
years from the date of the employee’s 
first performance of safety-sensitive 
duties for you. 

(j) As the employer, you must also 
ask the employee whether he or she 
has tested positive, or refused to test, 
on any pre-employment drug or alcohol 
test administered by an employer to 
which the employee applied for, but did 
not obtain, safety-sensitive transpor-
tation work covered by DOT agency 
drug and alcohol testing rules during 
the past two years. If the employee ad-
mits that he or she had a positive test 
or a refusal to test, you must not use 
the employee to perform safety-sen-
sitive functions for you, until and un-
less the employee documents success-
ful completion of the return-to-duty 
process (see paragraphs (b)(5) and (e) of 
this section). 

[65 FR 79526, Dec. 19, 2000, as amended at 88 
FR 27637, May 2, 2023] 

§ 40.26 What form must an employer 
use to report Management Informa-
tion System (MIS) data to a DOT 
agency? 

As an employer, when you are re-
quired to report MIS data to a DOT 
agency, you must use the U.S. Depart-
ment of Transportation Drug and Alco-
hol Testing MIS Data Collection Form 
to report that data. You must use the 
form and instructions referenced at ap-
pendix J to part 40. You must submit 
the MIS report in accordance with rule 
requirements (e.g., dates for submis-
sion; selection of companies required 
to submit, and method of reporting) es-
tablished by the DOT agency regu-
lating your operation. 

[84 FR 16773, Apr. 23, 2019, as amended at 88 
FR 27638, May 2, 2023] 
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§ 40.27 May an employer require an 
employee to sign a consent or re-
lease in connection with the DOT 
drug and alcohol testing program? 

No, as an employer, you must not re-
quire an employee to sign a consent, 
release, waiver of liability, or indem-
nification agreement with respect to 
any part of the drug or alcohol testing 
process covered by this part (including, 
but not limited to, collections, labora-
tory testing, MRO and SAP services). 

[66 FR 41950, Aug. 9, 2001] 

Subpart C—Specimen Collection 
Personnel 

§ 40.31 Who may collect specimens for 
DOT drug testing? 

(a) Collectors meeting the require-
ments of this subpart are the only per-
sons authorized to collect urine speci-
mens for DOT drug testing. 

(b) A urine collector must meet 
training requirements of § 40.33. 

(c) An oral fluid collector must meet 
the training requirements of § 40.35. 

(d) To avoid the appearance of a con-
flict of interest, if you are the imme-
diate supervisor of the employee being 
tested, you must not act as the col-
lector when that employee is tested, 
unless no other collector is available 
and you are permitted to do so under 
DOT agency drug and alcohol regula-
tions. 

(e) You must not act as the collector 
for the employee being tested if you 
work for a HHS-certified laboratory 
(e.g., as a technician or accessioner) 
and could link the employee with a 
urine specimen, drug testing result, or 
laboratory report. 

(f) Employees are not permitted to be 
their own collector. 

(1) An employee who is a qualified 
collector is not permitted to be their 
own collector; another qualified col-
lector must perform the collection in 
accordance with this part. 

(2) To avoid a potential conflict of in-
terest, a collector must not be related 
to the employee being tested (e.g., 
spouse, ex-spouse, relative) or a close 
personal friend. 

[65 FR 79526, Dec. 19, 2000, as amended at 88 
FR 27637, May 2, 2023] 

§ 40.33 What training requirements 
must a collector meet for urine col-
lection? 

To be permitted to act as a urine col-
lector in the DOT drug testing pro-
gram, you must meet each of the re-
quirements of this section: 

(a) Basic information. You must be 
knowledgeable about this part, the cur-
rent ‘‘DOT Urine Specimen Collection 
Procedures Guidelines,’’ and DOT agen-
cy regulations applicable to the em-
ployers for whom you perform collec-
tions. DOT agency regulations, the 
DOT Urine Specimen Collection Proce-
dures Guidelines, and other materials 
are available from ODAPC (Depart-
ment of Transportation, 1200 New Jer-
sey Avenue SE., Washington DC, 20590, 
202–366–3784, or on the ODAPC Web site 
(https://www.transportation.gov/odapc). 
You must keep current on any changes 
to these materials. You must subscribe 
to the ODAPC list-serve at: https:// 
www.transportation.gov/odapc/get-odapc- 
email-updates. 

(b) Qualification training. You must 
receive qualification training meeting 
the requirements of this paragraph. 
Qualification training must provide in-
struction on the following subjects: 

(1) All steps necessary to complete a 
collection correctly and the proper 
completion and transmission of the 
CCF; 

(2) ‘‘Problem’’ collections (e.g., situa-
tions like ‘‘shy bladder’’ and attempts 
to tamper with a specimen); 

(3) Fatal flaws, correctable flaws, and 
how to correct problems in collections; 
and 

(4) The collector’s responsibility for 
maintaining the integrity of the collec-
tion process, ensuring the privacy of 
employees being tested, ensuring the 
security of the specimen, and avoiding 
conduct or statements that could be 
viewed as offensive or inappropriate; 

(c) Initial Proficiency Demonstration. 
Following your completion of quali-
fication training under paragraph (b) of 
this section, you must demonstrate 
proficiency in collections under this 
part by completing five consecutive 
error-free mock collections. 

(1) The five mock collections must 
include two uneventful collection sce-
narios, one insufficient quantity of 
urine scenario, one temperature out of 
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range scenario, and one scenario in 
which the employee refuses to sign the 
CCF and initial the specimen bottle 
tamper-evident seal. 

(2) Another person must monitor and 
evaluate your performance, in person 
or by a means that provides real-time 
observation and interaction between 
the instructor and trainee, and attest 
in writing that the mock collections 
are ‘‘error-free.’’ This person must be a 
qualified collector who has dem-
onstrated necessary knowledge, skills, 
and abilities by— 

(i) Regularly conducting DOT drug 
test collections for a period of at least 
a year; 

(ii) Conducting collector training 
under this part for a year; or 

(iii) Successfully completing a ‘‘train 
the trainer’’ course. 

(d) You must meet the requirements 
of paragraphs (b) and (c) of this section 
before you begin to perform collector 
functions. 

(e) Refresher training. No less fre-
quently than every five years from the 
date on which you satisfactorily com-
plete the requirements of paragraphs 
(b) and (c) of this section, you must 
complete refresher training that meets 
all the requirements of paragraphs (b) 
and (c) of this section. 

(f) Error correction training. If you 
make a mistake in the collection proc-
ess that causes a test to be cancelled 
(i.e., a fatal or uncorrected flaw), you 
must undergo error correction train-
ing. This training must occur within 30 
days of the date you are notified of the 
error that led to the need for retrain-
ing. Errors that cause cancellation but 
occur outside the collection process 
(e.g., when a specimen is crushed or 
otherwise damaged during the trans-
portation process, or is lost in transit), 
the cancellation would not be the re-
sult of an error by the collector during 
the collection process and does not re-
quire the collector to be retrained. 

(1) Error correction training must be 
provided and your proficiency docu-
mented in writing by a person who 
meets the requirements of paragraph 
(c)(2) of this section. 

(2) Error correction training is re-
quired to cover only the subject matter 
area(s) in which the error that caused 
the test to be cancelled occurred. 

(3) As part of the error correction 
training, you must demonstrate your 
proficiency in the collection proce-
dures of this part by completing three 
consecutive error-free mock collec-
tions. The mock collections must in-
clude one uneventful scenario and two 
scenarios related to the area(s) in 
which your error(s) occurred. The per-
son providing the training must mon-
itor and evaluate your performance 
and attest in writing that the mock 
collections were ‘‘error-free.’’ 

(g) Documentation. You must main-
tain documentation showing that you 
currently meet all requirements of this 
section. You must provide this docu-
mentation on request to DOT agency 
representatives and to employers and 
C/TPAs who are using or negotiating to 
use your services. 

[65 FR 79526, Dec. 19, 2000; 66 FR 3885, Jan. 17, 
2001, as amended at 66 FR 41950, Aug. 9, 2001; 
82 FR 52244, Nov. 13, 2017; 88 FR 27638, May 2, 
2023] 

§ 40.35 What training requirements 
must a collector meet for oral fluid 
collection? 

To be permitted to act as an oral 
fluid collector in the DOT drug testing 
program, you must meet each of the re-
quirements of this section: 

(a) Basic information. You must be 
knowledgeable about this part, the cur-
rent ‘‘DOT Oral Fluid Specimen Collec-
tion Procedures Guidelines,’’ and DOT 
agency regulations applicable to the 
employers for whom you perform col-
lections. DOT agency regulations, 
guidelines, and other materials are 
available from ODAPC (Department of 
Transportation, 1200 New Jersey Ave-
nue SE, Washington DC, 20590, 202–366– 
3784, or on the ODAPC website (https:// 
www.transportation.gov/odapc). You 
must keep current on any changes to 
these materials. You must subscribe to 
the ODAPC list-serve at: https:// 
www.transportation.gov/odapc/get-odapc- 
email-updates. 

(b) Qualification training. You must 
receive qualification training meeting 
the requirements of this paragraph (b). 
Qualification training must provide in-
struction on the following subjects: 

(1) Training on the testing proce-
dures of this part; 
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(2) Training to proficiency in the op-
eration of the particular oral fluid col-
lection device(s) you will be using. 

(3) All steps necessary to complete a 
collection correctly and the proper 
completion and transmission of the 
CCF; 

(4) ‘‘Problem’’ collections (e.g., situa-
tions like ‘‘dry mouth’’ and attempts 
to tamper with a specimen); 

(5) Fatal flaws, correctable flaws, and 
how to correct problems in collections; 
and 

(6) The collector’s responsibility for 
maintaining the integrity of the collec-
tion process, ensuring the privacy of 
employees being tested, ensuring the 
security of the specimen, and avoiding 
conduct or statements that could be 
viewed as offensive or inappropriate. 

(c) Initial proficiency demonstration. 
Following your completion of quali-
fication training under paragraph (b) of 
this section, you must demonstrate 
proficiency in collections under this 
part by completing five consecutive 
error-free mock collections for each de-
vice you will use. 

(1) The five mock collections for each 
device must include one uneventful 
collection scenario, one insufficient 
specimen quantity scenario; one sce-
nario in which the employee has some-
thing in their mouth that might inter-
fere with the collection; one scenario 
in which the employee attempts to 
tamper with the specimen; and one sce-
nario in which the employee refuses to 
sign the CCF. For each of the five 
mock collections, the collector must 
check the expiration date of the device, 
show it to the employee, and record the 
date on the CCF used. The collector 
must ensure, when applying the labels, 
they do not cover the expiration dates. 

(2) Another person must monitor and 
evaluate your performance, in person 
or by a means that provides real-time 
observation and interaction between 
you and the qualified collector, who 
must attest in writing that the mock 
collections are ‘‘error-free.’’ This per-
son must be a qualified collector who 
has demonstrated necessary knowl-
edge, skills, and abilities by— 

(i) Regularly conducting DOT drug 
test collections for a period of at least 
one year; 

(ii) Conducting collector training 
under this part for at least one year; or 

(iii) Successfully completing a ‘‘train 
the trainer’’ course. 

(d) Schedule for qualification training 
and initial proficiency demonstration. 
You must meet the requirements of 
paragraphs (b) and (c) of this section 
before you begin to perform collector 
functions. 

(e) Refresher training. No less fre-
quently than every five years from the 
date on which you satisfactorily com-
plete the requirements of paragraphs 
(b) and (c) of this section, you must 
complete refresher training that meets 
all the requirements of paragraphs (b) 
and (c). 

(f) Error correction training. If you 
make a mistake in the collection proc-
ess that causes a test to be cancelled 
(i.e., a fatal or uncorrected flaw), you 
must undergo error correction train-
ing. This training must occur within 30 
days of the date you are notified of the 
error that led to the need for retrain-
ing. 

(1) Error correction training must be 
provided and your proficiency docu-
mented in writing by a person who 
meets the requirements of paragraph 
(c)(2) of this section. 

(2) Error correction training is re-
quired to cover only the subject matter 
area(s) in which the error that caused 
the test to be cancelled occurred. 

(3) As part of the error correction 
training, you must demonstrate your 
proficiency in the collection proce-
dures of this part by completing three 
consecutive error-free mock collec-
tions. The mock collections must in-
clude one uneventful scenario and two 
scenarios related to the area(s) in 
which your error(s) occurred. The per-
son providing the training must mon-
itor and evaluate your performance 
and attest in writing that the mock 
collections were ‘‘error-free.’’ 

(g) Documentation. You must main-
tain documentation showing that you 
currently meet all requirements of this 
section. You must provide this docu-
mentation on request to DOT agency 
representatives and to employers and 
C/TPAs who are using or negotiating to 
use your services. 

[88 FR 27638, May 2, 2023] 
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§ 40.36 What information about the 
DER must employers provide to col-
lectors? 

As an employer, you must provide to 
collectors the name and telephone 
number of the appropriate DER (and C/ 
TPA, where applicable) to contact 
about any problems or issues that may 
arise during the testing process. 

[65 FR 79526, Dec. 19, 2000. Redesignated at 88 
FR 27639, May 2, 2023] 

Subpart D—Collection Sites, 
Forms, Equipment and Sup-
plies Used in DOT Urine and 
Oral Fluid Collections 

§ 40.40 What form is used to document 
a DOT collection? 

(a) The Federal Drug Testing Cus-
tody and Control Form (CCF) must be 
used to document every collection re-
quired by the DOT drug testing pro-
gram. You may view this form on the 
Department’s website (https:// 
www.transportation.gov/odapc) or the 
HHS website (https:// 
www.workplace.samhsa.gov). 

(b) You must not use a non-Federal 
form or an expired CCF to conduct a 
DOT collection. As a laboratory, C/TPA 
or other party that provides CCFs to 
employers, collection sites, or other 
customers, you must not provide copies 
of an expired CCF to these partici-
pants. You must also affirmatively no-
tify these participants that they must 
not use an expired CCF. 

(c) As a participant in the DOT drug 
testing program, you are not permitted 
to modify or revise the CCF except as 
follows: 

(1) You may include, in the area out-
side the border of the form, other infor-
mation needed for billing or other pur-
poses necessary to the collection proc-
ess. 

(2) The CCF must include the names, 
addresses, telephone numbers and any 
other appropriate contact information 
(e.g., an email address of the employer 
and the MRO), including the DER’s 
name and contact information. All of 
this information must be preprinted, 
typed, or handwritten. Fax numbers 
may be included but are not required. 
The MRO information must include the 
physician’s name and address, as op-

posed to only a generic clinic, health 
care organization, company name, or 
post office box. This information is re-
quired, and an employer, collector, 
service agent or any other party is pro-
hibited from omitting it. In addition, a 
C/TPA’s name, address, telephone and 
fax numbers, and any other appropriate 
contact information should be in-
cluded, but is not required. The em-
ployer may use a C/TPA’s address in 
place of its own, but must continue to 
include its name, telephone and fax 
numbers, and any other appropriate 
contact information. 

(3) As an employer you may preprint 
the box in Step 1–D of the CCF for the 
DOT agency under whose authority the 
test will occur. 

(4) As a collector, you may use a CCF 
with your name, address, telephone 
number, and fax number preprinted, 
but under no circumstances may you 
sign the form before the collection 
event. If a collection takes place at a 
clinic, the actual address of the clinic 
should be used, not a corporate address 
of the collection company. If the col-
lection takes place onsite at the em-
ployer, the employer’s address must be 
noted as the collection site address. If 
the collection takes place in a ‘‘mobile 
unit’’ or at an accident site, the col-
lector must enter the actual location 
address of the collection or as near an 
approximation as possible. The col-
lector must ensure that the required 
collector telephone number is the num-
ber that the laboratory, MRO, or em-
ployer may use to directly contact the 
individual collector and/or the collec-
tor’s supervisor during the collection 
site’s business hours. The collector 
must not provide a number for a call 
center. 

(5) When using an electronic CCF, 
you must establish adequate confiden-
tiality and security measures to ensure 
that confidential employee records are 
not available to unauthorized persons. 
This includes protecting the physical 
security of records, access controls, 
and computer security measures to 
safeguard confidential data in elec-
tronic form. 

(d) Under no circumstances may the 
CCF transmit personal identifying in-
formation about an employee (other 



593 

Office of the Secretary of Transportation § 40.42 

than a SSN or Employee ID No.) to a 
laboratory. 

(e) As an employer, you may use an 
equivalent foreign-language version of 
the CCF approved by ODAPC. You may 
use such a non-English language form 
only in a situation where both the em-
ployee and collector understand and 
can use the form in that language. 

(f) An employer who uses an elec-
tronic CCF must ensure that the col-
lection site, the primary and split lab-
oratories, and MRO have compatible 
systems, and that the employee and 
any other program participants in the 
testing process will receive a legible 
copy of the CCF. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41950, Aug. 9, 2001; 75 FR 59107, Sept. 27, 
2010; 76 FR 59577, Sept. 27, 2011; 80 FR 19553, 
Apr. 13, 2015; 82 FR 52244, Nov. 13, 2017. Redes-
ignated and amended at 88 FR 27639, May 2, 
2023] 

§ 40.41 May employers use the CCF for 
non-Federal collections or non-Fed-
eral forms for DOT collections? 

(a) No, as an employer, you are pro-
hibited from using the CCF for non- 
Federal collections. You are also pro-
hibited from using non-Federal forms 
for DOT collections. Doing either sub-
jects you to enforcement action under 
DOT agency regulations. 

(b) (1) In the rare case where the col-
lector, either by mistake or as the only 
means to conduct a test under difficult 
circumstances (e.g., post-accident or 
reasonable suspicion test with insuffi-
cient time to obtain the CCF), uses a 
non-Federal form for a DOT collection, 
the use of a non-Federal form does not 
present a reason for the laboratory to 
reject the specimen for testing or for 
an MRO to cancel the result. 

(2) The use of the non-Federal form is 
a ‘‘correctable flaw.’’ As an MRO, to 
correct the problem you must follow 
the procedures of § 40.205(b)(2). 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41950, Aug. 9, 2001. Redesignated and 
amended at 88 FR 27639, June 1, 2023] 

§ 40.42 Where does a urine collection 
for a DOT drug test take place? 

(a) A urine collection for a DOT drug 
test must take place in a collection 
site meeting the requirements of this 
section. 

(b) If you are operating a collection 
site, you must ensure that it meets the 
security requirements of § 40.43. 

(c) If you are operating a collection 
site, you must have all necessary per-
sonnel, materials, equipment, facilities 
and supervision to provide for the col-
lection, temporary storage, and ship-
ping of urine specimens to a labora-
tory, and a suitable clean surface for 
writing. 

(d) Your collection site must include 
a facility for urination described in ei-
ther paragraph (e) or paragraph (f) of 
this section. 

(e) The first, and preferred, type of 
facility for urination that a collection 
site may include is a single-toilet 
room, having a full-length privacy 
door, within which urination can 
occur. 

(1) No one but the employee may be 
present in the room during the collec-
tion, except for the observer in the 
event of a directly observed collection. 

(2) You must have a source of water 
for washing hands, that, if practicable, 
should be external to the closed room 
where urination occurs. If an external 
source is not available, you may meet 
this requirement by securing all 
sources of water and other substances 
that could be used for adulteration and 
substitution (e.g., water faucets, soap 
dispensers) and providing moist 
towelettes outside the closed room. 

(f) The second type of facility for uri-
nation that a collection site may in-
clude is a multistall restroom. 

(1) Such a site must provide substan-
tial visual privacy (e.g., a toilet stall 
with a partial-length door) and meet 
all other applicable requirements of 
this section. 

(2) If you use a multi-stall restroom, 
you must either— 

(i) Secure all sources of water and 
other substances that could be used for 
adulteration and substitution (e.g., 
water faucets, soap dispensers) and 
place bluing agent in all toilets or se-
cure the toilets to prevent access; or 

(ii) Conduct all collections in the fa-
cility as monitored collections (see 
§ 40.69 for procedures). This is the only 
circumstance in which you may con-
duct a monitored collection. 
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(3) No one but the employee may be 
present in the multistall restroom dur-
ing the collection, except for the mon-
itor in the event of a monitored collec-
tion or the observer in the event of a 
directly observed collection. 

(g) A collection site may be in a med-
ical facility, a mobile facility (e.g., a 
van), a dedicated collection facility, or 
any other location meeting the re-
quirements of this section. 

[65 FR 79526, Dec. 19, 2000. Redesignated at 88 
FR 27639, May 2, 2023] 

§ 40.43 What steps must operators of 
collection sites and collectors take 
to protect the security and integrity 
of urine collections? 

(a) Collectors and operators of collec-
tion sites must take the steps listed in 
this section to prevent unauthorized 
access that could compromise the in-
tegrity of collections. 

(b) As a collector, you must do the 
following before each collection to 
deter tampering with specimens: 

(1) Secure any water sources or oth-
erwise make them unavailable to em-
ployees (e.g., turn off water inlet, tape 
handles to prevent opening faucets); 

(2) Ensure that the water in the toi-
let is blue; 

(3) Ensure that no soap, disinfect-
ants, cleaning agents, or other possible 
adulterants are present; 

(4) Inspect the site to ensure that no 
foreign or unauthorized substances are 
present; 

(5) Tape or otherwise secure shut any 
movable toilet tank top, or put bluing 
in the tank; 

(6) Ensure that undetected access 
(e.g., through a door not in your view) 
is not possible; 

(7) Secure areas and items (e.g., 
ledges, trash receptacles, paper towel 
holders, under-sink areas) that appear 
suitable for concealing contaminants; 
and 

(8) Recheck items in paragraphs 
(b)(1) through (7) of this section fol-
lowing each collection to ensure the 
site’s continued integrity. 

(c) If the collection site uses a facil-
ity normally used for other purposes, 
like a public rest room or hospital ex-
amining room, you must, as a col-
lector, also ensure before the collection 
that: 

(1) Access to collection materials and 
specimens is effectively restricted; and 

(2) The facility is secured against ac-
cess during the procedure to ensure pri-
vacy to the employee and prevent dis-
traction of the collector. Limited-ac-
cess signs must be posted. 

(d) As a collector, you must take the 
following additional steps to ensure se-
curity during the collection process: 

(1) To avoid distraction that could 
compromise security, you are limited 
to conducting a collection for only one 
employee at a time. However, during 
the time one employee is in the period 
for drinking fluids in a ‘‘shy bladder’’ 
situation (see § 40.193(b)), you may con-
duct a collection for another employee. 

(2) To the greatest extent you can, 
keep an employee’s collection con-
tainer within view of both you and the 
employee between the time the em-
ployee has urinated and the specimen 
is sealed. 

(3) Ensure you are the only person in 
addition to the employee who handles 
the specimen before it is poured into 
the bottles and sealed with tamper-evi-
dent seals. 

(4) In the time between when the em-
ployee gives you the specimen and 
when you seal the specimen, remain 
within the collection site. 

(5) Maintain personal control over 
each specimen and CCF throughout the 
collection process. 

(e) If you are operating a collection 
site, you must implement a policy and 
procedures to prevent unauthorized 
personnel from entering any part of the 
site in which urine specimens are col-
lected or stored. 

(1) Only employees being tested, col-
lectors and other collection site work-
ers, DERs, employee and employer rep-
resentatives authorized by the em-
ployer (e.g., employer policy, collective 
bargaining agreement), and DOT agen-
cy representatives are authorized per-
sons for purposes of this paragraph (e). 

(2) Except for the observer in a di-
rectly observed collection or the mon-
itor in the case of a monitored collec-
tion, you must not permit anyone to 
enter the urination facility in which 
employees provide specimens. 

(3) You must ensure that all author-
ized persons are under the supervision 
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of a collector at all times when per-
mitted into the site. 

(4) You or the collector may remove 
any person who obstructs, interferes 
with, or causes a delay in the collec-
tion process. 

(f) If you are operating a collection 
site, you must minimize the number of 
persons handling specimens. 

§ 40.44 What materials are used to col-
lect urine specimens? 

For each DOT drug test, you must 
use a collection kit meeting the re-
quirements of Appendix A of this part. 

[65 FR 79526, Dec. 19, 2000. Redesignated at 88 
FR 27639, May 2, 2023] 

§ 40.45 What materials are used to 
send urine specimens to the labora-
tory? 

(a) Except as provided in paragraph 
(b) of this section, you must use a ship-
ping container that adequately pro-
tects the specimen bottles from ship-
ment damage in the transport of speci-
mens from the collection site to the 
laboratory. 

(b) You are not required to use a 
shipping container if a laboratory cou-
rier hand-delivers the specimens from 
the collection site to the laboratory. 

[65 FR 79526, Dec. 19, 2000. Redesignated at 88 
FR 27639, May 2, 2023] 

§ 40.47 Where does an oral fluid collec-
tion for a DOT drug test take place? 

(a) An oral fluid collection for a DOT 
drug test must take place in a collec-
tion site meeting the requirements of 
this section. 

(b) If you are operating an oral fluid 
collection site: 

(1) You must ensure that it meets the 
security requirements of § 40.48; 

(2) The site may be a permanent or 
temporary facility located either at 
the work site or at a remote site; 

(3) The site may be in a medical facil-
ity, a mobile facility (e.g., a van), a 
dedicated collection facility, or any 
other location meeting the require-
ments of this section; and 

(4) You must have all necessary per-
sonnel, materials, equipment, and fa-
cilities that include privacy and super-
vision to provide for the collection, 
temporary storage, and shipping of 

specimens to a laboratory, and a suit-
able clean surface for writing. 

(c) If a collection site is not acces-
sible and there is an immediate re-
quirement to collect an oral fluid spec-
imen (e.g., an accident investigation), 
another site may be used for the collec-
tion, if the collection is performed by a 
collector who has been trained to col-
lect oral fluid specimens in accordance 
with this part and the manufacturer’s 
procedures for the collection device. 

[88 FR 27640, May 2, 2023] 

§ 40.48 What steps must operators of 
collection sites and collectors take 
to protect the security and integrity 
of oral fluid collections? 

(a) Collectors and operators of collec-
tion sites must take the steps listed in 
this section to prevent unauthorized 
access that could compromise the in-
tegrity of collections. 

(b) As a collector, you must do the 
following before each collection to 
deter tampering with specimens: 

(1) Ensure that access to collection 
materials and specimens is effectively 
restricted; 

(2) Ensure that undetected access 
(e.g., through a door not in your view) 
is not possible; and 

(3) Ensure the security of the facility 
during the collection process to main-
tain privacy to the employee and pre-
vent distraction of the collector. Lim-
ited-access signs must be posted. 

(c) As a collector, you must take the 
following additional steps to ensure se-
curity during the collection process: 

(1) To avoid distraction that could 
compromise security, you are limited 
to conducting a collection for only one 
employee at a time. However, during 
the time one employee is in the period 
for drinking fluids in a ‘‘dry mouth’’ 
situation (see § 40.72(b)(1)), you may 
conduct a collection for another em-
ployee as long as the employee with 
‘‘dry mouth’’ remains supervised. 

(2) To the greatest extent prac-
ticable, keep an employee’s collection 
container within view of both you and 
the employee between the time the em-
ployee has provided the oral fluid spec-
imen and the specimen is sealed. 

(3) Ensure you are the only person in 
addition to the employee who handles 
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the specimen before it is sealed with 
tamper-evident seals. 

(4) In the time between when the em-
ployee gives you the specimen and 
when you seal the specimen, remain 
within the collection site. 

(5) Maintain personal control over 
each specimen and CCF throughout the 
collection process. 

(d) If you are operating a collection 
site, you must implement a policy and 
procedures to prevent unauthorized 
personnel from entering any part of the 
site in which oral fluid specimens are 
collected or stored. 

(1) Only employees being tested, col-
lectors and other collection site work-
ers, DERs, employee and employer rep-
resentatives authorized by the em-
ployer (e.g., employer policy, collective 
bargaining agreement), and DOT agen-
cy representatives are authorized per-
sons for purposes of this paragraph (d). 

(2) You must ensure that all author-
ized persons are under the supervision 
of a collector at all times when per-
mitted into the site. 

(3) You or the collector may remove 
any person who obstructs, interferes 
with, or causes a delay in the collec-
tion process. 

(e) If you are operating a collection 
site, you must minimize the number of 
persons handling specimens. 

[88 FR 27640, May 2, 2023] 

§ 40.49 What materials are used to col-
lect oral fluid specimens? 

For each DOT drug test, you must 
use a collection device meeting the re-
quirements of appendix B of this part. 

[88 FR 27640, May 2, 2023] 

§ 40.51 What materials are used to 
send oral fluid specimens to the 
laboratory? 

(a) Except as provided in paragraph 
(b) of this section, you must use a ship-
ping container that adequately pro-
tects the specimen bottles from dam-
age in the transport of specimens from 
the collection site to the laboratory. 

(b) You are not required to use a 
shipping container if a laboratory cou-
rier hand-delivers the specimens from 
the collection site to the laboratory. 

[88 FR 27640, May 2, 2023] 

Subpart E—Specimen Collections 
§ 40.61 What are the preliminary steps 

in the drug testing collection proc-
ess? 

As the collector, you must take the 
following steps before actually begin-
ning a collection: 

(a) When a specific time for an em-
ployee’s test has been scheduled, or the 
collection site is at the employee’s 
work site, and the employee does not 
appear at the collection site at the 
scheduled time, contact the DER to de-
termine the appropriate interval with-
in which the DER has determined the 
employee is authorized to arrive. If the 
employee’s arrival is delayed beyond 
that time, you must notify the DER 
that the employee has not reported for 
testing, the DER must determine 
whether the employee has refused to 
test (see §§ 40.191(a)(1) and 40.355(i)). In a 
situation where a C/TPA has notified 
an owner/operator or other individual 
employee to report for testing (other 
than for a pre-employment test) and 
the employee does not appear, the C/ 
TPA must determine whether the em-
ployee has refused to test (see 
§§ 40.191(a)(1) and 40.355(j)). 

(b) Ensure that, when the employee 
enters the collection site, you begin 
the testing process without undue 
delay. For example, you must not wait 
because the employee says he or she is 
not ready or is unable to urinate or be-
cause an authorized employer or em-
ployee representative is delayed in ar-
riving. 

(1) If the employee is also going to 
take a DOT alcohol test, you must en-
sure, to the greatest extent prac-
ticable, that the alcohol test is com-
pleted before the drug testing collec-
tion process begins. 

Example to paragraph (b)(1): An employee 
enters the test site for both a drug and an al-
cohol test. Normally, the collector would 
wait until the BAT had completed the alco-
hol test process before beginning the drug 
test process. However, there are some situa-
tions in which an exception to this normal 
practice would be reasonable. One such situ-
ation might be if several people were waiting 
for the BAT to conduct alcohol tests, but a 
drug testing collector in the same facility 
were free. Someone waiting might be able to 
complete a drug test without unduly delay-
ing his or her alcohol test. Collectors and 
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BATs should work together, however, to en-
sure that post-accident and reasonable sus-
picion alcohol tests happen as soon as pos-
sible (e.g., by moving the employee to the 
head of the line for alcohol tests). 

(2) If the employee needs medical at-
tention (e.g., an injured employee in an 
emergency medical facility who is re-
quired to have a post-accident test), do 
not delay this treatment to collect a 
specimen. 

(3) You must not collect a specimen 
from an unconscious employee to con-
duct a drug test under this part. 

(4) You must not catheterize a con-
scious employee for purposes of a urine 
test. However, you must inform an em-
ployee who normally voids through 
self-catheterization that the employee 
is required to provide a specimen in 
that manner. If an employee normally 
voids through self-catheterization, but 
declines to do so for the urine test, the 
collector should notify the DER of the 
circumstances, so that the actual em-
ployer can determine whether the situ-
ation constitutes a refusal to test by 
the employee. 

(c) Require the employee to provide 
positive identification. You must see a 
photo ID issued by the employer (other 
than in the case of an owner-operator 
or other self-employed individual) or a 
Federal, state, or local government 
(e.g., a driver’s license). You may not 
accept faxes or photocopies of identi-
fication. Positive identification by an 
employer representative (not a co- 
worker or another employee being test-
ed) is also acceptable. If the employee 
cannot produce positive identification, 
you must contact a DER to verify the 
identity of the employee. 

(d) If the employee asks, provide your 
identification to the employee. Your 
identification must include your name 
and your employer’s name, but does 
not have to include your picture, ad-
dress, or telephone number. 

(e) Explain the basic collection pro-
cedure to the employee, and notify the 
employee that instructions for com-
pleting the CCF can be found at the 
HHS (https://www.samhsa.gov/workplace) 
and DOT (https:// 
www.transportation.gov/odapc) websites. 

(f) Direct the employee to remove 
outer clothing (e.g., coveralls, jacket, 
coat, hat) that could be used to conceal 

items or substances that could be used 
to tamper with a specimen. You must 
also direct the employee to leave these 
garments and any briefcase, purse, or 
other personal belongings with you or 
in a mutually agreeable location. You 
must advise the employee that failure 
to comply with your directions con-
stitutes a refusal to test. 

(1) If the employee asks for a receipt 
for any belongings left with you, you 
must provide one. 

(2) You must allow the employee to 
keep his or her wallet. 

(3) You must not ask the employee to 
remove other clothing (e.g., shirts, 
pants, dresses, underwear), to remove 
all clothing, or to change into a hos-
pital or examination gown (unless the 
urine collection is being accomplished 
simultaneously with a DOT agency-au-
thorized medical examination). 

(4) You must direct the employee to 
empty his or her pockets and display 
the items in them to ensure that no 
items are present which could be used 
to adulterate the specimen. If nothing 
is there that can be used to adulterate 
a specimen, the employee can place the 
items back into his or her pockets. As 
the employee, you must allow the col-
lector to make this observation. 

(5) If, in your duties under paragraph 
(f)(4) of this section, you find any ma-
terial that could be used to tamper 
with a specimen, you must: 

(i) Determine if the material appears 
to be brought to the collection site 
with the intent to alter the specimen, 
and, if it is, either conduct a directly 
observed urine collection using direct 
observation procedures (see § 40.67) or 
an oral fluid specimen collection, make 
a note on the CCF and continue with 
collection process; or 

(ii) Determine if the material appears 
to be inadvertently brought to the col-
lection site (e.g., eye drops), secure and 
maintain it until the collection process 
is completed and conduct a normal 
(i.e., unobserved) collection. 

(g) You must instruct the employee 
not to list medications that he or she 
is currently taking on the CCF. (The 
employee may make notes of medica-
tions on the back of the employee copy 
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of the form for his or her own conven-
ience, but these notes must not be 
transmitted to anyone else.) 

[65 FR 79526, Dec. 19, 2000, as amended at 88 
FR 27640, May 2, 2023] 

§ 40.63 What steps does the collector 
take in the collection process before 
the employee provides a urine spec-
imen? 

As the collector, you must take the 
following steps before the employee 
provides the urine specimen: 

(a) Ensure all items under Step 1 of 
the CCF are complete and accurate 
(e.g., if Step 1.D is not checked, put a 
check mark for the ‘‘Specify DOT 
Agency’’ under the authority of which 
the test will take place; if the address 
where the collection is actually taking 
place is not in Step 1.G, update that.) 

(b) Instruct the employee to wash 
and dry his or her hands at this time. 
You must tell the employee not to 
wash his or her hands again until after 
delivering the specimen to you. You 
must not give the employee any fur-
ther access to water or other materials 
that could be used to adulterate or di-
lute a specimen. 

(c) Select, or allow the employee to 
select, an individually wrapped or 
sealed collection container from collec-
tion kit materials. Either you or the 
employee, with both of you present, 
must unwrap or break the seal of the 
collection container. You must not un-
wrap or break the seal on any specimen 
bottle at this time. You must not allow 
the employee to take anything from 
the collection kit into the room used 
for urination except the collection con-
tainer. 

(d) Direct the employee to go into 
the room used for urination, provide a 
specimen of at least 45 mL, not flush 
the toilet, and return to you with the 
specimen as soon as the employee has 
completed the void. 

(1) Except in the case of an observed 
or a monitored collection (see §§ 40.67 
and 40.69), neither you nor anyone else 
may go into the room with the em-
ployee. 

(2) As the collector, you may set a 
reasonable time limit for voiding. 

(e) You must pay careful attention to 
the employee during the entire collec-
tion process to note any conduct that 

clearly indicates an attempt to tamper 
with a specimen (e.g., substitute urine 
in plain view or an attempt to bring 
into the collection site an adulterant 
or urine substitute). If you detect such 
conduct, you must require that a col-
lection take place immediately under 
direct observation (see § 40.67) and com-
plete Step 2 by noting the conduct in 
the ‘‘Remarks’’ line of the CCF and the 
fact that the collection was observed 
by checking the ‘‘Observed’’ box. You 
must also, as soon as possible, inform 
the DER and collection site supervisor 
that a collection took place under di-
rect observation and the reason for 
doing so. 

[65 FR 79526, Dec. 19, 2000, as amended at 75 
FR 59107, Sept. 27, 2010; 88 FR 27641, May 2, 
2023] 

§ 40.65 What does the collector check 
for when the employee presents a 
urine specimen? 

As a collector, you must check the 
following when the employee gives the 
collection container to you: 

(a) Sufficiency of specimen. You must 
check to ensure that the specimen con-
tains at least 45 mL of urine. 

(1) If it does not, you must follow 
‘‘shy bladder’’ procedures (see 
§ 40.193(b)). 

(2) When you follow ‘‘shy bladder’’ 
procedures, you must discard the origi-
nal specimen, unless another problem 
(i.e., temperature out of range, signs of 
tampering) also exists. 

(3) You are never permitted to com-
bine urine collected from separate 
voids to create a specimen. 

(4) You must discard any excess 
urine. 

(b) Temperature. You must check the 
temperature of the specimen no later 
than four minutes after the employee 
has given you the specimen. 

(1) The acceptable temperature range 
is 32–38 °C/90–100 °F. 

(2) You must determine the tempera-
ture of the specimen by reading the 
temperature strip attached to the col-
lection container. 

(3) If the specimen temperature is 
within the acceptable range, you must 
mark the ‘‘Yes’’ box on the CCF (Step 
2). 

(4) If the specimen temperature is 
outside the acceptable range, you must 
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mark the ‘‘No’’ box and enter in the 
‘‘Remarks’’ line (Step 2) your findings 
about the temperature. 

(5) If the specimen temperature is 
outside the acceptable range, you must 
immediately conduct a new urine col-
lection using direct observation proce-
dures (see § 40.67) or an oral fluid collec-
tion. 

(6) In a case where a specimen is col-
lected under direct observation because 
of the temperature being out of range, 
you must process both the original 
specimen and the specimen collected 
using direct observation (including 
oral fluid) and send the two sets of 
specimens to their respective labora-
tories. This is true even in a case in 
which the original specimen has insuf-
ficient volume and the temperature is 
out of range. You must also, as soon as 
possible, inform the DER and collec-
tion site supervisor that a collection 
took place under direct observation 
and the reason for doing so. 

(7) In a case where the employee re-
fuses to provide another specimen (see 
§ 40.191(a)(3)) or refuses to provide an-
other specimen under direct observa-
tion (see § 40.191(a)(4)), you must notify 
the DER. As soon as you have notified 
the DER, you must discard any speci-
men the employee has provided pre-
viously during the collection proce-
dure. 

(c) Signs of tampering. You must in-
spect the specimen for unusual color, 
presence of foreign objects or material, 
or other signs of tampering (e.g., if you 
notice any unusual odor). 

(1) If it is apparent from this inspec-
tion that the employee has tampered 
with the specimen (e.g., blue dye in the 
specimen, excessive foaming when 
shaken, or smell of bleach), you must 
immediately conduct a new urine col-
lection using direct observation proce-
dures (see § 40.67) or an oral fluid collec-
tion. 

(2) In a case where a specimen is col-
lected under direct observation because 
of showing signs of tampering, you 
must process both the original speci-
men and the specimen collected using 
direct observation and send the two 
sets of specimens to the laboratory. 
This is true even in a case in which the 
original specimen has insufficient vol-
ume but it shows signs of tampering. 

You must also, as soon as possible, in-
form the DER and collection site su-
pervisor that a collection took place 
under direct observation and the rea-
son for doing so. 

(3) In a case where the employee re-
fuses to provide a specimen under di-
rect observation (see § 40.191(a)(4)), you 
must discard any specimen the em-
ployee provided previously during the 
collection procedure. Then you must 
notify the DER as soon as practicable. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41950, Aug. 9, 2001; 88 FR 27641, May 2, 
2023] 

§ 40.67 When and how is a directly ob-
served urine collection conducted? 

(a) As an employer, you must direct 
an immediate collection under direct 
observation with no advance notice to 
the employee, if: 

(1) The laboratory reported to the 
MRO that a specimen is invalid, and 
the MRO reported to you that there 
was not an adequate medical expla-
nation for the result; 

(2) The MRO reported to you that the 
original positive, adulterated, or sub-
stituted result had to be cancelled be-
cause the test of the split specimen 
could not be performed; or 

(3) The laboratory reported to the 
MRO that the specimen was negative- 
dilute with a creatinine concentration 
greater than or equal to 2 mg/dL but 
less than or equal to 5 mg/dL, and the 
MRO reported the specimen to you as 
negative-dilute and that a second col-
lection must take place under direct 
observation (see § 40.197(b)(1)). 

(4) You realize a collection under di-
rect observation was required but was 
not conducted or the service agent in-
forms you that a direct observation 
should have been collected but was not 
(see paragraph (n) of this section). 

(b) As an employer, you must direct 
a collection under direct observation of 
an employee if the drug test is a re-
turn-to-duty test or a follow-up test. 

(c) As a collector, you must imme-
diately conduct a collection under di-
rect observation if: 

(1) You are directed by the DER to do 
so (see paragraph (a) of this section); or 

(2) You observed materials brought 
to the collection site or the employee’s 
conduct clearly indicates an attempt 
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to tamper with a specimen (see 
§§ 40.61(f)(5)(i) and 40.63(e)); or 

(3) The temperature on the original 
specimen was out of range (see 
§ 40.65(b)(5)); 

(4) The original specimen appeared to 
have been tampered with (see 
§ 40.65(c)(1)); or 

(5) The test reason is return-to-duty 
or follow-up. 

(d)(1) As the employer, you must ex-
plain to the employee the reason for a 
directly observed collection under 
paragraph (a) or (b) of this section. 

(2) As the collector, you must explain 
to the employee the reason, if known, 
under this part for a directly observed 
collection. 

(e) As the collector, you must com-
plete a new CCF for the directly ob-
served collection. 

(1) You must mark the ‘‘reason for 
test’’ block (Step 1) the same as for the 
first collection. 

(2) You must check the ‘‘Observed, 
(Enter Remark)’’ box and enter the 
reason (see paragraphs (c)(2) through 
(4) of this section) in the ‘‘Remarks’’ 
line (Step 2). 

(f) In a case where two sets of speci-
mens are being sent to the laboratory 
because of suspected tampering with 
the specimen at the collection site, 
enter on the ‘‘Remarks’’ line of the 
CCF (Step 2) for each specimen a nota-
tion to this effect (e.g., collection 1 of 
2, or 2 of 2) and the specimen ID num-
ber of the other specimen. 

(g) As the collector, you must ensure 
that the observer is the same gender as 
the employee. 

(1) You must never permit an oppo-
site gender person to act as the ob-
server. 

(2) The observer can be a different 
person from the collector and need not 
be a qualified collector. 

(3) If a same gender collector cannot 
be found or in circumstances of non-
binary or transgender employees: 

(i) If the employer has a standing 
order to allow oral fluid testing in such 
situations, the collector will follow 
that order; 

(ii) If there is no standing order from 
the employer, the collector must con-
tact the DER and either conduct an 
oral fluid test if the collection site is 
able to do so, or send the employee to 

a collection site acceptable to the em-
ployer for the oral fluid test. 

(h) As the collector, if someone else 
is to observe the collection (e.g., in 
order to ensure a same gender ob-
server), you must verbally instruct 
that person to follow procedures at 
paragraphs (i) and (j) of this section. If 
you, the collector, are the observer, 
you too must follow these procedures. 

(i) As the observer, you must request 
the employee to raise his or her shirt, 
blouse, or dress/skirt, as appropriate, 
above the waist; and lower clothing 
and underpants to show you, by turn-
ing around, that they do not have a 
prosthetic device. After you have de-
termined that the employee does not 
have such a device, you may permit the 
employee to return clothing to its 
proper position for observed urination. 

(j) As the observer, you must watch 
the employee urinate into the collec-
tion container. Specifically, you are to 
watch the urine go from the employee’s 
body into the collection container. 

(k) As the observer but not the col-
lector, you must not take the collec-
tion container from the employee, but 
you must observe the specimen as the 
employee takes it to the collector. 

(l) As the collector, when someone 
else has acted as the observer, you 
must include the observer’s name in 
the ‘‘Remarks’’ line of the CCF (Step 
2). 

(m) As the employee, if you decline 
to allow a directly observed collection 
required or permitted under this sec-
tion to occur, this is a refusal to test. 

(n) As a service agent, when you 
learn that a directly observed collec-
tion should have been collected but was 
not, you must inform the employer 
that it must direct the employee to 
have an immediate recollection under 
direct observation. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41950, Aug. 9, 2001; 68 FR 31626, May 28, 
2003; 69 FR 64867, Nov. 9, 2004; 73 FR 35970, 
June 25, 2008; 73 FR 50223, Aug. 26, 2008; 73 FR 
62910, Oct. 22, 2008; 73 FR 70284, Nov. 20, 2008; 
74 FR 37952, July 30, 2009; 82 FR 52244, Nov. 13, 
2017; 88 FR 27641, May 2, 2023] 

§ 40.69 How is a monitored urine col-
lection conducted? 

(a) As stated in § 40.42(f)(2), if you are 
conducting a urine collection in a 
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multi-stall restroom and you cannot 
secure all sources of water and other 
substances that could be used for adul-
teration and substitution, you must 
conduct a monitored collection. This is 
the only circumstance in which you 
must conduct a monitored collection. 

(b) As the collector, you must secure 
the room being used for the monitored 
collection so that no one except the 
employee and the monitor can enter it 
until after the collection has been com-
pleted. 

(c) As the collector, you must ensure 
that the monitor is the same gender as 
the employee, unless the monitor is a 
medical professional (e.g., nurse, doc-
tor, physician’s assistant, technologist, 
or technician licensed or certified to 
practice in the jurisdiction in which 
the collection takes place). The mon-
itor can be a different person from the 
collector and need not be a qualified 
collector. 

(d) As the collector, if someone else 
is to monitor the collection (e.g., in 
order to ensure a same-gender mon-
itor), you must verbally instruct that 
person to follow the procedures of para-
graphs (d) and (e) of this section. If 
you, the collector, are the monitor, 
you must follow these procedures. 

(e) As the monitor, you must not 
watch the employee urinate into the 
collection container. If you hear 
sounds or make other observations in-
dicating an attempt to tamper with a 
specimen, there must be an additional 
collection under direct observation. See 
§§ 40.63(e), 40.65(c), and 40.67(c)(2)(3)). 

(f) As the monitor, you must ensure 
that the employee takes the collection 
container directly to the collector as 
soon as the employee has exited the en-
closure. 

(g) As the collector, when someone 
else has acted as the monitor, you 
must note that person’s name in the 
‘‘Remarks’’ line of the CCF (Step 2). 

(h) As the employee being tested, if 
you decline to permit a collection au-
thorized under this section to be mon-
itored, it is a refusal to test. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41951, Aug. 9, 2001; 88 FR 27641, May 2, 
2023] 

§ 40.71 How does the collector prepare 
the urine specimen? 

(a) All collections under DOT agency 
drug testing regulations must be split 
specimen collections. 

(b) As the collector, you must take 
the following steps, in order, after the 
employee brings the urine specimen to 
you. You must take these steps in the 
presence of the employee. 

(1) After the collection, check the 
box on the CCF (Step 2) indicating that 
this was a ‘‘Urine’’ and ‘‘Split’’ speci-
men collection. 

(2) You, not the employee, must first 
pour at least 30 mL of urine from the 
collection container into one specimen 
bottle, to be used for the primary spec-
imen. 

(3) You, not the employee, must then 
pour at least 15 mL of urine from the 
collection container into the second 
specimen bottle to be used for the split 
specimen. 

(4) You, not the employee, must place 
and secure (i.e., tighten or snap) the 
lids/caps on the bottles. 

(5) You, not the employee, must seal 
the bottles by placing the tamper-evi-
dent bottle seals over the bottle caps/ 
lids and down the sides of the bottles. 

(6) You, not the employee, must then 
write the date on the tamper-evident 
bottle seals. 

(7) You must then ensure that the 
employee initials the tamper-evident 
bottle seals for the purpose of certi-
fying that the bottles contain the 
specimens he or she provided. If the 
employee fails or refuses to do so, you 
must note this in the ‘‘Remarks’’ line 
of the CCF (Step 2) and complete the 
collection process. 

(8) You must discard any urine left 
over in the collection container after 
both specimen bottles have been appro-
priately filled and sealed. There is one 
exception to this requirement: you 
may use excess urine to conduct clin-
ical tests (e.g., protein, glucose) if the 
collection was conducted in conjunc-
tion with a physical examination re-
quired by a DOT agency regulation. 
Neither you nor anyone else may con-
duct further testing (such as adultera-
tion testing) on this excess urine and 
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the employee has no legal right to de-
mand that the excess urine be turned 
over to the employee. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41951, Aug. 9, 2001; 88 FR 27641, May 2, 
2023] 

§ 40.72 What steps does the collector 
take in the collection process before 
the employee provides an oral fluid 
specimen? 

(a) The collector requests that the 
employee open the employee’s mouth, 
and the collector inspects the oral cav-
ity to ensure that it is free of any 
items that could impede or interfere 
with the collection of an oral fluid 
specimen (e.g., candy, gum, food, or to-
bacco) or could be used to adulterate, 
substitute, or alter the specimen. 

(1) If the collector finds indication(s) 
of anything identified above, the col-
lector will ask the employee to lift 
their tongue and/or separate their 
cheek from their gum to permit full in-
spection. If this occurs, the employee 
may cleanse his or her hands, but must 
not decline the collector’s request for 
further inspection. 

(2) If the employee claims that he or 
she has a medical condition that pre-
vents opening his or her mouth for in-
spection, the collector follows the pro-
cedure described in § 40.193(a). 

(3) If the collector observes materials 
brought to the collection site or the 
employee’s conduct clearly indicates 
an attempt to adulterate, substitute, 
or alter the specimen, the collector 
must terminate the collection, note 
the circumstances in the Remarks sec-
tion of the CCF, and report the cir-
cumstances to the DER, so that the 
employer can decide whether to deem 
the situation a refusal in accordance 
with § 40.191(a). 

(b) If an item is present that might 
impede or interfere with the collection 
of an oral fluid specimen, the collector 
must request the employee remove the 
item. 

(1) If the employee removes any item 
that could impede or interfere with the 
collection of an oral fluid specimen, 
the employee has abnormally colored 
saliva, or the employee claims to have 
‘‘dry mouth,’’ then the collector must 
give the employee water, up to 8 
ounces, to rinse their mouth. The em-

ployee may drink the water. The col-
lector must then wait 10 minutes be-
fore beginning the specimen collection. 

(2) If the employee refuses to remove 
the item or rinse, the collector must 
terminate the collection, note the cir-
cumstances in the Remarks section of 
the CCF, and report the information to 
the DER to test as described in 
§ 40.191(a)(8) (failure to cooperate), so 
that the employer can decide whether 
to deem the situation a refusal. 

(c) If there is nothing of concern in 
the oral cavity and no ‘‘dry mouth’’ 
condition, the collector starts a 10- 
minute wait period and proceeds with 
the steps below before beginning the 
specimen collection as described in 
§ 40.73. 

(d) During the 10-minute wait period: 
(1) Review with the employee the 

procedures required for a successful 
oral fluid specimen collection as stated 
in the manufacturer’s instructions for 
the specimen collection device. 

(2) Complete all items under Step 1 of 
the CCF, and for clarification: 

(i) In Step 1.D of the CCF, the col-
lector must put a check mark for the 
‘‘Specify DOT Agency’’ under whose 
authority the test will take place. 

(ii) In Step 1.G of the CCF for the 
‘‘Collection Site Address’’, the col-
lector must provide the address where 
the collection took place. 

(3) The collector will provide, or the 
employee may select, a specimen col-
lection device that is clean, unused, 
and wrapped/sealed in original pack-
aging. 

(i) The collector will check the expi-
ration date on the device or the pack-
age containing the device and show it 
to the employee. 

(ii) The collector must not use the 
device after its expiration date. 

(iii) The collector must open the 
specimen collection device in view of 
the employee. 

(4) The collector will complete Step 2 
of the CCF. 

(i) Check ‘‘Oral Fluid’’, 
(ii) For ‘‘Oral Fluid: Split Type’’ 

check ‘‘Subdivided’’, and 
(iii) Check ‘‘Each Device Within Ex-

piration Date?’’ after ensuring the de-
vice is within its expiration date. 

(5) The collector will enter the Split 
Specimen Device Expiration Date in 
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Step 4 of the CCF. Since the collector 
will use one oral fluid device that will 
collect a single specimen, which is then 
subdivided in the presence of the donor, 
only one entry in Step 4 is to be made 
for the device expiration date. 

(6) The collector must instruct the 
employee to use hand sanitizer or wash 
and dry his or her hands. 

(e) To the greatest extent prac-
ticable, the collector must keep the 
employee’s unwrapped collection de-
vice within view of both the collector 
and the employee, between the time 
the employee has provided a specimen 
and the specimen is sealed. 

[88 FR 27642, May 2, 2023] 

§ 40.73 How is an oral fluid specimen 
collected? 

(a) The collector must be present and 
maintain visual contact with the em-
ployee during the procedures outlined 
in this section. 

(b) The collector must note any un-
usual behavior or appearance of the 
employee on the CCF. If the collector 
detects any conduct that clearly indi-
cates an attempt to tamper with a 
specimen (e.g., an attempt to bring into 
the collection site an adulterant or 
oral fluid substitute), the collector 
must terminate the collection and re-
port the information to the DER so 
that the employer can decide whether 
to deem the situation a refusal. 

(c) The employee and collector must 
complete the specimen collection in ac-
cordance with the manufacturer’s in-
structions for the collection device. 

(1) Under the observation of the col-
lector, the employee is responsible for 
positioning the specimen collection de-
vice for collection. 

(2) The collector must ensure the col-
lection is performed correctly (i.e., 
using the oral fluid device in the man-
ner described by its manufacturer), 
that the collection device is working 
properly, and that a sufficient speci-
men volume is collected. 

(3) If the employee states that he or 
she is unable to provide an oral fluid 
specimen or provides an insufficient 
specimen during the collection process, 
the collector must continue to make 
one attempt to collect, after an insuffi-
cient specimen, the collector follows 
the procedure in § 40.193. 

(4) The collector must inspect the 
specimen for unusual color, presence of 
foreign objects or material, or other 
signs of tampering. If it is apparent 
from this inspection that the employee 
has tampered with the specimen, the 
collector must conduct a new collec-
tion. 

(i) Document any unusual character-
istics referenced above in the Remarks 
section of the CCF. 

(ii) Proceed with obtaining the new 
oral fluid specimen from the donor. 
Note on the new CCF that this is an-
other collection for the same testing 
event (i.e., Document in the remarks 
section that this is Specimen 2 of 2 and 
include the Specimen ID number of the 
other specimen). Make the same nota-
tion on the CCF of the suspect speci-
men. 

[88 FR 27642, May 2, 2023] 

§ 40.74 How does the collector prepare 
the oral fluid specimens? 

(a) The collector follows the manu-
facturer’s instructions to package the 
split specimen collections. 

(b) A volume of at least 1 mL of undi-
luted (neat) oral fluid is collected for 
the specimen designated as ‘‘Bottle A’’, 
and a volume of at least 1 mL of undi-
luted (neat) oral fluid is collected for 
the specimen designated as ‘‘Bottle B’’, 
or an otherwise sufficient amount of 
oral fluid is collected to permit an 
HHS-certified laboratory to analyze 
the specimen(s). 

(c) In the presence of the employee, 
the collector places a tamper-evident 
seal from the CCF over the cap of each 
specimen container, taking care not to 
obstruct the expiration date on the col-
lection containers. The collector must 
record the date of the collection on the 
tamper-evident seals, after they are af-
fixed to the specimen containers. 

(d) The collector instructs the em-
ployee to initial the tamper-evident 
seals on each specimen container. If 
the employee declines to do so, the col-
lector must note this in the ‘‘Re-
marks’’ line of the CCF (Step 2) and 
complete the collection process. 

[88 FR 27642, May 2, 2023] 
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§§ 40.75–40.78 [Reserved] 

§ 40.79 How is the collection process 
completed? 

(a) As the collector, when using the 
paper CCF, you must do the following 
things to complete the collection proc-
ess. You must complete the steps 
called for in paragraphs (a)(1) through 
(7) of this section in the employee’s 
presence. 

(1) Direct the employee to read and 
sign the certification statement on 
Copy 2 of the CCF and provide all infor-
mation required in Step 5. If the em-
ployee declines to sign the CCF or to 
provide any of the required informa-
tion, you must note this in the ‘‘Re-
marks’’ line (Step 2) of the CCF and 
complete the collection. If the em-
ployee declines to fill out any informa-
tion, you must, as a minimum, print 
the employee’s name in the appropriate 
place. 

(2) Complete the chain of custody on 
the CCF (Step 4) by printing your name 
(note: you may pre-print your name), 
recording the time and date of the col-
lection, signing the statement, and en-
tering the name of the delivery service 
transferring the specimen to the lab-
oratory, 

(3) Ensure that all copies of the CCF 
are legible and complete. 

(4) Remove Copy 5 of the CCF and 
give it to the employee. 

(5) Place the specimen bottles and 
Copy 1 of the CCF in the appropriate 
pouches of the plastic bag. 

(6) Secure both pouches of the plastic 
bag. 

(7) Advise the employee that he or 
she may leave the collection site. 

(8) To prepare the sealed plastic bag 
containing the specimens and CCF for 
shipment you must: 

(i) Place the sealed plastic bag in a 
shipping container (e.g., standard cou-
rier box) designed to minimize the pos-
sibility of damage during shipment. 
(More than one sealed plastic bag can 
be placed into a single shipping con-
tainer if you are doing multiple collec-
tions.) 

(ii) Seal the container as appropriate. 
(iii) If a laboratory courier hand-de-

livers the specimens from the collec-
tion site to the laboratory, prepare the 

sealed plastic bag for shipment as di-
rected by the courier service. 

(9) Send Copy 2 of the CCF to the 
MRO and Copy 4 to the DER. You must 
fax or otherwise transmit these copies 
to the MRO and DER within 24 hours or 
during the next business day. Keep 
Copy 3 for at least 30 days, unless oth-
erwise specified by applicable DOT 
agency regulations. 

(b) As a collector, when using other 
forms of the CCF as approved by the 
Office of Management and Budget, you 
must follow the procedures approved 
for that form. 

(c) As a collector or collection site, 
you must ensure that each specimen 
you collect is shipped to a laboratory 
as quickly as possible, but in any case, 
within 24 hours or during the next busi-
ness day. 

[65 FR 79526, Dec. 19, 2000, as amended at 71 
FR 49384, Aug. 23, 2006; 80 FR 19553, Apr. 13, 
2015. Redesignated and amended at 88 FR 
27641, 27643, May 2, 2023] 

Subpart F—Drug Testing 
Laboratories 

§ 40.81 What laboratories may be used 
for DOT drug testing? 

(a) As a drug testing laboratory lo-
cated in the U.S., you are permitted to 
participate in DOT drug testing only if 
you are certified by HHS under the Na-
tional Laboratory Certification Pro-
gram (NLCP) for each specimen testing 
methodology performed under this 
part. 

(b) As a drug testing laboratory lo-
cated in Canada or Mexico which is not 
certified by HHS under the NLCP, you 
are permitted to participate in DOT 
drug testing only if: 

(1) The DOT, based on a written rec-
ommendation from HHS, has approved 
your laboratory as meeting HHS lab-
oratory certification standards or 
deemed your laboratory fully equiva-
lent to a laboratory meeting HHS lab-
oratory certification standards for all 
testing required under this part; or 

(2) The DOT, based on a written rec-
ommendation from HHS, has recog-
nized a Canadian or Mexican certifying 
organization as having equivalent lab-
oratory certification standards and 
procedures to those of HHS, and the 
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Canadian or Mexican certifying organi-
zation has certified your laboratory 
under those equivalent standards and 
procedures. 

(c) As a laboratory participating in 
the DOT drug testing program, you 
must comply with the requirements of 
this part. You must also comply with 
all applicable requirements of HHS in 
testing DOT specimens, whether or not 
the HHS requirements are explicitly 
stated in this part. 

(d) If DOT determines that you are in 
noncompliance with this part, you 
could be subject to PIE proceedings 
under Subpart R of this part. If the De-
partment issues a PIE with respect to 
you, you are ineligible to participate in 
the DOT drug testing program even if 
you continue to meet the requirements 
of paragraph (a) or (b) of this section. 

[65 FR 79526, Dec. 19, 2000, as amended at 88 
FR 27643, May 2, 2023; 89 FR 51983, June 21, 
2024] 

§ 40.82 What drugs do laboratories test 
for? 

As a laboratory, you must test for 
the following five drugs or classes of 
drugs in a DOT drug test. You must not 
test ‘‘DOT specimens’’ for any other 
drugs. 

(a) Marijuana metabolites. 
(b) Cocaine metabolites. 
(c) Amphetamines. 
(d) Opioids. 
(e) Phencyclidine (PCP). 

[82 FR 52244, Nov. 13, 2017. Redesignated at 88 
FR 27643, May 2, 2023] 

§ 40.83 How do laboratories process in-
coming specimens? 

As the laboratory, you must do the 
following when you receive a DOT spec-
imen: 

(a) You are authorized to receive 
only Copy 1 of the CCF. You are not au-
thorized to receive other copies of the 
CCF or any copies of the alcohol test-
ing form. 

(b) You must comply with applicable 
provisions of the HHS Guidelines con-
cerning accessioning and processing 
drug specimens. 

(c) You must inspect each specimen 
and CCF for the following ‘‘fatal 
flaws’’: 

(1) There is no CCF; 

(2) In cases where a specimen has 
been collected, there is no specimen 
submitted with the CCF; 

(3) There is no printed collector’s 
name and no collector’s signature; 

(4) Two separate collections are per-
formed using one CCF; 

(5) The specimen ID numbers on the 
specimen bottle and the CCF do not 
match; 

(6) The specimen bottle seal is broken 
or shows evidence of tampering, unless 
a split specimen can be redesignated 
(see paragraph (h) of this section); 

(7) There is an insufficient amount of 
specimen in the primary bottle for 
analysis, unless the specimens can be 
redesignated (see paragraph (h) of this 
section). 

(8) For an oral fluid collection, the 
collector used an expired device at the 
time of collection. 

(9) For an oral fluid collection, if the 
collector failed to enter the expiration 
date in Step 4 of the CCF and the lab-
oratory is unable to determine the ex-
piration date by inspecting Bottles A 
and B. 

(d) When you find a specimen meet-
ing the criteria of paragraph (c) of this 
section, you must document your find-
ings and stop the testing process. Re-
port the result in accordance with 
§ 40.97(b)(3) . 

(e) You must inspect each CCF for 
the presence of the collector’s signa-
ture on the certification statement in 
Step 4 of the CCF. Upon finding that 
the signature is omitted, document the 
flaw and continue the testing process. 

(1) In such a case, you must retain 
the specimen for a minimum of 5 busi-
ness days from the date on which you 
initiated action to correct the flaw. 

(2) You must then attempt to correct 
the flaw by following the procedures of 
§ 40.205(b)(1). 

(3) If the flaw is not corrected, report 
the result as rejected for testing in ac-
cordance with § 40.97(b)(3). 

(f) If you determine that the urine 
specimen temperature was not checked 
and the ‘‘Remarks’’ line did not con-
tain an entry regarding the tempera-
ture being outside of range, you must 
then attempt to correct the problem by 
following the procedures of § 40.208. 

(1) In such a case, you must continue 
your efforts to correct the problem for 
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five business days, before you report 
the result. 

(2) When you have obtained the cor-
rection, or five business days have 
elapsed, report the result in accordance 
with § 40.97(b). 

(g) If you determine that a CCF that 
fails to meet the requirements of 
§ 40.40(a) (e.g., a non-Federal form or an 
expired Federal form was used for the 
collection), you must attempt to cor-
rect the use of the improper form by 
following the procedures of 
§ 40.205(b)(2). 

(1) In such a case, you must retain 
the specimen for a minimum of 5 busi-
ness days from the date on which you 
initiated action to correct the problem. 

(2) If the problem(s) is not corrected, 
you must reject the test and report the 
result in accordance with § 40.97(b)(3). 

(h) If the CCF is marked indicating 
that a split specimen collection was 
collected and if the split specimen does 
not accompany the primary, has 
leaked, or is otherwise unavailable for 
testing, you must still test the primary 
specimen and follow appropriate proce-
dures outlined in § 40.175(b) regarding 
the unavailability of the split specimen 
for testing. 

(1) The primary specimen and the 
split specimen can be redesignated (i.e., 
Bottle B is redesignated as Bottle A, 
and vice-versa) if: 

(i) The primary specimen appears to 
have leaked out of its sealed bottle and 
the laboratory believes a sufficient 
amount of specimen exists in the split 
specimen to conduct all appropriate 
primary laboratory testing; or 

(ii) The primary specimen is labeled 
as Bottle B, and the split specimen as 
Bottle A; or 

(iii) The laboratory opens the split 
specimen instead of the primary speci-
men, the primary specimen remains 
sealed, and the laboratory believes a 
sufficient amount of specimen exists in 
the split specimen to conduct all ap-
propriate primary laboratory testing; 
or 

(iv) The primary specimen seal is 
broken but the split specimen remains 
sealed and the laboratory believes a 
sufficient amount of specimen exists in 
the split specimen to conduct all ap-
propriate primary laboratory testing. 

(2) In situations outlined in para-
graph (h)(1) of this section, the labora-
tory shall mark through the ‘‘A’’ and 
write ‘‘B,’’ then initial and date the 
change. A corresponding change shall 
be made to the other bottle by marking 
through the ‘‘B’’ and writing ‘‘A,’’ and 
initialing and dating the change. 

(i) A notation shall be made on Copy 
1 of the CCF (Step 5a) and on any lab-
oratory internal chain of custody docu-
ments, as appropriate, for any fatal or 
correctable flaw. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41951, Aug. 9, 2001; 71 FR 49384, Aug. 23, 
2006; 73 FR 35970, June 25, 2008; 75 FR 59107, 
Sept. 27, 2010; 82 FR 52244, Nov 13, 2017; 88 FR 
27643, May 2, 2023; 89 FR 51983, June 21, 2024] 

§ 40.84 How long does the laboratory 
retain specimens after testing? 

(a) As a laboratory testing the pri-
mary specimen, you must retain a 
specimen that was reported with posi-
tive, adulterated, substituted, or in-
valid results for a minimum of one 
year. 

(b) You must keep such a specimen in 
secure, long-term, frozen storage in ac-
cordance with HHS requirements. 

(c) Within the one-year period, the 
MRO, the employee, the employer, or a 
DOT agency may request in writing 
that you retain a specimen for an addi-
tional period of time (e.g., for the pur-
pose of preserving evidence for litiga-
tion or a safety investigation). If you 
receive such a request, you must com-
ply with it. If you do not receive such 
a request, you may discard the speci-
men at the end of the year. 

(d) If you have not sent the split 
specimen to another laboratory for 
testing, you must retain the split spec-
imen for an employee’s test for the 
same period of time that you retain the 
primary specimen and under the same 
storage conditions. 

(e) As the laboratory testing the split 
specimen, you must meet the require-
ments of paragraphs (a) through (d) of 
this section with respect to the split 
specimen. 

[65 FR 79526, Dec. 19, 2000. Redesignated at 88 
FR 27643, May 2, 2023] 



607 

Office of the Secretary of Transportation § 40.87 

§ 40.85 What are the cutoff concentra-
tions for urine drug tests? 

(a) As a laboratory, you must use the 
cutoff concentrations displayed in the 

following table for initial and confirm-
atory drug tests. All cutoff concentra-
tions are expressed in nanograms per 
milliliter (ng/mL). The table follows: 

Initial test analyte Initial test cutoff 1 Confirmatory test analyte Confirmatory test cut-
off concentration 

Marijuana metabolites (THCA) 2 .. 50 ng/mL3 ................................... THCA .......................................... 15 ng/mL. 
Cocaine metabolite 

(Benzoylecgonine).
150 ng/mL 3 ................................ Benzoylecgonine ........................ 100 ng/mL. 

Codeine/ .......................................
Morphine 

2000 ng/mL ................................ Codeine ......................................
Morphine ....................................

2000 ng/mL. 
2000 ng/mL. 

Hydrocodone/ ...............................
Hydromorphone 

300 ng/mL .................................. Hydrocodone ..............................
Hydromorphone ..........................

100 ng/mL. 
100 ng/mL. 

Oxycodone/ ..................................
Oxymorphone 

100 ng/mL .................................. Oxycodone .................................
Oxymorphone .............................

100 ng/mL. 
100 ng/mL. 

6-Acetylmorphine ......................... 10 ng/mL .................................... 6-Acetylmorphine ....................... 10 ng/mL. 
Phencyclidine ............................... 25 ng/mL .................................... Phencyclidine ............................. 25 ng/mL. 
Amphetamine/ ..............................
Methamphetamine 

500 ng/mL .................................. Amphetamine .............................
Methamphetamine ......................

250 ng/mL. 
250 ng/mL. 

MDMA 4/MDA 5 ............................. 500 ng/mL .................................. MDMA ........................................
MDA ...........................................

250 ng/mL. 
250 ng/mL. 

1 For grouped analytes (i.e., two or more analytes that are in the same drug class and have the same initial test cutoff): 
Immunoassay: The test must be calibrated with one analyte from the group identified as the target analyte. The cross-reactivity 

of the immunoassay to the other analyte(s) within the group must be 80 percent or greater; if not, separate immunoassays must 
be used for the analytes within the group. 

Alternate technology: Either one analyte or all analytes from the group must be used for calibration, depending on the tech-
nology. At least one analyte within the group must have a concentration equal to or greater than the initial test cutoff or, alter-
natively, the sum of the analytes present (i.e., equal to or greater than the laboratory’s validated limit of quantification) must be 
equal to or greater than the initial test cutoff. 

2 An immunoassay must be calibrated with a target analyte. 
3 Alternate technology (THCA and Benzoylecgonine): When using an alternate technology initial test for the specific target 

analytes of THCA and Benzoylecgonine, the laboratory must use the same cutoff for the initial and confirmatory tests (i.e., 15 ng/ 
mL for THCA and 100ng/mL for Benzoylecgonine). 

4 Methylenedioxymethamphetamine (MDMA). 
5 Methylenedioxyamphetamine (MDA). 

(b) On an initial drug test, you must 
report a result below the cutoff con-
centration as negative. If the result is 
at or above the cutoff concentration, 
you must conduct a confirmation test. 

(c) On a confirmation drug test, you 
must report a result below the cutoff 
concentration as negative and a result 
at or above the cutoff concentration as 
confirmed positive. 

(d) You must report quantitative val-
ues for morphine or codeine at 15,000 
ng/mL or above. 

[65 FR 79526, Dec. 19, 2000, as amended at 75 
FR 49862, Aug. 16, 2010; 77 FR 26473, May 4, 
2012; 82 FR 52244, Nov. 13, 2017. Redesignated 
and amended at 88 FR 27643, May 2, 2023] 

§ 40.86 What is urine validity testing, 
and are laboratories required to 
conduct it? 

(a) Specimen validity testing is the 
evaluation of the specimen to deter-
mine if it is consistent with normal 
human urine. The purpose of validity 
testing is to determine whether certain 
adulterants or foreign substances were 
added to the urine, if the urine was di-

luted, or if the specimen was sub-
stituted. 

(b) As a laboratory, you must con-
duct validity testing. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41951, Aug. 9, 2001; 73 FR 35970, June 25, 
2008. Redesignated at 88 FR 27643, May 2, 
2023] 

§ 40.87 What validity tests must labora-
tories conduct on primary urine 
specimens? 

As a laboratory, when you conduct 
validity testing under § 40.86, you must 
conduct it in accordance with the re-
quirements of this section. 

(a) You must determine the creati-
nine concentration on each primary 
specimen. You must also determine its 
specific gravity if you find the creati-
nine concentration to be less than 20 
mg/dL. 

(b) You must determine the pH of 
each primary specimen. 

(c) You must perform one or more va-
lidity tests for oxidizing adulterants on 
each primary specimen. 
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(d) You must perform additional va-
lidity tests on the primary specimen 
when the following conditions are ob-
served: 

(1) Abnormal physical characteris-
tics; 

(2) Reactions or responses char-
acteristic of an adulterant obtained 
during initial or confirmatory drug 
tests (e.g., non-recovery of internal 
standards, unusual response); or 

(3) Possible unidentified interfering 
substance or adulterant. 

(e) If you determine that the speci-
men is invalid and HHS guidelines di-
rect you to contact the MRO, you must 
contact the MRO and together decide if 
testing the primary specimen by an-
other HHS certified laboratory would 
be useful in being able to report a posi-
tive or adulterated test result. 

[65 FR 79526, Dec. 19, 2000, as amended at 69 
FR 64867, Nov. 9, 2004. Redesignated and 
amended at 88 FR 27643, May 2, 2023] 

§ 40.88 What criteria do laboratories 
use to establish that a urine speci-
men is dilute or substituted? 

(a) As a laboratory, you must con-
sider the primary specimen to be dilute 
when: 

(1) The creatinine concentration is 
greater than or equal to 2 mg/dL but 
less than 20 mg/dL, and 

(2) The specific gravity is greater 
than 1.0010 but less than 1.0030 on a sin-
gle aliquot. 

(b) As a laboratory, you must con-
sider the primary specimen to be sub-
stituted when the creatinine con-
centration is less than 2 mg/dL and the 
specific gravity is less than or equal to 
1.0010 or greater than or equal to 1.0200 
on both the initial and confirmatory 
creatinine tests and on both the initial 
and confirmatory specific gravity tests 
on two separate aliquots. 

[69 FR 64867, Nov. 9, 2004. Redesignated at 88 
FR 27643, May 2, 2023] 

§ 40.89 What are the adulterant cutoff 
concentrations for initial and con-
firmation urine tests? 

(a) As a laboratory, you must use the 
cutoff concentrations for the initial 
and confirmation adulterant testing as 
required by the HHS Mandatory Guide-

lines and you must use two separate 
aliquots—one for the initial test and 
another for the confirmation test. 

(b) As a laboratory, you must report 
results at or above the cutoffs (or for 
pH, at or above or below the values, as 
appropriate) as adulterated and provide 
the numerical value that supports the 
adulterated result. 

[73 FR 35970, June 25, 2008. Redesignated at 88 
FR 27643, May 2, 2023] 

§ 40.90 What criteria do laboratories 
use to establish that a urine speci-
men is invalid? 

(a) As a laboratory, you must use the 
invalid test result criteria for the ini-
tial and confirmation testing as re-
quired by the HHS Mandatory Guide-
lines, and you must use two separate 
aliquots—one for the initial test and 
another for the confirmation test. 

(b) As a laboratory, for a specimen 
having an invalid result for one of the 
reasons outlined in the HHS Manda-
tory Guidelines, you must contact the 
MRO to discuss whether sending the 
specimen to another HHS certified lab-
oratory for testing would be useful in 
being able to report a positive or adul-
terated result. 

(c) As a laboratory, you must report 
invalid results in accordance with the 
invalid test result criteria as required 
by the HHS Guidelines and provide the 
numerical value that supports the in-
valid result, where appropriate, such as 
pH. 

(d) As a laboratory, you must report 
the reason a test result is invalid. 

[73 FR 35970, June 25, 2008. Redesignated at 88 
FR 27643, May 2, 2023] 

§ 40.91 What are the cutoff concentra-
tions for oral fluid drug tests? 

As a laboratory, you must use the 
cutoff concentrations displayed in the 
following table for initial and confirm-
atory drug tests for oral fluid speci-
mens. All cutoff concentrations are ex-
pressed in nanograms per milliliter (ng/ 
mL). The table follows: 
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TABLE 1 TO § 40.91—ORAL FLUID TESTING CUTOFF CONCENTRATIONS 

Initial test analyte Initial test 
cutoff 1 Confirmatory test analyte Confirmatory test cut-

off concentration 

Marijuana (THC) 2 ................................ 4 ng/mL 3 ................... THC ..................................................... 2 ng/mL. 
Cocaine/Benzoylecgonine ................... 15 ng/mL ................... Cocaine ...............................................

Benzoylecgonine .................................
8 ng/mL. 
8 ng/mL. 

Codeine/Morphine ............................... 30 ng/mL ................... Codeine ...............................................
Morphine .............................................

15 ng/mL. 
15 ng/mL. 

Hydrocodone/Hydromorphone ............. 30 ng/mL ................... Hydrocodone .......................................
Hydromorphone ...................................

15 ng/mL. 
15 ng/mL. 

Oxycodone/Oxymorphone ................... 30 ng/mL ................... Oxycodone ..........................................
Oxymorphone ......................................

15 ng/mL. 
15 ng/mL. 

6-Acetylmorphine ................................. 4 ng/mL 3 ................... 6-Acetylmorphine ................................ 2 ng/mL. 
Phencyclidine ....................................... 10 ng/mL ................... Phencyclidine ...................................... 10 ng/mL. 
Amphetamine/Methamphetamine ........ 50 ng/mL ................... Amphetamine ......................................

Methamphetamine ...............................
25 ng/mL. 
25 ng/mL. 

MDMA 4/MDA 5 ..................................... 50 ng/mL ................... MDMA .................................................
MDA ....................................................

25 ng/mL. 
25 ng/mL. 

1 For grouped analytes (i.e., two or more analytes that are in the same drug class and have the same initial test cutoff): 
Immunoassay: The test must be calibrated with one analyte from the group identified as the target analyte. The cross reactivity 

of the immunoassay to the other analyte(s) within the group must be 80 percent or greater; if not, separate immunoassays must 
be used for the analytes within the group. 

Alternate technology: Either one analyte or all analytes from the group must be used for calibration, depending on the tech-
nology. At least one analyte within the group must have a concentration equal to or greater than the initial test cutoff or, alter-
natively, the sum of the analytes present (i.e., with concentrations equal to or greater than the laboratory’s validated limit of 
quantification) must be equal to or greater than the initial test cutoff. 

2 An immunoassay must be calibrated with the target analyte. 
3 Alternate technology (THC and 6-AM): The confirmatory test cutoff must be used for an alternate technology initial test that is 

specific for the target analyte (i.e., 2 ng/mL for THC, 2 ng/mL for 6-AM). 
4 Methylenedioxymethamphetamine (MDMA). 
5 Methylenedioxyamphetamine (MDA). 

[88 FR 27643, May 2, 2023] 

§ 40.92 What is oral fluid validity test-
ing, and are laboratories required 
to conduct it? 

(a) Specimen validity testing is the 
evaluation of the specimen to deter-
mine if it is consistent with normal 
human oral fluid. The purpose of valid-
ity testing is to determine whether cer-
tain adulterants or foreign substances 
were added to the oral fluid, if the oral 
fluid was altered. 

(b) If a specimen exhibits abnormal 
characteristics (e.g., unusual odor or 
color), causes reactions or responses 
characteristic of an adulterant during 
initial or confirmatory drug tests (e.g., 
non-recovery of internal standard, un-
usual response), or contains an uniden-
tified substance that interferes with 
the confirmatory analysis, then you 
may conduct validity testing. 

(c) If you determine that the speci-
men is invalid and HHS guidelines di-
rect you to contact the MRO, you must 
contact the MRO and together decide if 
testing the primary specimen by an-
other HHS-certified laboratory would 
be useful in being able to report a posi-
tive or adulterated test result. 

[88 FR 27643, May 2, 2023] 

§ 40.93 What validity tests must labora-
tories conduct on primary oral fluid 
specimens? 

As a laboratory, if you conduct valid-
ity testing under § 40.92, you must con-
duct it in accordance with the require-
ments of this section. 

(a) You may test for a biomarker 
such as albumin or immunoglobulin G 
(IgG) or a test for a specific adulterant. 

(b) You must follow the applicable 
HHS requirements for any additional 
validity testing. 

[88 FR 27643, May 2, 2023] 

§ 40.97 What do laboratories report 
and how do they report it? 

(a) As a laboratory, when reporting a 
result of any kind, you must report the 
specimen type. 

(b) You must also report the results 
for each primary specimen, which will 
fall into one of the following three cat-
egories. As a laboratory, you must re-
port the actual results (and not the 
categories): 

(1) Category 1: Negative results. As a 
laboratory, when you find a specimen 
to be negative, you must report the 
test result as being one of the fol-
lowing, as applicable: 

(i) Negative, or 
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(ii) For urine only, negative-dilute, 
with numerical values for creatinine 
and specific gravity. 

(2) Category 2: Non-negative results. As 
a laboratory, when you find a specimen 
to be non-negative, you must report 
the test result as being one or more of 
the following, as applicable: 

(i) Positive, with drug(s)/metabo-
lite(s) noted, with numerical values for 
the drug(s) or drug metabolite(s). 

(ii) Adulterated, with adulterant(s) 
noted, with confirmatory test values 
(when applicable), and with remarks(s); 

(iii) For urine only, positive-dilute, 
with drug(s)/metabolite(s) noted, with 
numerical values for the drug(s) or 
drug metabolite(s) and with numerical 
values for creatinine and specific grav-
ity; 

(iv) For urine only, substituted, with 
confirmatory test values for creatinine 
and specific gravity; or 

(v) For urine only, invalid result, 
with remark(s). Laboratories will re-
port actual values for pH results. 

(vi) For oral fluid only, invalid re-
sult, with remark(s). Laboratories 
must report numerical values of the 
specimen validity test results that sup-
port a specimen reported as invalid. 

(3) Category 3: Rejected for testing. As 
a laboratory, when you reject a speci-
men for testing, you must report the 
result as being Rejected for Testing, 
with remark(s). 

(c) As a laboratory, you must report 
laboratory results directly, and only, 
to the MRO at his or her place of busi-
ness. You must not report results to or 
through the DER or a service agent 
(e.g., a C/TPA). 

(1) Negative results: You must fax, 
courier, mail, or electronically trans-
mit a legible image or copy of the fully 
completed Copy 1 of the CCF which has 
been signed by the certifying scientist, 
or you may provide the laboratory re-
sults report electronically (i.e., com-
puter data file). 

(i) If you elect to provide the labora-
tory results report, you must include 
the following elements, as a minimum, 
in the report format: 

(A) Laboratory name and address; 
(B) Employer’s name (you may in-

clude I.D. or account number); 
(C) Medical review officer’s name; 
(D) Specimen I.D. number; 

(E) SSN or Employee ID from Step 1C 
of the CCF, if provided; 

(F) Reason for test, if provided; 
(G) Collector’s name and telephone 

number; 
(H) Date of the collection; 
(I) For oral fluid only, collection de-

vice expiration date; 
(J) Date received at the laboratory; 
(K) Date certifying scientist released 

the results; 
(L) Certifying scientist’s name; 
(M) Results (e.g., positive, adulter-

ated) as listed in paragraph (b) of this 
section; and 

(N) Remarks section, with an expla-
nation of any situation in which a cor-
rectable flaw has been corrected. 

(ii) You may release the laboratory 
results report only after review and ap-
proval by the certifying scientist. It 
must reflect the same test result infor-
mation as contained on the CCF signed 
by the certifying scientist. The infor-
mation contained in the laboratory re-
sults report must not contain informa-
tion that does not appear on the CCF. 

(iii) The results report may be trans-
mitted through any means that en-
sures accuracy and confidentiality. 
You, as the laboratory, together with 
the MRO, must ensure that the infor-
mation is adequately protected from 
unauthorized access or release, both 
during transmission and in storage 
(e.g., see § 40.351). 

(2) Non-negative and Rejected for 
Testing results: You must fax, courier, 
mail, or electronically transmit a leg-
ible image or copy of the fully com-
pleted Copy 1 of the CCF that has been 
signed by the certifying scientist. In 
addition, you may provide the elec-
tronic laboratory results report fol-
lowing the format and procedures set 
forth in paragraphs (c)(1)(i) and (ii) of 
this section. 

(d) In transmitting laboratory results 
to the MRO, you, as the laboratory, to-
gether with the MRO, must ensure that 
the information is adequately pro-
tected from unauthorized access or re-
lease, both during transmission and in 
storage. If the results are provided by 
fax or other electronic means, the elec-
tronic communication must be acces-
sible only to authorized individuals. 
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(e) You must transmit test results to 
the MRO in a timely manner, pref-
erably the same day that review by the 
certifying scientist is completed. 

(f)(1) You must provide quantitative 
values for confirmed positive drug test 
results to the MRO. 

(2) You must provide numerical val-
ues that support the adulterated (when 
applicable) or substituted result, with-
out a request from the MRO. 

(3) You must also provide the MRO 
numerical values for creatinine and 
specific gravity for the negative-dilute 
urine test result, without a request 
from the MRO. 

(g) You must provide quantitative 
values for confirmed positive morphine 
and/or codeine urine results at or below 
15,000 ng/mL, and for confirmed posi-
tive morphine or codeine oral fluid re-
sults at or below 150 ng/mL. 

[88 FR 27644, May 2, 2023, as amended at 89 
FR 51983, June 21, 2024] 

§ 40.101 What relationship may a lab-
oratory have with an MRO? 

(a) As a laboratory, you may not 
enter into any relationship with an 
MRO that creates a conflict of interest 
or the appearance of a conflict of inter-
est with the MRO’s responsibilities for 
the employer. You may not derive any 
financial benefit by having an em-
ployer use a specific MRO. 

(b) The following are examples of re-
lationships between laboratories and 
MROs that the Department regards as 
creating conflicts of interest, or the ap-
pearance of such conflicts. This fol-
lowing list of examples is not intended 
to be exclusive or exhaustive: 

(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 employer is to use, gives the 
employer a slate of MROs from which 
to choose, or recommends certain 
MROs; 

(4) The laboratory gives the employer 
a discount or other incentive 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. 

§ 40.107 Who may inspect laboratories? 

As a laboratory, you must permit an 
inspection, with or without prior no-
tice, by ODAPC, a DOT agency, or a 
DOT-regulated employer that con-
tracts with the laboratory for drug 
testing under the DOT drug testing 
program, or the designee of such an 
employer. 

§ 40.109 What documentation must the 
laboratory keep, and for how long? 

(a) As a laboratory, you must retain 
all records pertaining to each employee 
urine specimen for a minimum of two 
years. 

(b) As a laboratory, you must also 
keep for two years employer-specific 
data required in § 40.111. 

(c) Within the two-year period, the 
MRO, the employee, the employer, or a 
DOT agency may request in writing 
that you retain the records for an addi-
tional period of time (e.g., for the pur-
pose of preserving evidence for litiga-
tion or a safety investigation). If you 
receive such a request, you must com-
ply with it. If you do not receive such 
a request, you may discard the records 
at the end of the two-year period. 

§ 40.111 When and how must a labora-
tory disclose statistical summaries 
and other information it maintains? 

(a) As a laboratory, you must trans-
mit an aggregate statistical summary, 
by employer, of the data listed in ap-
pendix D of this part with respect to 
each specimen type for which you con-
duct tests to the employer on a semi- 
annual basis. 

(1) The summary must not reveal the 
identity of any employee. 

(2) In order to avoid sending data 
from which it is likely that informa-
tion about an employee’s test result 
can be readily inferred, you must not 
send a summary if the employer has 
fewer than five aggregate tests results. 

(3) The summary must be sent by 
January 20 of each year for July 1 
through December 31 of the prior year. 
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(4) The summary must also be sent 
by July 20 of each year for January 1 
through June 30 of the current year. 

(b) When the employer requests a 
summary in response to an inspection, 
audit, or review by a DOT agency, you 
must provide it unless the employer 
had fewer than five aggregate test re-
sults. In that case, you must send the 
employer a report indicating that not 
enough testing was conducted to war-
rant a summary. You may transmit the 
summary or report by hard copy, fax, 
or other electronic means. 

(c) You must also release information 
to appropriate parties as provided in 
§§ 40.329 and 40.331. 

(d) As a laboratory, you must trans-
mit an aggregate statistical summary 
listed in appendix E of this part for 
each specimen type for which you con-
duct testing to DOT on a semi-annual 
basis. The summary must be sent by 
January 31 of each year for July 1 
through December 31 of the prior year. 
It must be sent by July 31 of each year 
for January 1 through June 30 of the 
current year. If you withdraw or are re-
moved from NLCP’s laboratory certifi-
cation during a reporting period, you 
must provide the aggregate statistical 
summary to the DOT-regulated em-
ployers and to ODAPC for the last re-
porting period in which you conducted 
DOT-regulated testing. 

[65 FR 79526, Dec. 19, 2000, as amended at 73 
FR 35971, June 25, 2008; 88 FR 27645, May 2, 
2023] 

Subpart G—Medical Review Offi-
cers and the Verification 
Process 

§ 40.121 Who is qualified to act as an 
MRO? 

To be qualified to act as an MRO in 
the DOT drug testing program, you 
must meet each of the requirements of 
this section: 

(a) Credentials. You must be a li-
censed physician (Doctor of Medicine 
or Osteopathy). If you are a licensed 
physician in any U.S., Canadian, or 
Mexican jurisdiction and meet the 
other requirements of this section, you 
are authorized to perform MRO serv-
ices with respect to all covered em-
ployees, wherever they are located. For 
example, if you are licensed as an M.D. 

in one state or province in the U.S., 
Canada, or Mexico, you are not limited 
to performing MRO functions in that 
state or province, and you may perform 
MRO functions for employees in other 
states or provinces without becoming 
licensed to practice medicine in the 
other jurisdictions. 

(b) Basic knowledge. You must be 
knowledgeable in the following areas: 

(1) You must be knowledgeable about 
and have clinical experience in con-
trolled substances abuse disorders, in-
cluding detailed knowledge of alter-
native medical explanations for labora-
tory confirmed drug test results. 

(2) You must be knowledgeable about 
issues relating to adulterated and sub-
stituted specimens as well as the pos-
sible medical causes of specimens hav-
ing an invalid result. 

(3) You must be knowledgeable about 
this part, the DOT MRO Guidelines, 
and the DOT agency regulations appli-
cable to the employers for whom you 
evaluate drug test results, and you 
must keep current on any changes to 
these materials. You must subscribe to 
the ODAPC list-serve at https:// 
www.transportation.gov/odapc/get-odapc- 
email-updates. DOT agency regulations, 
DOT MRO Guidelines, and other mate-
rials are available from ODAPC (De-
partment of Transportation, 1200 New 
Jersey Avenue SE, Washington, DC 
20590, 202–366–3784), or on the ODAPC 
Web site (http://www.transportation.gov/ 
odapc). 

(c) Qualification training. You must 
receive qualification training meeting 
the requirements of this paragraph (c). 

(1) Qualification training must pro-
vide instruction on the following sub-
jects: 

(i) Collection procedures for speci-
mens; 

(ii) Chain of custody, reporting, and 
recordkeeping; 

(iii) Interpretation of drug and valid-
ity tests results; 

(iv) The role and responsibilities of 
the MRO in the DOT drug testing pro-
gram; 

(v) The interaction with other par-
ticipants in the program (e.g., DERs, 
SAPs); and 

(vi) Provisions of this part and DOT 
agency rules applying to employers for 
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whom you review test results, includ-
ing changes and updates to this part 
and DOT agency rules, guidance, inter-
pretations, and policies affecting the 
performance of MRO functions, as well 
as issues that MROs confront in car-
rying out their duties under this part 
and DOT agency rules. 

(2) Following your completion of 
qualification training under paragraph 
(c)(1) of this section, you must satisfac-
torily complete an examination admin-
istered by a nationally-recognized MRO 
certification board or subspecialty 
board for medical practitioners in the 
field of medical review of DOT-man-
dated drug tests. The examination 
must comprehensively cover all the 
elements of qualification training list-
ed in paragraph (c)(1) of this section. 

(3) You must meet the requirements 
of paragraphs (a), (b), and (c) of this 
section before you begin to perform 
MRO functions. 

(d) Requalification training. During 
each five-year period from the date on 
which you satisfactorily completed the 
examination under paragraph (c)(2) of 
this section, you must complete re-
qualification training. 

(1) This requalification training must 
meet the requirements of the qualifica-
tion training under paragraph (c)(1) of 
this section. 

(2) Following your completion of re-
qualification training, you must satis-
factorily complete an examination ad-
ministered by a nationally-recognized 
MRO certification board or sub-
specialty board for medical practi-
tioners in the field of medical review of 
DOT-mandated drug tests. The exam-
ination must comprehensively cover 
all the elements of qualification train-
ing listed in paragraph (c)(1) of this 
section. 

(e) Documentation. You must main-
tain documentation showing that you 
currently meet all requirements of this 
section. You must provide this docu-
mentation on request to DOT agency 
representatives and to employers and 
C/TPAs who are using or negotiating to 
use your services. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41951, Aug. 9, 2001; 75 FR 49862, Aug. 16, 
2010; 82 FR 52245, Nov. 13, 2017; 88 FR 27645, 
May 2, 2023] 

§ 40.123 What are the MRO’s respon-
sibilities in the DOT drug testing 
program? 

As an MRO, you have the following 
basic responsibilities: 

(a) Acting as an independent and im-
partial ‘‘gatekeeper’’ and advocate for 
the accuracy and integrity of the drug 
testing process. 

(b) Providing a quality assurance re-
view of the drug testing process for the 
specimens under your purview. This in-
cludes, but is not limited to: 

(1) Ensuring the review of the CCF on 
all specimen collections for the pur-
poses of determining whether there is a 
problem that may cause a test to be 
cancelled (see §§ 40.199–40.203). As an 
MRO, you are not required to review 
laboratory internal chain of custody 
documentation. No one is permitted to 
cancel a test because you have not re-
viewed this documentation; 

(2) Providing feedback to employers, 
collection sites and laboratories re-
garding performance issues where nec-
essary; and 

(3) Reporting to and consulting with 
the ODAPC or a relevant DOT agency 
when you wish DOT assistance in re-
solving any program issue. As an em-
ployer or service agent, you are prohib-
ited from limiting or attempting to 
limit the MRO’s access to DOT for this 
purpose and from retaliating in any 
way against an MRO for discussing 
drug testing issues with DOT. 

(c) You must determine whether 
there is a legitimate medical expla-
nation for confirmed positive, adulter-
ated, substituted, and invalid results 
from the laboratory. 

(d) While you provide medical review 
of employees’ test results, this part 
does not deem that you have estab-
lished a doctor-patient relationship 
with the employees whose tests you re-
view. 

(e) You must act to investigate and 
correct problems where possible and 
notify appropriate parties (e.g., HHS, 
DOT, employers, service agents) where 
assistance is needed, (e.g., cancelled or 
problematic tests, incorrect results). 

(f) You must ensure the timely flow 
of test results and other information to 
employers. 

(g) You must protect the confiden-
tiality of the drug testing information. 
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(h) You must perform all your func-
tions in compliance with this part and 
other DOT agency regulations. 

[65 FR 79526, Dec. 19, 2000, as amended at 82 
FR 52245, Nov. 13, 2017; 88 FR 27645, May 2, 
2023] 

§ 40.125 What relationship may an 
MRO have with a laboratory? 

As an MRO, you may not enter into 
any relationship with an employer’s 
laboratory that creates a conflict of in-
terest or the appearance of a conflict of 
interest with your responsibilities to 
that employer. You may not derive any 
financial benefit by having an em-
ployer use a specific laboratory. For 
examples of relationships between lab-
oratories and MROs that the Depart-
ment views as creating a conflict of in-
terest or the appearance of such a con-
flict, see § 40.101(b). 

§ 40.127 What are the MRO’s functions 
in reviewing negative test results? 

As the MRO, you must do the fol-
lowing with respect to negative drug 
test results you receive from a labora-
tory, prior to verifying the result and 
releasing it to the DER: 

(a) Review Copy 2 of the CCF to de-
termine if there are any fatal or cor-
rectable errors that may require you to 
initiate corrective action or to cancel 
the test (see §§ 40.199 and 40.203). 

(b) Review the negative laboratory 
test result and ensure that it is con-
sistent with the information contained 
on the CCF. 

(c) Before you report a negative test 
result, you must have in your posses-
sion the following documents: 

(1) Copy 2 of the CCF, a legible copy 
of it, or any other CCF copy containing 
the employee’s signature; and 

(2) A legible copy (fax, photocopy, 
image) of Copy 1 of the CCF or the 
electronic laboratory results report 
that conveys the negative laboratory 
test result. 

(d) If the copy of the documentation 
provided to you by the collector or lab-
oratory appears unclear, you must re-
quest that the collector or laboratory 
send you a legible copy. 

(e) On Copy 2 of the CCF, place a 
check mark in the ‘‘Negative’’ box 
(Step 6), provide your name, and sign, 

initial, or stamp and date the 
verification statement. 

(f) Report the result in a confidential 
manner (see §§ 40.163–40.167). 

(g) Staff under your direct, personal 
supervision may perform the adminis-
trative functions of this section for 
you, but only you can cancel a test. If 
you cancel a laboratory-confirmed neg-
ative result, check the ‘‘Test Can-
celled’’ box (Step 6) on Copy 2 of the 
CCF, make appropriate annotation in 
the ‘‘Remarks’’ line, provide your 
name, and sign, initial or stamp and 
date the verification statement. 

(1) On specimen results that are re-
viewed by your staff, you are respon-
sible for assuring the quality of their 
work. 

(2) You are required to personally re-
view at least 5 percent of all CCFs re-
viewed by your staff on a quarterly 
basis, including all results that re-
quired a corrective action. However, 
you need not review more than 500 neg-
ative results of all specimen types 
combined in any quarter. 

(3) Your review must, as a minimum, 
include the CCF, negative laboratory 
test result, any accompanying correc-
tive documents, and the report sent to 
the employer. You must correct any er-
rors that you discover. You must take 
action as necessary to ensure compli-
ance by your staff with this part and 
document your corrective action. You 
must attest to the quality assurance 
review by initialing the CCFs that you 
review. 

(4) You must make these CCFs easily 
identifiable and retrievable by you for 
review by DOT agencies. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41951, Aug. 9, 2001; 88 FR 27645, May 2, 
2023] 

§ 40.129 What are the MRO’s functions 
in reviewing laboratory confirmed 
non-negative drug test results? 

(a) As the MRO, you must do the fol-
lowing with respect to confirmed posi-
tive, adulterated, substituted, or in-
valid results you receive from a labora-
tory, before you verify the result and 
release it to the DER: 

(1) Review Copy 2 of the CCF to de-
termine if there are any fatal or cor-
rectable errors that may require you to 
cancel the test (see §§ 40.199 and 40.203). 
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Staff under your direct, personal super-
vision may conduct this administrative 
review for you, but only you may 
verify or cancel a test. 

(2) Review Copy 1 of the CCF and en-
sure that it is consistent with the in-
formation contained on Copy 2, that 
the test result is legible, and that the 
certifying scientist signed the form. 
You are not required to review any 
other documentation generated by the 
laboratory during their analysis or 
handling of the specimen (e.g., the lab-
oratory internal chain of custody). 

(3) If the copy of the documentation 
provided to you by the collector or lab-
oratory appears unclear, you must re-
quest that the collector or laboratory 
send you a legible copy. 

(4) Except in the circumstances 
spelled out in § 40.133 , conduct a 
verification interview. This interview 
must include direct contact in person 
or by telephone between you and the 
employee. You may initiate the 
verification process based on the lab-
oratory results report. 

(5) Verify the test result, consistent 
with the requirements of §§ 40.135 
through 40.145, 40.159, and 40.160, as: 

(i) Negative; or 
(ii) Cancelled; or 
(iii) Positive, and/or refusal to test 

because of adulteration or substi-
tution. 

(b) Before you report a verified nega-
tive, positive, refusal to test because of 
adulteration or substitution, you must 
have in your possession the following 
documents: 

(1) Copy 2 of the CCF, a legible copy 
of it, or any other CCF copy containing 
the employee’s signature; and 

(2) A legible copy (fax, photocopy, 
image) of Copy 1 of the CCF, con-
taining the certifying scientist’s signa-
ture. 

(c) With respect to verified positive 
test results, place a checkmark in the 
‘‘Positive’’ box in Step 6 on Copy 2 of 
the CCF, indicate the drug(s)/metabo-
lite(s) verified positive, and sign and 
date the verification statement. 

(d) If you cancel a laboratory con-
firmed positive, adulterated, sub-
stituted, or invalid result, check the 
‘‘test cancelled’’ box (Step 6) on Copy 2 
of the CCF, make appropriate annota-
tion in the ‘‘Remarks’’ line, sign, pro-

vide your name, and date the 
verification statement. 

(e) Report the result in a confidential 
manner (see §§ 40.163–40.167). 

(f) With respect to adulteration or 
substitution test results, check the 
‘‘refusal to test because:’’ box (Step 6) 
on Copy 2 of the CCF, check the 
‘‘Adulterated’’ or ‘‘Substituted’’ box, 
as appropriate, make appropriate anno-
tation in the ‘‘Remarks’’ line, sign and 
date the verification statement. 

(g) As the MRO, your actions con-
cerning reporting confirmed positive, 
adulterated, or substituted results to 
the employer before you have com-
pleted the verification process are also 
governed by the stand-down provisions 
of § 40.21 . 

(1) If an employer has a stand-down 
policy that meets the requirements of 
§ 40.21 , you may report to the DER 
that you have received an employee’s 
laboratory confirmed positive, adulter-
ated, or substituted test result, con-
sistent with the terms of the waiver 
the employer received. You must not 
provide any further details about the 
test result (e.g., the name of the drug 
involved). 

(2) If the employer does not have a 
stand-down policy that meets the re-
quirements of § 40.21, you must not in-
form the employer that you have re-
ceived an employee’s laboratory con-
firmed positive, adulterated, or sub-
stituted test result until you verify the 
test result. For example, as an MRO 
employed directly by a company, you 
must not tell anyone on the company’s 
staff or management that you have re-
ceived an employee’s laboratory con-
firmed test result. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41952, Aug. 9, 2001; 73 FR 35971, June 25, 
2008; 75 FR 59107, Sept. 27, 2010; 88 FR 27645, 
May 2, 2023] 

§ 40.131 How does the MRO or DER no-
tify an employee of the verification 
process after receiving laboratory 
confirmed non-negative drug test 
results? 

(a) When, as the MRO, you receive a 
confirmed positive, adulterated, sub-
stituted, or invalid test result from the 
laboratory, you must contact the em-
ployee directly (i.e., actually talk to 
the employee), on a confidential basis, 
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to determine whether the employee 
wants to discuss the test result. In 
making this contact, you must explain 
to the employee that, if he or she de-
clines to discuss the result, you will 
verify the test as positive or as a re-
fusal to test because of adulteration or 
substitution, as applicable. 

(b) As the MRO, staff under your per-
sonal supervision may conduct this ini-
tial contact for you. 

(1) This staff contact must be limited 
to scheduling the discussion between 
you and the employee and explaining 
the consequences of the employee’s de-
clining to speak with you (i.e., that the 
MRO will verify the test without input 
from the employee). If the employee 
declines to speak with you, the staff 
person must document the employee’s 
decision, including the date and time. 

(2) A staff person must not gather 
any medical information or informa-
tion concerning possible explanations 
for the test result. 

(3) A staff person may advise an em-
ployee to have medical information 
(e.g., prescriptions, information form-
ing the basis of a legitimate medical 
explanation for a confirmed positive 
test result) ready to present at the 
interview with the MRO. 

(4) Since you are required to speak 
personally with the employee, face-to- 
face or on the phone, your staff must 
not inquire if the employee wishes to 
speak with you. 

(c) As the MRO, you or your staff 
must make reasonable efforts to reach 
the employee at the day and evening 
telephone numbers listed on the CCF. 
Reasonable efforts include, as a min-
imum, three attempts, spaced reason-
ably over a 24-hour period, to reach the 
employee at the day and evening tele-
phone numbers listed on the CCF. If 
you or your staff cannot reach the em-
ployee directly after making these ef-
forts, you or your staff must take the 
following steps: 

(1) Document the efforts you made to 
contact the employee, including dates 
and times. If both phone numbers are 
incorrect (e.g., disconnected, wrong 
number), you may take the actions 
listed in paragraph (c)(2) of this section 
without waiting the full 24-hour period. 

(2) Contact the DER, instructing the 
DER to contact the employee. 

(i) You must simply direct the DER 
to inform the employee to contact you. 

(ii) You must not inform the DER 
that the employee has a confirmed 
positive, adulterated, substituted, or 
invalid test result. 

(iii) You must document the dates 
and times of your attempts to contact 
the DER, and you must document the 
name of the DER you contacted and 
the date and time of the contact. 

(d) As the DER, you must attempt to 
contact the employee immediately, 
using procedures that protect, as much 
as possible, the confidentiality of the 
MRO’s request that the employee con-
tact the MRO. If you successfully con-
tact the employee (i.e., actually talk 
to the employee), you must document 
the date and time of the contact, and 
inform the MRO. You must inform the 
employee that he or she should contact 
the MRO immediately. You must also 
inform the employee of the con-
sequences of failing to contact the 
MRO within the next 72 hours (see 
§ 40.133(a)(2)). 

(1) As the DER, you must not inform 
anyone else working for the employer 
that you are seeking to contact the 
employee on behalf of the MRO. 

(2) If, as the DER, you have made all 
reasonable efforts to contact the em-
ployee but failed to do so, you may 
place the employee on temporary medi-
cally unqualified status or medical 
leave. Reasonable efforts include, as a 
minimum, three attempts, spaced rea-
sonably over a 24-hour period, to reach 
the employee at the day and evening 
telephone numbers listed on the CCF. 

(i) As the DER, you must document 
the dates and times of these efforts. 

(ii) If, as the DER, you are unable to 
contact the employee within this 24- 
hour period, you must leave a message 
for the employee by any practicable 
means (e.g., voice mail, e-mail, letter) 
to contact the MRO and inform the 
MRO of the date and time of this at-
tempted contact. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41952, Aug. 9, 2001; 68 FR 31626, May 28, 
2003; 69 FR 64867, Nov. 9, 2004] 
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§ 40.133 Without interviewing the em-
ployee, under what circumstances 
may the MRO verify a test result as 
positive, or as a refusal to test be-
cause of adulteration or substi-
tution, or as cancelled because the 
test was invalid? 

(a) As the MRO, you normally may 
verify a confirmed positive test (for 
any drug or drug metabolite, including 
opiates), or as a refusal to test because 
of adulteration or substitution, only 
after interviewing the employee as pro-
vided in §§ 40.135–40.145 . However, there 
are three circumstances in which you 
may verify such a result without an 
interview: 

(1) You may verify a test result as a 
positive or refusal to test, as applica-
ble, if the employee expressly declines 
the opportunity to discuss the test 
with you. You must maintain complete 
documentation of this occurrence, in-
cluding notation of informing, or at-
tempting to inform, the employee of 
the consequences of not exercising the 
option to speak with the you. 

(2) You may verify a test result as a 
positive or refusal to test, as applica-
ble, if the DER has successfully made 
and documented a contact with the em-
ployee and instructed the employee to 
contact you and more than 72 hours 
have passed since the time the DER 
contacted the employee. 

(3) You may verify a test result as a 
positive or refusal to test, as applica-
ble, if neither you nor the DER, after 
making and documenting all reason-
able efforts, has been able to contact 
the employee within ten days of the 
date on which the MRO receives the 
confirmed test result from the labora-
tory. 

(b) As the MRO, you may verify an 
invalid test result as cancelled (with 
instructions to recollect immediately 
under direct observation) without 
interviewing the employee, as provided 
at § 40.159: 

(1) If the employee expressly declines 
the opportunity to discuss the test 
with you; 

(2) If the DER has successfully made 
and documented a contact with the em-
ployee and instructed the employee to 
contact you and more than 72 hours 
have passed since the time the DER 
contacted the employee; or 

(3) If neither you nor the DER, after 
making and documenting all reason-
able efforts, has been able to contact 
the employee within ten days of the 
date on which you received the con-
firmed invalid test result from the lab-
oratory. 

(c) As the MRO, after you verify a 
test result as a positive or as a refusal 
to test under this section, you must 
document the date and time and rea-
son, following the instructions in 
§ 40.163. For a cancelled test due to an 
invalid result under this section, you 
must follow the instructions in 
§ 40.159(a)(5). 

(d) As the MRO, after you have 
verified a test result under this section 
and reported the result to the DER, 
you must allow the employee to 
present information to you within 60 
days of the verification to document 
that serious illness, injury, or other 
circumstances unavoidably precluded 
contact with the MRO and/or DER in 
the times provided. On the basis of 
such information, you may reopen the 
verification, allowing the employee to 
present information concerning wheth-
er there is a legitimate medical expla-
nation of the confirmed test result. 

[65 FR 79526, Dec. 19, 2000, as amended at 73 
FR 35971, June 25, 2008] 

§ 40.135 What does the MRO tell the 
employee at the beginning of the 
verification interview? 

(a) As the MRO, you must tell the 
employee that the laboratory has de-
termined that the employee’s test re-
sult was positive, adulterated, sub-
stituted, or invalid, as applicable. You 
must also tell the employee of the 
drugs for which his or her specimen 
tested positive, or the basis for the 
finding of adulteration or substitution. 

(b) You must explain the verification 
interview process to the employee and 
inform the employee that your decision 
will be based on information the em-
ployee provides in the interview. 

(c) You must explain that, if further 
medical evaluation is needed for the 
verification process, the employee 
must comply with your request for this 
evaluation and that failure to do so is 
equivalent of expressly declining to 
discuss the test result. 
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(d) As the MRO, you must warn an 
employee who has a confirmed posi-
tive, adulterated, substituted or in-
valid result that you are required to 
provide to third parties drug test result 
information and medical information 
affecting the performance of safety- 
sensitive duties that the employee 
gives you in the verification process 
without the employee’s consent (see 
§ 40.327). 

(1) You must give this warning to the 
employee before obtaining any medical 
information as part of the verification 
process. 

(2) For purposes of this paragraph (d), 
medical information includes informa-
tion on medications or other sub-
stances affecting the performance of 
safety-sensitive duties that the em-
ployee reports using or medical condi-
tions the employee reports having. 

(3) For purposes of this paragraph (d), 
the persons to whom this information 
may be provided include the employer, 
a SAP evaluating the employee as part 
of the return to duty process (see 
§ 40.293(g)), DOT, another Federal safe-
ty agency (e.g., the NTSB), or any state 
safety agency as required by state law. 

(e) You must also advise the em-
ployee that, before informing any third 
party about any medication the em-
ployee is using pursuant to a legally 
valid prescription consistent with the 
Controlled Substances Act, you will 
allow 5 business days from the date you 
report the verified negative result for 
the employee to have the prescribing 
physician contact you to determine if 
the medication can be changed to one 
that does not make the employee medi-
cally unqualified or does not pose a sig-
nificant safety risk. If, in your reason-
able medical judgment, a medical qual-
ification issue or a significant safety 
risk remains after you communicate 
with the employee’s prescribing physi-
cian or after 5 business days, whichever 
is shorter, you must follow § 40.327. If, 
as the MRO, you receive information 
that eliminates the medical qualifica-
tion issue or significant safety risk, 
you must transmit this information to 
any third party to whom you pre-

viously provided information under 
§ 40.327. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41952, Aug. 9, 2001; 82 FR 52245, Nov. 13, 
2017; 88 FR 27645, May 2, 2023] 

§ 40.137 On what basis does the MRO 
verify test results involving mari-
juana, cocaine, amphetamines, 
semi-synthetic opioids, or PCP? 

(a) As the MRO, you must verify a 
confirmed positive test result for mari-
juana, cocaine, amphetamines, semi- 
synthetic opioids (i.e., hydrocodone, 
hydromorphone, oxycodone, and 
oxymorphone), and/or PCP unless the 
employee presents a legitimate med-
ical explanation for the presence of the 
drug(s)/metabolite(s) in his or her sys-
tem. In determining whether an em-
ployee’s legally valid prescription con-
sistent with the Controlled Substances 
Act for a substance in these categories 
constitutes a legitimate medical expla-
nation, you must not question whether 
the prescribing physician should have 
prescribed the substance. 

(b) You must offer the employee an 
opportunity to present a legitimate 
medical explanation in all cases. 

(c) The employee has the burden of 
proof that a legitimate medical expla-
nation exists. The employee must 
present information meeting this bur-
den at the time of the verification 
interview. As the MRO, you have dis-
cretion to extend the time available to 
the employee for this purpose for up to 
five days before verifying the test re-
sult, if you determine that there is a 
reasonable basis to believe that the 
employee will be able to produce rel-
evant evidence concerning a legitimate 
medical explanation within that time. 

(d) If you determine that there is a 
legitimate medical explanation, you 
must verify the test result as negative. 
Otherwise, you must verify the test re-
sult as positive. 

(e) In determining whether a legiti-
mate medical explanation exists, you 
may consider the employee’s use of a 
medication from a foreign country. 
You must exercise your professional 
judgment consistently with the fol-
lowing principles: 
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(1) There can be a legitimate medical 
explanation only with respect to a sub-
stance that is obtained legally in a for-
eign country. 

(2) There can be a legitimate medical 
explanation only with respect to a sub-
stance that has a legitimate medical 
use. Use of a drug of abuse (e.g., heroin, 
PCP, marijuana) or any other sub-
stance (see § 40.151(f) and (g)) that can-
not be viewed as having a legitimate 
medical use can never be the basis for 
a legitimate medical explanation, even 
if the substance is obtained legally in a 
foreign country. 

(3) Use of the substance can form the 
basis of a legitimate medical expla-
nation only if it is used consistently 
with its proper and intended medical 
purpose. 

(4) Even if you find that there is a le-
gitimate medical explanation under 
this paragraph (e) and verify a test 
negative, you may have a responsi-
bility to raise fitness-for-duty consid-
erations with the employer (see 
§ 40.327). 

[65 FR 79526, Dec. 19, 2000, as amended at 82 
FR 52245, Nov. 13, 2017] 

§ 40.139 On what basis does the MRO 
verify test results involving 6-ace-
tylmorphine, codeine, and mor-
phine? 

As the MRO, you must proceed as fol-
lows when you receive a laboratory 
confirmed positive opiate result: 

(a) If the laboratory confirms the 
presence of 6-acetylmorphine (6–AM) in 
the specimen, you must verify the test 
result positive. 

(b) In the absence of 6–AM, if the lab-
oratory confirms the presence of either 
morphine or codeine equal to or above 
15,000 ng/mL (in urine) or equal to or 
above 150 ng/mL (in oral fluid), you 
must verify the test result as positive, 
unless the employee presents a legiti-
mate medical explanation for the pres-
ence of the drug or drug metabolite in 
his or her system, as in the case of 
other drugs (see § 40.137). Consumption 
of food products (e.g., poppy seeds) 
must not be considered a legitimate 
medical explanation for the employee 
having morphine or codeine at these 
concentrations. 

(c) For all other codeine and mor-
phine positive results, you must verify 

a confirmed positive test result only if 
you determine that there is clinical 
evidence, in addition to the test, of un-
authorized use of any opium, opiate, or 
opium derivative (i.e., morphine, co-
deine, or heroin). 

(1) As an MRO, it is your responsi-
bility to use your best professional and 
ethical judgement and discretion to de-
termine whether there is clinical evi-
dence of unauthorized use of opiates. 
Examples of information that you may 
consider in making this judgement in-
clude, but are not limited to, the fol-
lowing: 

(i) Recent needle tracks; 
(ii) Behavioral and psychological 

signs of acute opiate intoxication or 
withdrawal; 

(iii) Clinical history of unauthorized 
use recent enough to have produced the 
laboratory test result; 

(iv) Use of a medication from a for-
eign country. See § 40.137(e) for guid-
ance on how to make this determina-
tion. 

(2) In order to establish the clinical 
evidence referenced in paragraphs 
(c)(1)(i) and (ii) of this section, personal 
observation of the employee is essen-
tial. 

(i) Therefore, you, as the MRO, must 
conduct, or cause another physician to 
conduct, a face-to-face examination of 
the employee. 

(ii) No face-to-face examination is 
needed in establishing the clinical evi-
dence referenced in paragraph (c)(1)(iii) 
or (iv) of this section. 

(3) To be the basis of a verified posi-
tive result for codeine or morphine, the 
clinical evidence you find must con-
cern a drug that the laboratory found 
in the specimen. (For example, if the 
test confirmed the presence of codeine, 
and the employee admits to unauthor-
ized use of hydrocodone, you must not 
verify the test positive for codeine. The 
admission must be for the substance 
that was found through the actual drug 
test.) 

(4) As the MRO, you have the burden 
of establishing that there is clinical 
evidence of unauthorized use of opiates 
referenced in this paragraph (c). If you 
cannot make this determination (e.g., 
there is not sufficient clinical evidence 
or history), you must verify the test as 
negative. The employee does not need 



620 

49 CFR Subtitle A (10–1–24 Edition) § 40.141 

to show you that a legitimate medical 
explanation exists if no clinical evi-
dence is established. 

[77 FR 26473, May 4, 2012, as amended at 82 
FR 52245, Nov. 13, 2017; 88 FR 27645, May 2, 
2023] 

§ 40.141 How does the MRO obtain in-
formation for the verification deci-
sion? 

As the MRO, you must do the fol-
lowing as you make the determinations 
needed for a verification decision: 

(a) You must conduct a medical 
interview. You must review the em-
ployee’s medical history and any other 
relevant biomedical factors presented 
to you by the employee. You may di-
rect the employee to undergo further 
medical evaluation by you or another 
physician. 

(b) If the employee asserts that the 
presence of a drug or drug metabolite 
in his or her specimen results from 
taking prescription medication (i.e., a 
legally valid prescription consistent 
with the Controlled Substances Act), 
you must review and take all reason-
able and necessary steps to verify the 
authenticity of all medical records the 
employee provides. 

(1) You may contact the employee’s 
physician or other relevant medical 
personnel for further information. 

(i) If you decide to contact the em-
ployee’s pharmacy to authenticate 
whether the prescription offered by the 
employee was filled by the pharmacy, 
you or staff under your operational 
control can contact the pharmacy. 

(ii) If you utilize staff to perform the 
inquiry in paragraph (b)(1)(i) of this 
section, you must ensure operational 
control over the hiring, firing, evalua-
tion of the staff and you must oversee 
the performance of the function of con-
tacting a pharmacy to authenticate 
specific prescription(s) (e.g., outline or 
script what the staff will ask the phar-
macy; occasionally monitor calls to as-
sure quality control; or other methods 
to ensure the staff are properly con-
ducting the calls with the pharmacies). 

(2) You may request an HHS-certified 
laboratory with validated protocols 
(see § 40.81(c)) to conduct testing for 
D,L stereoisomers of amphetamine and 
methamphetamine or testing for 
tetrahydrocannabivarin (THC–V) when 

verifying lab results, as you determine 
necessary. 

[65 FR 79526, Dec. 19, 2000, as amended at 82 
FR 52245, Nov. 13, 2017; 88 FR 27645, May 2, 
2023] 

§ 40.143 [Reserved] 

§ 40.145 On what basis does the MRO 
verify test results involving adulter-
ation or substitution? 

(a) As an MRO, when you receive a 
laboratory report that a specimen is 
adulterated or substituted, you must 
treat that report in the same way you 
treat the laboratory’s report of a con-
firmed positive for a drug or drug me-
tabolite. 

(b) You must follow the same proce-
dures used for verification of a con-
firmed positive test for a drug or drug 
metabolite (see §§ 40.129–40.135, 40.141, 
40.151), except as otherwise provided in 
this section. 

(c) In the verification interview, you 
must explain the laboratory findings to 
the employee and address technical 
questions or issues the employee may 
raise. 

(d) You must offer the employee the 
opportunity to present a legitimate 
medical explanation for the laboratory 
findings with respect to presence of the 
adulterant in, or the creatinine and 
specific gravity findings for, the speci-
men. 

(e) The employee has the burden of 
proof that there is a legitimate med-
ical explanation. 

(1) To meet this burden in the case of 
an adulterated specimen, the employee 
must demonstrate that the adulterant 
found by the laboratory entered the 
specimen through physiological means. 

(2) To meet this burden in the case of 
a substituted specimen, the employee 
must demonstrate that he or she did 
produce or could have produced urine 
through physiological means, meeting 
the creatinine concentration criterion 
of less than 2 mg/dL and the specific 
gravity criteria of less than or equal to 
1.0010 or greater than or equal to 1.0200 
(see § 40.88(b)). 

(3) The employee must present infor-
mation meeting this burden at the 
time of the verification interview. As 
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the MRO, you have discretion to ex-
tend the time available to the em-
ployee for this purpose for up to five 
days before verifying the specimen, if 
you determine that there is a reason-
able basis to believe that the employee 
will be able to produce relevant evi-
dence supporting a legitimate medical 
explanation within that time. 

(f) As the MRO or the employer, you 
are not responsible for arranging, con-
ducting, or paying for any studies, ex-
aminations or analyses to determine 
whether a legitimate medical expla-
nation exists. 

(g) As the MRO, you must exercise 
your best professional judgment in de-
ciding whether the employee has estab-
lished a legitimate medical expla-
nation. 

(1) If you determine that the employ-
ee’s explanation does not present a rea-
sonable basis for concluding that there 
may be a legitimate medical expla-
nation, you must report the test to the 
DER as a verified refusal to test be-
cause of adulteration or substitution, 
as applicable. 

(2) If you believe that the employee’s 
explanation may present a reasonable 
basis for concluding that there is a le-
gitimate medical explanation, you 
must direct the employee to obtain, 
within the five-day period set forth in 
paragraph (e)(3) of this section, a fur-
ther medical evaluation. This evalua-
tion must be performed by a licensed 
physician (the ‘‘referral physician’’), 
acceptable to you, with expertise in the 
medical issues raised by the employee’s 
explanation. (The MRO may perform 
this evaluation if the MRO has appro-
priate expertise.) 

(i) As the MRO or employer, you are 
not responsible for finding or paying a 
referral physician. However, on request 
of the employee, you must provide rea-
sonable assistance to the employee’s 
efforts to find such a physician. The 
final choice of the referral physician is 
the employee’s, as long as the physi-
cian is acceptable to you. 

(ii) As the MRO, you must consult 
with the referral physician, providing 
guidance to him or her concerning his 
or her responsibilities under this sec-
tion. As part of this consultation, you 
must provide the following information 
to the referral physician: 

(A) That the employee was required 
to take a DOT drug test, but the lab-
oratory reported that the specimen was 
adulterated or substituted, which is 
treated as a refusal to test; 

(B) The consequences of the appro-
priate DOT agency regulation for refus-
ing to take the required drug test; 

(C) That the referral physician must 
agree to follow the requirements of 
paragraphs (g)(3) through (g)(4) of this 
section; and 

(D) That the referral physician must 
provide you with a signed statement of 
his or her recommendations. 

(3) As the referral physician, you 
must evaluate the employee and con-
sider any evidence the employee pre-
sents concerning the employee’s med-
ical explanation. You may conduct ad-
ditional tests to determine whether 
there is a legitimate medical expla-
nation. Any additional drug tests must 
be performed in an HHS-certified lab-
oratory. 

(4) As the referral physician, you 
must then make a written rec-
ommendation to the MRO about 
whether the MRO should determine 
that there is a legitimate medical ex-
planation. As the MRO, you must seri-
ously consider and assess the referral 
physician’s recommendation in decid-
ing whether there is a legitimate med-
ical explanation. 

(5) As the MRO, if you determine 
that there is a legitimate medical ex-
planation, you must cancel the test 
and inform ODAPC in writing of the 
determination and the basis for it (e.g., 
referral physician’s findings, evidence 
produced by the employee). 

(6) As the MRO, if you determine 
that there is not a legitimate medical 
explanation, you must report the test 
to the DER as a verified refusal to test 
because of adulteration or substi-
tution. 

(h) The following are examples of 
types of evidence an employee could 
present to support an assertion of a le-
gitimate medical explanation for a sub-
stituted urine result. 

(1) Medically valid evidence dem-
onstrating that the employee is capa-
ble of physiologically producing urine 
meeting the creatinine and specific 
gravity criteria of § 40.88(b). 
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(i) To be regarded as medically valid, 
the evidence must have been gathered 
using appropriate methodology and 
controls to ensure its accuracy and re-
liability. 

(ii) Assertion by the employee that 
his or her personal characteristics (e.g., 
with respect to race, gender, weight, 
diet, working conditions) are respon-
sible for the substituted result does 
not, in itself, constitute a legitimate 
medical explanation. To make a case 
that there is a legitimate medical ex-
planation, the employee must present 
evidence showing that the cited per-
sonal characteristics actually result in 
the physiological production of urine 
meeting the creatinine and specific 
gravity criteria of § 40.88(b). 

(2) Information from a medical eval-
uation under paragraph (g) of this sec-
tion that the individual has a medical 
condition that has been demonstrated 
to cause the employee to physiologi-
cally produce urine meeting the creati-
nine and specific gravity criteria of 
§ 40.88(b). 

(i) A finding or diagnosis by the phy-
sician that an employee has a medical 
condition, in itself, does not constitute 
a legitimate medical explanation. 

(ii) To establish there is a legitimate 
medical explanation, the employee 
must demonstrate that the cited med-
ical condition actually results in the 
physiological production of urine meet-
ing the creatinine and specific gravity 
criteria of § 40.88(b). 

[65 FR 79526, Dec. 19, 2000, as amended at 68 
FR 31626, May 28, 2003; 69 FR 64867, Nov. 9, 
2004; 88 FR 27646, May 2, 2023; 89 FR 51983, 
June 21, 2024] 

§ 40.147 [Reserved] 

§ 40.149 May the MRO change a 
verified drug test result? 

(a) As the MRO, you may change a 
verified test result only in the fol-
lowing situations: 

(1) When you have reopened a 
verification that was done without an 
interview with an employee (see 
§ 40.133(d)). 

(2) If you receive information, not 
available to you at the time of the 
original verification, demonstrating 
that the laboratory made an error in 
identifying (e.g., a paperwork mistake) 

or testing (e.g., a false positive or nega-
tive) the employee’s primary or split 
specimen. For example, suppose the 
laboratory originally reported a posi-
tive test result for Employee X and a 
negative result for Employee Y. You 
verified the test results as reported to 
you. Then the laboratory notifies you 
that it mixed up the two test results, 
and X was really negative and Y was 
really positive. You would change X’s 
test result from positive to negative 
and contact Y to conduct a verification 
interview. 

(3) If, within 60 days of the original 
verification decision— 

(i) You receive information that 
could not reasonably have been pro-
vided to you at the time of the decision 
demonstrating that there is a legiti-
mate medical explanation for the pres-
ence of drug(s)/metabolite(s) in the em-
ployee’s specimen; or 

(ii) You receive credible new or addi-
tional evidence that a legitimate med-
ical explanation for an adulterated or 
substituted result exists. 

Example to paragraph (a)(3): If the employ-
ee’s physician provides you a valid prescrip-
tion that he or she failed to find at the time 
of the original verification, you may change 
the test result from positive to negative if 
you conclude that the prescription provides 
a legitimate medical explanation for the 
drug(s)/ metabolite(s) in the employee’s spec-
imen. 

(4) If you receive the information in 
paragraph (a)(3) of this section after 
the 60-day period, you must consult 
with ODAPC prior to changing the re-
sult. 

(5) When you have made an adminis-
trative error and reported an incorrect 
result. 

(b) If you change the result, you 
must immediately notify the DER in 
writing, as provided in §§ 40.163–40.165. 

(c) You are the only person permitted 
to change a verified test result, such as 
a verified positive test result or a de-
termination that an individual has re-
fused to test because of adulteration or 
substitution. This is because, as the 
MRO, you have the sole authority 
under this part to make medical deter-
minations leading to a verified test 
(e.g., a determination that there was or 
was not a legitimate medical expla-
nation for a laboratory test result). 
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For example, an arbitrator is not per-
mitted to overturn the medical judg-
ment of the MRO that the employee 
failed to present a legitimate medical 
explanation for a positive, adulterated, 
or substituted test result of his or her 
specimen. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41952, Aug. 9, 2001; 73 FR 35971, June 25, 
2008] 

§ 40.151 What are MROs prohibited 
from doing as part of the 
verification process? 

As an MRO, you are prohibited from 
doing the following as part of the 
verification process: 

(a) You must not consider any evi-
dence (verbal or written information) 
from any drug tests that are not col-
lected or tested in accordance with this 
part. For example, if an employee tells 
you he went to his own physician, pro-
vided a urine specimen, sent it to a lab-
oratory, and received a negative test 
result, you are required to ignore this 
test result. 

(b) It is not your function to make 
decisions about factual disputes be-
tween the employee and the collector 
concerning matters occurring at the 
collection site that are not reflected on 
the CCF (e.g., concerning allegations 
that the collector left the area or left 
open collection containers where other 
people could access them.) 

(c) It is not your function to deter-
mine whether the employer should 
have directed that a test occur. For ex-
ample, if an employee tells you that 
the employer misidentified her as the 
subject of a random test, or directed 
her to take a reasonable suspicion or 
post-accident test without proper 
grounds under a DOT agency drug or 
alcohol regulation, you must inform 
the employee that you cannot play a 
role in deciding these issues. 

(d) It is not your function to consider 
explanations of confirmed positive, 
adulterated, or substituted test results 
that would not, even if true, constitute 
a legitimate medical explanation. For 
example, an employee may tell you 
that someone slipped amphetamines 
into her drink at a party, that she un-
knowingly ingested a marijuana 
brownie, or that she traveled in a 
closed car with several people smoking 

crack. MROs are unlikely to be able to 
verify the facts of such passive or un-
knowing ingestion stories. Even if true, 
such stories do not present a legiti-
mate medical explanation. Con-
sequently, you must not declare a test 
as negative based on an explanation of 
this kind. 

(e) You must not verify a test nega-
tive based on information that a physi-
cian recommended that the employee 
use a drug listed in Schedule I of the 
Controlled Substances Act. (e.g., under 
a state law that purports to authorize 
such recommendations, such as the 
‘‘medical marijuana’’ laws that some 
states have adopted). 

(f) You must not accept an assertion 
of consumption or other use of a hemp 
or other non-prescription marijuana- 
related product as a basis for verifying 
a marijuana test negative. You also 
must not accept such an explanation 
related to consumption of coca teas as 
a basis for verifying a cocaine test re-
sult as negative. Consuming or using 
such a product is not a legitimate med-
ical explanation. 

(g) You must not accept an assertion 
that there is a legitimate medical ex-
planation for the presence of PCP, 6– 
AM, MDMA, or MDA in a specimen. 

(h) You must not accept, as a legiti-
mate medical explanation for an adul-
terated specimen, an assertion that 
soap, bleach, or glutaraldehyde entered 
a specimen through physiological 
means. There are no physiological 
means through which these substances 
can enter a specimen. 

(i) You must not accept, as a legiti-
mate medical explanation for a sub-
stituted specimen, an assertion that an 
employee can produce a urine specimen 
for which the creatinine level is below 
the laboratory’s limit of detection. 
There are no physiological means 
through which a person can produce a 
urine specimen having this char-
acteristic. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41952, Aug. 9, 2001; 75 FR 49863, Aug. 16, 
2010; 88 FR 27646, May 2, 2023] 

§ 40.153 How does the MRO notify em-
ployees of their right to a test of the 
split specimen? 

(a) As the MRO, when you have 
verified a drug test as positive for a 
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drug or drug metabolite, or as a refusal 
to test because of adulteration or sub-
stitution, you must notify the em-
ployee of his or her right to have the 
split specimen tested. You must also 
notify the employee of the procedures 
for requesting a test of the split speci-
men. 

(b) You must inform the employee 
that he or she has 72 hours from the 
time you provide this notification to 
him or her to request a test of the split 
specimen. 

(c) You must tell the employee how 
to contact you to make this request. 
You must provide telephone numbers 
or other information that will allow 
the employee to make this request. As 
the MRO, you must have the ability to 
receive the employee’s calls at all 
times during the 72 hour period (e.g., by 
use of an answering machine with a 
‘‘time stamp’’ feature when there is no 
one in your office to answer the phone). 

(d) You must tell the employee that 
if he or she makes this request within 
72 hours, the employer must ensure 
that the test takes place, and that the 
employee is not required to pay for the 
test from his or her own funds before 
the test takes place. You must also tell 
the employee that the employer may 
seek reimbursement for the cost of the 
test (see § 40.173). 

(e) You must tell the employee that 
additional tests of the specimen e.g., 
DNA tests) are not authorized. 

§ 40.155 What does the MRO do when a 
negative or positive test result is 
also dilute? 

(a) When the laboratory reports that 
a specimen is dilute, you must, as the 
MRO, report to the DER that the speci-
men, in addition to being negative or 
positive, is dilute. 

(b) You must check the ‘‘dilute’’ box 
(Step 6) on Copy 2 of the CCF. 

(c) When you report a dilute speci-
men to the DER, you must explain to 
the DER the employer’s obligations 
and choices under § 40.197, to include 
the requirement for an immediate 
recollection under direct observation if 
the creatinine concentration of a nega-
tive-dilute specimen was greater than 
or equal to 2mg/dL but less than or 
equal to 5mg/dL. 

(d) If the employee’s recollection 
under direct observation, in paragraph 
(c) of this section, results in another 
negative-dilute, as the MRO, you must: 

(1) Review the CCF to ensure that 
there is documentation that the recol-
lection was directly observed. 

(2) If the CCF documentation shows 
that the recollection was directly ob-
served as required, report this result to 
the DER as a negative-dilute result. 

(3) If CCF documentation indicates 
that the recollection was not directly 
observed as required, do not report a 
result but again explain to the DER 
that there must be an immediate recol-
lection under direct observation. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41952, Aug. 9, 2001; 68 FR 31626, May 28, 
2003; 69 FR 64867, Nov. 9, 2004; 73 FR 35971, 
June 25, 2008] 

§ 40.157 [Reserved] 

§ 40.159 What does the MRO do when a 
drug test result is invalid? 

(a) As the MRO, when the laboratory 
reports that the test result is an in-
valid result, you must do the following: 

(1) Discuss the laboratory results 
with a certifying scientist to determine 
if the primary specimen should be test-
ed at another HHS-certified laboratory. 
If the laboratory did not contact you 
as required by §§ 40.87(e) and 40.90(b), 
you must contact the laboratory. 

(2) If you and the laboratory have de-
termined that no further testing is nec-
essary, contact the employee and in-
form the employee that the specimen 
was invalid. In contacting the em-
ployee, use the procedures set forth in 
§ 40.131. 

(3) After explaining the limits of dis-
closure (see §§ 40.135(d) and 40.327), you 
must determine if the employee has a 
medical explanation for the invalid re-
sult. You must inquire about the medi-
cations the employee may have taken. 

(4) If the employee gives an expla-
nation that is acceptable, you must: 

(i) Place a check mark in the ‘‘Test 
Cancelled’’ box (Step 6) on Copy 2 of 
the CCF and enter ‘‘Invalid Result’’ 
and ‘‘direct observation collection not 
required’’ on the ‘‘Remarks’’ line. 
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(ii) Report to the DER that the test 
is cancelled, the reason for cancella-
tion, and that no further action is re-
quired unless a negative test result is 
required (i.e., pre-employment, return- 
to-duty, or follow-up tests). 

(iii) If a negative test result is re-
quired and the medical explanation 
concerns a situation in which the em-
ployee has a permanent or long-term 
medical condition that precludes him 
or her from providing a valid specimen, 
as the MRO, you must follow the proce-
dures outlined at § 40.160 for deter-
mining if there is clinical evidence 
that the individual is an illicit drug 
user. 

(5) If the employee is unable to pro-
vide an explanation and/or a valid pre-
scription for a medication that inter-
fered with the immunoassay test but 
denies having adulterated the speci-
men, you must: 

(i) Place a check mark in the ‘‘Test 
Cancelled’’ box (Step 6) on Copy 2 of 
the CCF and enter ‘‘Invalid Result’’ 
and ‘‘direct observation collection re-
quired’’ on the ‘‘Remarks’’ line. 

(ii) Report to the DER that the test 
is cancelled, the reason for cancella-
tion, and that a second collection must 
take place immediately under direct 
observation. Recommend to the em-
ployer that an alternate specimen 
should be collected if practicable (e.g., 
oral fluid, if the specimen was urine). 

(iii) Instruct the employer to ensure 
that the employee has the minimum 
possible advance notice that he or she 
must go to the collection site. 

(6) When the test result is invalid be-
cause pH is greater than or equal to 9.0 
but less than or equal to 9.5 and the 
employee has no other medical expla-
nation for the pH, you should consider 
whether there is evidence of elapsed 
time and increased temperature that 
could account for the pH value. 

(i) You are authorized to consider the 
temperature conditions that were like-
ly to have existed between the time of 
collection and transportation of the 
specimen to the laboratory, and the 
length of time between the specimen 
collection and arrival at the labora-
tory. 

(ii) You may talk with the collection 
site and laboratory to discuss time and 
temperature issues, including any per-

tinent information regarding specimen 
storage. 

(iii) If you determine that time and 
temperature account for the pH value, 
you must cancel the test and take no 
further action, as provided at para-
graph (a)(4) of this section. 

(iv) If you determine that time and 
temperature fail to account for the pH 
value, you must cancel the test and di-
rect another collection under direct ob-
servation, as provided at paragraph 
(a)(5) of this section. 

(b) You may only report an invalid 
test result when you are in possession 
of a legible copy of Copy 1 of the CCF. 
In addition, you must have Copy 2 of 
the CCF, a legible copy of it, or any 
other copy of the CCF containing the 
employee’s signature. 

(c) If the employee admits to having 
adulterated or substituted the speci-
men, you must, on the same day, write 
and sign your own statement of what 
the employee told you. You must then 
report a refusal to test in accordance 
with § 40.163 . 

(d) If the employee admits to using a 
drug, you must, on the same day, write 
and sign your own statement of what 
the employee told you. You must then 
report that admission to the DER for 
appropriate action under DOT Agency 
regulations. This test will be reported 
as cancelled with the reason noted. 

(e) If the employee’s recollection (re-
quired at paragraph (a)(5) of this sec-
tion) results in another invalid result 
for the same reason as reported for the 
first specimen, as the MRO, you must: 

(1) Review the CCF to ensure that 
there is documentation that the recol-
lection was directly observed. 

(2) If the CCF review indicates that 
the recollection was directly observed 
as required, document that the em-
ployee had another specimen with an 
invalid result for the same reason. 

(3) Follow the recording and report-
ing procedures at (a)(4)(i) and (ii) of 
this section. 

(4) If a negative result is required 
(i.e., pre-employment, return-to-duty, 
or follow-up tests), follow the proce-
dures at § 40.160 for determining if there 
is clinical evidence that the individual 
is an illicit drug user. 
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(5) If the recollection was not di-
rectly observed as required, do not re-
port a result but again explain to the 
DER that there must be an immediate 
recollection under direct observation. 

(f) If the employee’s recollection (re-
quired at paragraph (a)(5) of this sec-
tion) results in another invalid result 
for a different reason than that re-
ported for the first specimen, as the 
MRO, you must: 

(1) Review the CCF to ensure that 
there is documentation that the recol-
lection was directly observed. 

(2) If the CCF review indicates that 
the recollection was directly observed 
as required, document that the em-
ployee had another specimen with an 
invalid result for a different reason. 

(3) As the MRO, you should not con-
tact the employee to discuss the result, 
but rather direct the DER to conduct 
an immediate recollection under direct 
observation without prior notification 
to the employee. 

(4) If the CCF documentation indi-
cates that the recollection was not di-
rectly observed as required, do not re-
port a result but again explain to the 
DER that there must be an immediate 
recollection under direct observation. 

(g) If, as the MRO, you receive a lab-
oratory invalid result in conjunction 
with a positive, adulterated, and/or 
substituted result and you verify any 
of those results as being a positive and/ 
or refusal to test, you do not report the 
invalid result unless the split specimen 
fails to reconfirm the result(s) of the 
primary specimen. 

[65 FR 79526, Dec. 19, 2000, as amended at 73 
FR 35972, June 25, 2008; 75 FR 49863, Aug. 16, 
2010; 88 FR 27646, May 2, 2023; 89 FR 51983, 
June 21, 2024] 

§ 40.160 What does the MRO do when a 
valid test result cannot be produced 
and a negative result is required? 

(a) If a valid test result cannot be 
produced and a negative result is re-
quired, (under § 40.159 (a)(5)(iii) and 
(e)(4)), as the MRO, you must deter-
mine if there is clinical evidence that 
the individual is currently an illicit 
drug user. You must make this deter-
mination by personally conducting, or 
causing to be conducted, a medical 
evaluation. In addition, if appropriate, 
you may also consult with the employ-

ee’s physician to gather information 
you need to reach this determination. 

(b) If you do not personally conduct 
the medical evaluation, as the MRO, 
you must ensure that one is conducted 
by a licensed physician acceptable to 
you. 

(c) For purposes of this section, the 
MRO or the physician conducting the 
evaluation may conduct an alternative 
test (e.g., blood) as part of the medi-
cally appropriate procedures in deter-
mining clinical evidence of drug use. 

(d) If the medical evaluation reveals 
no clinical evidence of drug use, as the 
MRO, you must report this to the em-
ployer as a negative test result with 
written notations regarding the med-
ical examination. The report must also 
state why the medical examination was 
required (i.e., either the basis for the 
determination that a permanent or 
long-term medical condition exists or 
because the recollection under direct 
observation resulted in another invalid 
result for the same reason, as appro-
priate) and for the determination that 
no signs and symptoms of drug use 
exist. 

(1) Check ‘‘Negative’’ (Step 6) on the 
CCF. 

(2) Sign and date the CCF. 
(e) If the medical evaluation reveals 

clinical evidence of drug use, as the 
MRO, you must report the result to the 
employer as a cancelled test with writ-
ten notations regarding the results of 
the medical examination. The report 
must also state why the medical exam-
ination was required (i.e., either the 
basis for the determination that a per-
manent or long-term medical condition 
exists or because the recollection under 
direct observation resulted in another 
invalid result for the same reason, as 
appropriate) and state the reason for 
the determination that signs and 
symptoms of drug use exist. Because 
this is a cancelled test, it does not 
serve the purpose of an actual negative 
test result (i.e., the employer is not au-
thorized to allow the employee to begin 
or resume performing safety-sensitive 
functions, because a negative test re-
sult is needed for that purpose). 

[73 FR 35972, June 25, 2008] 
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§ 40.161 What does the MRO do when a 
drug test specimen is rejected for 
testing? 

As the MRO, when the laboratory re-
ports that the specimen is rejected for 
testing (e.g., because of a fatal or un-
corrected flaw), you must do the fol-
lowing: 

(a) Place a check mark in the ‘‘Test 
Cancelled’’ box (Step 6) on Copy 2 (or a 
legible copy of Copy 3–5) of the CCF 
and enter the reason on the ‘‘Remarks’’ 
line. If you do not have Copy 2 (or a 
legible copy of Copy 3–5), then enter 
‘‘Test Cancelled’’ and the reason for 
the cancellation on a report in the for-
mat required under § 40.163(c). 

(b) Report to the DER that the test is 
cancelled and the reason for cancella-
tion, and that no further action is re-
quired unless a negative test is re-
quired (e.g., in the case of a pre-em-
ployment, return-to-duty, or follow-up 
test). 

(c) You may only report a test can-
celled because of a ‘‘rejected for test-
ing’’ laboratory result when you are in 
possession of a legible copy of Copy 1 of 
the CCF. In addition, you must have 
Copy 2 of the CCF, a legible copy of it, 
or any other copy of the CCF con-
taining the employee’s signature. If 
you do not have Copy 2 (or a legible 
copy of Copy 3–5), then enter ‘‘Test 
Cancelled’’ and the reason for the can-
cellation on a report in the format re-
quired under § 40.163(c). 

[65 FR 79526, Dec. 19, 2000, as amended at 88 
FR 27646, May 2, 2023] 

§ 40.162 What must MROs do with mul-
tiple verified results for the same 
testing event? 

(a) If the testing event is one in 
which there was one specimen collec-
tion with multiple verified non-nega-
tive results, as the MRO, you must re-
port them all to the DER. For example, 
if you verified the specimen as being 
positive for marijuana and cocaine and 
as being a refusal to test because the 
specimen was also adulterated, as the 
MRO, you should report the positives 
and the refusal to the DER. 

(b) If the testing event was one in 
which two separate specimen collec-
tions (e.g., a specimen out of tempera-
ture range and the subsequent observed 

collection) were sent to the laboratory, 
as the MRO, you must: 

(1) If both specimens were verified 
negative, report the result as negative. 

(2) If either of the specimens was 
verified negative and the other was 
verified as one or more non-negative(s), 
report the non-negative result(s) only. 
For example, if you verified one speci-
men as negative and the other as a re-
fusal to test because the second speci-
men was substituted, as the MRO you 
should report only the refusal to the 
DER. 

(i) If the first specimen is reported as 
negative, but the result of the second 
specimen has not been reported by the 
laboratory, as the MRO, you should 
hold—not report—the result of the first 
specimen until the result of the second 
specimen is received. 

(ii) If the first specimen is reported 
as non-negative, as the MRO, you 
should report the result immediately 
and not wait to receive the result of 
the second specimen. 

(3) If both specimens were verified 
non-negative, report all of the non-neg-
ative results. For example, if you 
verified one specimen as positive and 
the other as a refusal to test because 
the specimen was adulterated, as the 
MRO, you should report the positive 
and the refusal results to the DER. 

(c) As an exception to paragraphs (a) 
and (b) of this section, as the MRO, you 
must follow procedures at § 40.159(g) 
when any verified non-negative result 
is also invalid. 

[73 FR 35972, June 25, 2008, as amended at 82 
FR 52245, Nov. 13, 2017] 

§ 40.163 How does the MRO report 
drug test results? 

(a) As the MRO, it is your responsi-
bility to report all drug test results to 
the employer. 

(b) You may use a signed or stamped 
and dated legible photocopy of Copy 2 
of the CCF to report test results. 

(c) If you do not report test results 
using Copy 2 of the CCF for this pur-
pose, you must provide a written re-
port (e.g., a letter) for each test result. 
This report must, as a minimum, in-
clude the following information: 

(1) Full name, as indicated on the 
CCF, of the employee tested; 
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(2) Specimen ID number from the 
CCF and the SSN or employee ID No.; 

(3) Reason for the test, if indicated 
on the CCF (e.g., random, post-acci-
dent); 

(4) Date of the collection; 
(5) Date you received Copy 2 of the 

CCF; 
(6) Result of the test (i.e., positive, 

negative, dilute, refusal to test, test 
cancelled) and the date the result was 
verified by the MRO; 

(7) For verified positive tests, the 
drug(s)/metabolite(s) for which the test 
was positive; 

(8) For cancelled tests, the reason for 
cancellation; and 

(9) For refusals to test, the reason for 
the refusal determination (e.g., in the 
case of an adulterated test result, the 
name of the adulterant). 

(d) As an exception to the reporting 
requirements of paragraph (b) and (c) 
of this section, the MRO may report 
negative results using an electronic 
data file. 

(1) If you report negatives using an 
electronic data file, the report must 
contain, as a minimum, the informa-
tion specified in paragraph (c) of this 
section, as applicable for negative test 
results. 

(2) In addition, the report must con-
tain your name, address, and phone 
number, the name of any person other 
than you reporting the results, and the 
date the electronic results report is re-
leased. 

(e) If you use a written report as pro-
vided in paragraph (c) of this section to 
report results, you must retain a copy 
of the written report. If you use the 
electronic data file to report negatives, 
as provided in paragraph (d) of this sec-
tion, you must retain a retrievable 
copy of that report in a format suitable 
for inspection and audit by a DOT rep-
resentative. In either case, you must 
keep the completed Copy 2 of the CCF. 
When completing Copy 2, either the 
MRO must sign and date it (for both 
negatives and non-negatives) or MRO 
staff must stamp and date it (for nega-
tives only). 

(f) You must not use Copy 1 of the 
CCF to report drug test results. 

(g) You must not provide quan-
titative values to the DER or C/TPA 
for drug or validity test results. How-

ever, you must provide the test infor-
mation in your possession to a SAP 
who consults with you (see § 40.293(g)). 

(h) You must maintain reports and 
records related to negatives and can-
celled results for one year; you must 
maintain reports and records related to 
positives and refusals for five years, 
unless otherwise specified by applica-
ble DOT agency regulations. 

[66 FR 41952, Aug. 9, 2001, as amended at 75 
FR 49863, Aug. 16, 2010; 75 FR 59107, Sept. 27, 
2010; 76 FR 59578, Sept. 27, 2011; 88 FR 27646, 
May 2, 2023] 

§ 40.165 To whom does the MRO trans-
mit reports of drug test results? 

(a) As the MRO, you must report all 
drug test results to the DER, except in 
the circumstances provided for in 
§ 40.345 . 

(b) If the employer elects to receive 
reports of results through a C/TPA, 
acting as an intermediary as provided 
in § 40.345 , you must report the results 
through the designated C/TPA. 

§ 40.167 How are MRO reports of drug 
results transmitted to the em-
ployer? 

As the MRO or C/TPA who transmits 
drug test results to the employer, you 
must comply with the following re-
quirements: 

(a) You must report the results in a 
confidential manner. 

(b) You must transmit to the DER on 
the same day the MRO verifies the re-
sult or the next business day all 
verified positive test results, results re-
quiring an immediate collection under 
direct observation, adulterated or sub-
stituted specimen results, and other re-
fusals to test. 

(1) Direct telephone contact with the 
DER is the preferred method of imme-
diate reporting. Follow up your phone 
call with appropriate documentation 
(see § 40.163). 

(2) You are responsible for identi-
fying yourself to the DER, and the 
DER must have a means to confirm 
your identification. 

(3) The MRO’s report that you trans-
mit to the employer must contain all 
of the information required by § 40.163 . 

(c) You must transmit the MRO’s re-
port(s) of verified tests to the DER so 
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that the DER receives it within two 
days of verification by the MRO. 

(1) You must fax, courier, mail, or 
electronically transmit a legible image 
or copy of either the signed or stamped 
and dated Copy 2 or the written report 
(see § 40.163(b) and (c)). 

(2) Negative results reported elec-
tronically (i.e., computer data file) do 
not require an image of Copy 2 or the 
written report. 

(d) In transmitting test results, you 
or the C/TPA and the employer must 
ensure the security of the transmission 
and limit access to any transmission, 
storage, or retrieval systems. 

(e) MRO reports are not subject to 
modification or change by anyone 
other than the MRO, as provided in 
§ 40.149(c). 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41953, Aug. 9, 2001] 

Subpart H—Split Specimen Tests 

§ 40.171 How does an employee request 
a test of a split specimen? 

(a) As an employee, when the MRO 
has notified you that you have a 
verified positive drug test and/or re-
fusal to test because of adulteration or 
substitution, you have 72 hours from 
the time of notification to request a 
test of the split specimen. The request 
may be verbal or in writing. If you 
make this request to the MRO within 
72 hours, you trigger the requirements 
of this section for a test of the split 
specimen. There is no split specimen 
testing for an invalid result. 

(b)(1) If, as an employee, you have 
not requested a test of the split speci-
men within 72 hours, you may present 
to the MRO information documenting 
that serious injury, illness, lack of ac-
tual notice of the verified test result, 
inability to contact the MRO (e.g., 
there was no one in the MRO’s office 
and the answering machine was not 
working), or other circumstances un-
avoidably prevented you from making 
a timely request. 

(2) As the MRO, if you conclude from 
the employee’s information that there 
was a legitimate reason for the em-
ployee’s failure to contact you within 
72 hours, you must direct that the test 
of the split specimen take place, just as 

you would when there is a timely re-
quest. 

(c) When the employee makes a time-
ly request for a test of the split speci-
men under paragraphs (a) and (b) of 
this section, you must, as the MRO, 
immediately provide written notice to 
the laboratory that tested the primary 
specimen, directing the laboratory to 
forward the split specimen to a second 
HHS-certified laboratory. You must 
also document the date and time of the 
employee’s request. 

[65 FR 79526, Dec. 19, 2000, as amended at 73 
FR 35972, June 25, 2008] 

§ 40.173 Who is responsible for paying 
for the test of a split specimen? 

(a) As the employer, you are respon-
sible for making sure (e.g., by estab-
lishing appropriate accounts with lab-
oratories for testing split specimens) 
that the MRO, first laboratory, and 
second laboratory perform the func-
tions noted in §§ 40.175–40.185 in a time-
ly manner, once the employee has 
made a timely request for a test of the 
split specimen. 

(b) As the employer, you must not 
condition your compliance with these 
requirements on the employee’s direct 
payment to the MRO or laboratory or 
the employee’s agreement to reimburse 
you for the costs of testing. For exam-
ple, if you ask the employee to pay for 
some or all of the cost of testing the 
split specimen, and the employee is un-
willing or unable to do so, you must 
ensure that the test takes place in a 
timely manner, even though this 
means that you pay for it. 

(c) As the employer, you may seek 
payment or reimbursement of all or 
part of the cost of the split specimen 
from the employee (e.g., through your 
written company policy or a collective 
bargaining agreement). This part takes 
no position on who ultimately pays the 
cost of the test, so long as the em-
ployer ensures that the testing is con-
ducted as required and the results re-
leased appropriately. 

§ 40.175 What steps does the first lab-
oratory take with a split specimen? 

(a) As the laboratory at which the 
primary and split specimen first arrive, 
you must check to see whether the 
split specimen is available for testing. 
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(b) If the split specimen is unavail-
able or appears insufficient, you must 
then do the following: 

(1) Continue the testing process for 
the primary specimen as you would 
normally. Report the results for the 
primary specimen without providing 
the MRO information regarding the un-
available split specimen. 

(2) Upon receiving a letter from the 
MRO instructing you to forward the 
split specimen to another laboratory 
for testing, report to the MRO that the 
split specimen is unavailable for test-
ing. Provide as much information as 
you can about the cause of the unavail-
ability. 

(c) As the laboratory that tested the 
primary specimen, you are not author-
ized to open the split specimen under 
any circumstances (except when the 
split specimen is redesignated as pro-
vided in § 40.83). 

(d) When you receive written notice 
from the MRO instructing you to send 
the split specimen to another HHS-cer-
tified laboratory, you must forward the 
following items to the second labora-
tory: 

(1) The split specimen in its original 
specimen bottle, with the seal intact; 

(2) A copy of the MRO’s written re-
quest; and 

(3) A copy of Copy 1 of the CCF, 
which identifies the drug(s)/metabo-
lite(s) or the validity criteria to be 
tested for. 

(e) You must not send to the second 
laboratory any information about the 
identity of the employee. Inadvertent 
disclosure does not, however, cause a 
fatal flaw. 

(f) This subpart does not prescribe 
who gets to decide which HHS-certified 
laboratory is used to test the split 
specimen. That decision is left to the 
parties involved. 

§ 40.177 What does the second labora-
tory do with the split specimen 
when it is tested to reconfirm the 
presence of a drug or drug metabo-
lite? 

(a) As the laboratory testing the split 
specimen, you must test the split spec-
imen for the drug(s)/drug metabolite(s) 
confirmed in the primary specimen. 

(b) You must conduct this test with-
out regard to the cutoff concentrations 
of § 40.85 or § 40.91, as applicable. 

(c) If the test fails to reconfirm the 
presence of the drug(s)/drug metabo-
lite(s) that were reported in the pri-
mary specimen, you must conduct va-
lidity tests in an attempt to determine 
the reason for being unable to recon-
firm the presence of the drug(s)/me-
tabolite(s). You should conduct the 
same validity tests as you would con-
duct on a primary specimen set forth 
in § 40.87 or § 40.93, as applicable. 

(d) In addition, if the test fails to re-
confirm the presence of the drug(s)/ 
drug metabolite(s) reported in the pri-
mary specimen, you may send the spec-
imen or an aliquot of it for testing at 
another HHS-certified laboratory that 
has the capability to conduct another 
reconfirmation test. 

[65 FR 79526, Dec. 19, 2000, as amended at 73 
FR 35972, June 25, 2008; 88 FR 27646, May 2, 
2023] 

§ 40.179 What does the second labora-
tory do with the split specimen 
when it is tested to reconfirm an 
adulterated test result? 

(a) As the laboratory testing the split 
specimen, you must test the split spec-
imen for the adulterant detected in the 
primary specimen, using the confirm-
atory test for the adulterant and using 
criteria in § 40.89 or § 40.93, as applicable 
and confirmatory cutoff levels required 
by the HHS Mandatory Guidelines. 

(b) In addition, if the test fails to re-
confirm the adulterant result reported 
in the primary specimen, you may send 
the specimen or an aliquot of it for 
testing at another HHS-certified lab-
oratory that has the capability to con-
duct another reconfirmation test. 

[73 FR 35973, June 25, 2008, as amended at 88 
FR 27646, May 2, 2023] 

§ 40.181 What does the second labora-
tory do with the split specimen 
when it is tested to reconfirm a sub-
stituted test result? 

As the laboratory testing a urine 
split specimen, you must test the split 
specimen using the confirmatory tests 
for creatinine and specific gravity, 
using the criteria set forth in § 40.88. 

[88 FR 27646, May 2, 2023] 
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§ 40.183 What information do labora-
tories report to MROs regarding 
split specimen results? 

(a) As the laboratory responsible for 
testing the split specimen, you must 
report split specimen test results by 
checking the ‘‘Reconfirmed’’ box and/or 
the ‘‘Failed to Reconfirm’’ box (Step 
5(b)) on Copy 1 of the CCF, as appro-
priate, and by providing clarifying re-
marks using current HHS Mandatory 
Guidelines requirements. 

(b) As the laboratory certifying sci-
entist, enter your name, sign, and date 
the CCF. 

[65 FR 79526, Dec. 19, 2000, as amended at 73 
FR 35972, June 25, 2008] 

§ 40.185 Through what methods and to 
whom must a laboratory report 
split specimen results? 

(a) As the laboratory testing the split 
specimen, you must report laboratory 
results directly, and only, to the MRO 
at his or her place of business. You 
must not report results to or through 
the DER or another service agent (e.g., 
a C/TPA). 

(b) You must fax, courier, mail, or 
electronically transmit a legible image 
or copy of the fully-completed Copy 1 
of the CCF, which has been signed by 
the certifying scientist. 

(c) You must transmit the laboratory 
result to the MRO immediately, pref-
erably on the same day or next busi-
ness day as the result is signed and re-
leased. 

§ 40.187 What does the MRO do with 
split specimen laboratory results? 

As the MRO, the split specimen lab-
oratory results you receive will fall 
into five categories. You must take the 
following action, as appropriate, when 
a laboratory reports split specimen re-
sults to you. 

(a) Category 1: The laboratory recon-
firmed one or more of the primary 
specimen results. As the MRO, you 
must report to the DER and the em-
ployee the result(s) that was/were re-
confirmed. 

(1) In the case of a reconfirmed posi-
tive test(s) for drug(s) or drug metabo-
lite(s), the positive is the final result. 

(2) In the case of a reconfirmed adul-
terated or substituted result, the re-
fusal to test is the final result. 

(3) In the case of a combination posi-
tive and refusal to test results, the 
final result is both positive and refusal 
to test. 

(b) Category 2: The laboratory failed 
to reconfirm all of the primary speci-
men results because, as appropriate, 
drug(s)/drug metabolite(s) were not de-
tected; adulteration criteria were not 
met; and/or substitution criteria were 
not met. As the MRO, you must report 
to the DER and the employee that the 
test must be cancelled. 

(1) As the MRO, you must inform 
ODAPC of the failure to reconfirm 
using the format in appendix F to this 
part. 

(2) In a case where the split failed to 
reconfirm because the substitution cri-
teria were not met and the split speci-
men creatinine concentration was 
equal to or greater than 2mg/dL but 
less than or equal to 5mg/dL, as the 
MRO, you must, in addition to step 
(b)(1) of this paragraph, direct the DER 
to ensure the immediate collection of 
another specimen from the employee 
under direct observation, with no no-
tice given to the employee of this col-
lection requirement until immediately 
before the collection. 

(3) In a case where the split failed to 
reconfirm and the primary specimen’s 
result was also invalid, direct the DER 
to ensure the immediate collection of 
another specimen from the employee 
under direct observation, with no no-
tice given to the employee of this col-
lection requirement until immediately 
before the collection. 

(c) Category 3: The laboratory failed 
to reconfirm all of the primary speci-
men results, and also reported that the 
split specimen was invalid, adulter-
ated, and/or substituted. 

(1) In the case where the laboratory 
failed to reconfirm all of the primary 
specimen results and the split was re-
ported as invalid, as the MRO, you 
must: 

(i) Report to the DER and the em-
ployee that the test must be cancelled 
and the reason for the cancellation. 

(ii) Direct the DER to ensure the im-
mediate collection of another specimen 
from the employee under direct obser-
vation, with no notice given to the em-
ployee of this collection requirement 



632 

49 CFR Subtitle A (10–1–24 Edition) § 40.187 

until immediately before the collec-
tion. 

(iii) Inform ODAPC of the failure to 
reconfirm using the format in appendix 
F to this part. 

(2) In the case where the laboratory 
failed to reconfirm any of the primary 
specimen results, and the split was re-
ported as adulterated and/or sub-
stituted, as the MRO, you must: 

(i) Contact the employee and inform 
the employee that the laboratory has 
determined that his or her split speci-
men is adulterated and/or substituted, 
as appropriate. 

(ii) Follow the procedures of § 40.145 
to determine if there is a legitimate 
medical explanation for the laboratory 
finding of adulteration and/or substi-
tution, as appropriate. 

(iii) If you determine that there is a 
legitimate medical explanation for the 
adulterated and/or substituted test re-
sult, report to the DER and the em-
ployee that the test must be cancelled; 
and inform ODAPC of the failure to re-
confirm using the format in appendix F 
to this part. 

(iv) If you determine that there is 
not a legitimate medical explanation 
for the adulterated and/or substituted 
test result, you must take the fol-
lowing steps: 

(A) Report the test to the DER and 
the employee as a verified refusal to 
test. Inform the employee that he or 
she has 72 hours to request a test of the 
primary specimen to determine if the 
adulterant found in the split specimen 
is also present in the primary specimen 
and/or to determine if the primary 
specimen meets appropriate substi-
tution criteria. 

(B) Except when the request is for a 
test of the primary specimen and is 
being made to the laboratory that test-
ed the primary specimen, follow the 
procedures of §§ 40.153, 40.171, 40.173, 
40.179, 40.181, and 40.185, as appropriate. 

(C) As the laboratory that tests the 
primary specimen to reconfirm the 
presence of the adulterant found in the 
split specimen and/or to determine that 
the primary specimen meets appro-
priate substitution criteria, report 
your result to the MRO on a photocopy 
(faxed, mailed, scanned, couriered) of 
Copy 1 of the CCF. 

(D) If the test of the primary speci-
men reconfirms the adulteration and/or 
substitution finding of the split speci-
men, as the MRO you must report the 
result as a refusal to test as provided 
in paragraph (a)(2) of this section. 

(E) If the test of the primary speci-
men fails to reconfirm the adulteration 
and/or substitution finding of the split 
specimen, as the MRO you must cancel 
the test, following procedures in para-
graph (b) of this section. 

(d) Category 4: The laboratory failed 
to reconfirm one or more but not all of 
the primary specimen results, and also 
reported that the split specimen was 
invalid, adulterated, and/or sub-
stituted. As the MRO, in the case 
where the laboratory reconfirmed one 
or more of the primary specimen re-
sult(s), you must follow procedures in 
paragraph (a) of this section and: 

(1) Report that the split was also re-
ported as being invalid, adulterated, 
and/or substituted (as appropriate). 

(2) Inform the DER to take action 
only on the reconfirmed result(s). 

(e) Category 5: The split specimen was 
not available for testing or there was 
no split laboratory available to test 
the specimen. As the MRO, you must: 

(1) Report to the DER and the em-
ployee that the test must be cancelled 
and the reason for the cancellation; 

(2) Direct the DER to ensure the im-
mediate recollection of another speci-
men from the employee under direct 
observation, with no notice given to 
the employee of this collection require-
ment until immediately before the col-
lection; and 

(3) Notify ODAPC of the failure to re-
confirm using the format in appendix F 
to this part. 

(f) For all split specimen results, as 
the MRO you must in Step 7 of Copy 2 
of the CCF: 

(1) Report split specimen test results 
by checking the ‘‘Reconfirmed’’ box 
and/or the ‘‘Failed to Reconfirm’’ box, 
or the ‘‘Test Cancelled’’ box, as appro-
priate. 

(2), Enter your name, sign, and date. 
(3) Send a legible copy of Copy 2 of 

the CCF (or a signed and dated letter, 
see § 40.163) to the employer and keep a 
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copy for your records. Transmit the 
document as provided in § 40.167. 

[73 FR 35973, June 25, 2008, as amended at 75 
FR 59108, Sept. 27, 2010; 88 FR 27646, May 2, 
2023] 

Subpart I—Problems in Drug Tests 
§ 40.191 What is a refusal to take a 

DOT drug test, and what are the 
consequences? 

(a) As an employee, you have refused 
to take a drug test if you: 

(1) Fail to appear for any test (except 
a pre-employment test) within a rea-
sonable time, as determined by the em-
ployer, consistent with applicable DOT 
agency regulations, after being di-
rected to do so by the employer. This 
includes the failure of an employee (in-
cluding an owner-operator) to appear 
for a test when called by a C/TPA (see 
§ 40.61(a)); 

(2) Fail to remain at the testing site 
until the testing process is complete. 
Provided that an employee who leaves 
the collection site before the testing 
process commences (see § 40.63(c) or 
§ 40.72(d)(3), as applicable) for a pre-em-
ployment test is not deemed to have 
refused to test. The collector is not re-
quired to inform an employee that the 
failure to remain at the collection site 
is a refusal. If an employee leaves prior 
to the completion of the testing proc-
ess, per § 40.355(i) the employer must 
decide whether the employee’s actions 
constitute a refusal; 

(3) Fail to provide a specimen for any 
drug test required by this part or DOT 
agency regulations. Provided that an 
employee who does not provide a speci-
men because he or she has left the test-
ing site before the testing process com-
mences (see § 40.63(c) or § 40.72(d)(3), as 
applicable) for a pre-employment test 
is not deemed to have refused to test. 
The collector is not required to inform 
an employee that the failure to remain 
at the collection site is a refusal. If an 
employee leaves prior to the comple-
tion of the testing process, per 
§ 40.355(i) the employer must decide 
whether the employee’s actions con-
stitute a refusal; 

(4) In the case of a directly observed 
or monitored urine collection in a drug 
test, fail to permit the observation or 
monitoring of an employee’s provision 

of a specimen (see §§ 40.67(m) and 
40.69(g)); 

(5) Fail to provide a sufficient 
amount of specimen when directed, and 
it has been determined, through a re-
quired medical evaluation, that there 
was no adequate medical explanation 
for the failure (see § 40.193(d)(2)); 

(6) Fail or decline to take an addi-
tional drug test the employer or col-
lector has directed you to take (see, for 
instance, § 40.197(b) as applicable); 

(7) Fail to undergo a medical exam-
ination or evaluation, as directed by 
the MRO as part of the verification 
process, or as directed by the DER 
under § 40.193(c). In the case of a pre- 
employment drug test, the employee is 
deemed to have refused to test on this 
basis only if the pre-employment test 
is conducted following a contingent 
offer of employment. If there was no 
contingent offer of employment, the 
MRO will cancel the test; 

(8) Fail to cooperate with any part of 
the testing process (e.g., refuse to 
empty pockets when directed by the 
collector, behave in a confrontational 
way that disrupts the collection proc-
ess, fail to wash hands after being di-
rected to do so by the collector, fail to 
remove objects from mouth, fail to per-
mit inspection of the oral cavity, or 
fail to complete a rinse when re-
quested); 

(9) For an observed urine collection, 
fail to follow the observer’s instruc-
tions to raise your clothing above the 
waist, lower clothing and underpants, 
and to turn around to permit the ob-
server to determine if you have any 
type of prosthetic or other device that 
could be used to interfere with the col-
lection process; 

(10) Possess or wear a prosthetic or 
other device that could be used to 
interfere with the collection process; or 

(11) Admit to the collector or MRO 
that you adulterated or substituted the 
specimen. 

(b) As an employee, if the MRO re-
ports that you have a verified adulter-
ated or substituted test result, you 
have refused to take a drug test. 

(c) As an employee, if you refuse to 
take a drug test, you incur the con-
sequences specified under DOT agency 
regulations for a violation of those 
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DOT agency regulations. The con-
sequences specified under DOT agency 
regulations for a refusal cannot be 
overturned or set aside by an arbitra-
tion, grievance, State court or other 
non-Federal forum that adjudicates the 
personnel decisions the employer has 
taken against the employee. 

(d) As a collector or an MRO, when 
an employee refuses to participate in 
the part of the testing process in which 
you are involved, you must terminate 
the portion of the testing process in 
which you are involved, document the 
refusal on the CCF (including, in the 
case of the collector, printing the em-
ployee’s name on Copy 2 of the CCF), 
immediately notify the DER by any 
means (e.g., telephone or secure fax 
machine) that ensures that the refusal 
notification is immediately received. 
As a referral physician (e.g., physician 
evaluating a ‘‘shy bladder’’ condition 
or a claim of a legitimate medical ex-
planation in a validity testing situa-
tion), you must notify the MRO, who in 
turn will notify the DER. 

(1) As the collector, you must note 
the actions that may constitute a re-
fusal in the ‘‘Remarks’’ line (Step 2), 
and sign and date the CCF. The col-
lector does not make the final decision 
about whether the employee’s conduct 
constitutes a refusal to test; the em-
ployer has the sole responsibility to de-
cide whether a refusal occurred, as 
stated in § 40.355(i), the employer has a 
non-delegable duty to make the deci-
sion about whether the employee has 
refused to test. 

(2) As the MRO, you must note the 
refusal by checking the ‘‘Refusal to 
Test’’ box in Step 6 on Copy 2 of the 
CCF, checking whether the specimen 
was adulterated or substituted and, if 
adulterated, noting the adulterant/rea-
son. If there was another reason for the 
refusal, check ‘‘Other’’ in Step 6 on 
Copy 2 of the CCF, and note the reason 
next to the ‘‘Other’’ box and on the 
‘‘Remarks’’ lines, as needed. You must 
then sign and date the CCF. 

(e) As an employee, when you refuse 
to take a non-DOT test or to sign a 
non-DOT form, you have not refused to 
take a DOT test. There are no con-
sequences under DOT agency regula-

tions for refusing to take a non-DOT 
test. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41953, Aug. 9, 2001; 68 FR 31626, May 28, 
2003; 71 FR 49384, Aug. 23, 2006; 73 FR 35974, 
June 25, 2008; 75 FR 59108, Sept. 27, 2010; 88 FR 
27647, May 2, 2023; 89 FR 51983, June 21, 2024] 

§ 40.193 What happens when an em-
ployee does not provide a sufficient 
amount of specimen for a drug test? 

(a) If an employee does not provide a 
sufficient amount of specimen to per-
mit a drug test (i.e., 45 mL of urine in 
a single void, or 2mL oral fluid in a sin-
gle sampling, as applicable) you, as the 
collector, must provide another oppor-
tunity to the employee to do so. In ac-
cordance with the employer’s instruc-
tions, this can be done using the same 
specimen type as the original collec-
tion or this can be done by a collector 
qualified to use an alternate specimen 
collection for this purpose. 

(1) If you change to an alternate 
specimen collection at this point (i.e., 
from urine to oral fluid; or from oral 
fluid to urine), the next collection be-
gins under § 40.61(e) for urine or § 40.72 
for oral fluid collection. 

(i) If you proceed with an alternate 
specimen collection, discard the insuf-
ficient specimen and proceed with the 
next specimen collection. 

(ii) If you proceed with an alternate 
specimen collection, discard the CCF 
for the insufficient specimen and begin 
a new CCF for the next specimen col-
lection with a notation in the remarks 
section of the new CCF. 

(b)(1) As the collector, you must do 
the following when continuing with a 
urine specimen collection under this 
section: 

(i) Discard the insufficient specimen, 
except where the insufficient specimen 
was out of temperature range or 
showed evidence of adulteration or 
tampering (see § 40.65(b) and (c)). 

(ii) Urge the employee to drink up to 
40 ounces of fluid, distributed reason-
ably through a period of up to three 
hours, or until the individual has pro-
vided a sufficient urine specimen, 
whichever occurs first. It is not a re-
fusal to test if the employee declines to 
drink. Document on the Remarks line 
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of the CCF (Step 2), and inform the em-
ployee of the time at which the three- 
hour period begins and ends. 

(iii) If the employee refuses to make 
the attempt to provide a new urine 
specimen or leaves the collection site 
before the collection process is com-
plete, you must discontinue the collec-
tion, note that fact on the ‘‘Remarks’’ 
line of the CCF (Step 2), and imme-
diately notify the DER of the conduct 
as provided in § 40.191(e)(1); the em-
ployer decides whether the situation is 
deemed to be a refusal. 

(iv) If the employee has not provided 
a sufficient specimen within three 
hours of the first unsuccessful attempt 
to provide the specimen, you must dis-
continue the collection, note the fact 
on the ‘‘Remarks’’ line of the CCF 
(Step 2), and immediately notify the 
DER. You must also discard any speci-
men the employee previously provided, 
including any specimen that is ‘‘out of 
temperature range’’ or shows signs of 
tampering. In the remarks section of 
the CCF that you will distribute to the 
MRO and DER, note the fact that the 
employee provided an ‘‘out of tempera-
ture range specimen’’ or ‘‘specimen 
that shows signs of tampering’’ and 
that it was discarded because the em-
ployee did not provide a second suffi-
cient specimen. 

(2) As the collector, you must do the 
following when continuing with an oral 
fluid specimen collection under this 
section: 

(i) If the employee demonstrates an 
inability to provide a specimen after 15 
minutes of using the collection device, 
and if the donor states that he or she 
could provide a specimen after drink-
ing some fluids, urge the employee to 
drink (up to 8 ounces) and wait an addi-
tional 10 minutes before beginning the 
next specimen collection (a period of 
up to one hour must be provided, or 
until the donor has provided a suffi-
cient oral fluid specimen, whichever 
occurs first). If the employee simply 
needs more time before attempting to 
provide an oral fluid specimen, the em-
ployee is not required to drink any 
fluids during the one-hour wait time. It 
is not a refusal to test if the employee 
declines to drink. The employee must 
remain at the collection site, in a mon-

itored area designated by the collector, 
during the wait period. 

(ii) If the employee has not provided 
a sufficient specimen within one hour 
of the first unsuccessful attempt to 
provide the specimen, you must dis-
continue the collection, note the fact 
on the ‘‘Remarks’’ line of the CCF 
(Step 2), and immediately notify the 
DER. 

(3) Send Copy 2 of the CCF to the 
MRO and Copy 4 to the DER. You must 
send or fax these copies to the MRO 
and DER within 24 hours or the next 
business day. 

(c) As the DER, if the collector in-
forms you that the employee has not 
provided a sufficient amount of speci-
men (see paragraph (b) of this section), 
you must, after consulting with the 
MRO, direct the employee to obtain, 
within five days, an evaluation from a 
licensed physician, acceptable to the 
MRO, who has expertise in the medical 
issues raised by the employee’s failure 
to provide a urine (see paragraph (b)(1) 
of this section) or oral fluid (see para-
graph (b)(2) of this section) sufficient 
specimen, but not both. The evaluation 
and MRO determination required by 
this section only applies to the oral 
fluid or the urine insufficient specimen 
that was the final methodology at the 
collection site. (The MRO may perform 
this evaluation if the MRO has appro-
priate expertise.) 

(1) As the MRO, if another physician 
will perform the evaluation, you must 
provide the other physician with the 
following information and instructions: 

(i) That the employee was required to 
take a DOT drug test, but was unable 
to provide a sufficient amount of speci-
men to complete the test; 

(ii) The consequences of the appro-
priate DOT agency regulation for refus-
ing to take the required drug test; 

(iii) That the referral physician must 
agree to follow the requirements of 
paragraphs (d) through (g) of this sec-
tion. 

(2) [Reserved] 
(d) As the referral physician con-

ducting this evaluation, you must rec-
ommend that the MRO make one of the 
following determinations: 

(1) A medical condition has, or with a 
high degree of probability could have, 
precluded the employee from providing 



636 

49 CFR Subtitle A (10–1–24 Edition) § 40.195 

a sufficient amount of specimen. As the 
MRO, if you accept this recommenda-
tion, you must: 

(i) Check ‘‘Test Cancelled’’ (Step 6) 
on the CCF; and 

(ii) Sign and date the CCF. 
(2) There is not an adequate basis for 

determining that a medical condition 
has, or with a high degree of prob-
ability could have, precluded the em-
ployee from providing a sufficient 
amount of specimen. As the MRO, if 
you accept this recommendation, you 
must: 

(i) Check the ‘‘Refusal to Test’’ box 
and ‘‘Other’’ box in Step 6 on Copy 2 of 
the CCF and note the reason next to 
the ‘‘Other’’ box and on the ‘‘Remarks’’ 
lines, as needed. 

(ii) Sign and date the CCF. 
(e) For purposes of this paragraph, a 

medical condition includes an ascer-
tainable physiological condition (e.g., a 
urinary system dysfunction in the case 
of a urine test or autoimmune disorder 
in the case of an oral fluid test), or a 
medically documented pre-existing 
psychological disorder, but does not in-
clude unsupported assertions of ‘‘situ-
ational anxiety’’ or dehydration. 

(f) As the referral physician making 
the evaluation, after completing your 
evaluation, you must provide a written 
statement of your recommendations 
and the basis for them to the MRO. 
You must not include in this statement 
detailed information on the employee’s 
medical condition beyond what is nec-
essary to explain your conclusion. 

(g) If, as the referral physician mak-
ing this evaluation in the case of a pre- 
employment, return-to-duty, or follow- 
up test, you determine that the em-
ployee’s medical condition is a serious 
and permanent or long-term disability 
that is highly likely to prevent the em-
ployee from providing a sufficient 
amount of specimen for a very long or 
indefinite period of time, you must set 
forth your determination and the rea-
sons for it in your written statement to 
the MRO. As the MRO, upon receiving 
such a report, you must follow the re-
quirements of § 40.195, where applicable. 

(h) As the MRO, you must seriously 
consider and assess the referral physi-
cian’s recommendations in making 
your determination about whether the 
employee has a medical condition that 

has, or with a high degree of prob-
ability could have, precluded the em-
ployee from providing a sufficient 
amount of specimen. You must report 
your determination to the DER in 
writing as soon as you make it. 

(i) As the employer, when you receive 
a report from the MRO indicating that 
a test is cancelled as provided in para-
graph (d)(1) of this section, you take no 
further action with respect to the em-
ployee. If the test reason was ’random’, 
the employee remains in the random 
testing pool. 

[88 FR 27647, May 2, 2023] 

§ 40.195 What happens when an indi-
vidual is unable to provide a suffi-
cient amount of specimen for a pre- 
employment, follow-up, or return- 
to-duty test because of a permanent 
or long-term medical condition? 

(a) This section concerns a situation 
in which an employee has a medical 
condition that precludes him or her 
from providing a sufficient specimen 
for a pre-employment follow-up or re-
turn-to-duty test and the condition in-
volves a permanent or long-term dis-
ability. As the MRO in this situation, 
you must do the following: 

(1) You must determine if there is 
clinical evidence that the individual is 
an illicit drug user. You must make 
this determination by personally con-
ducting, or causing to be conducted, a 
medical evaluation and through con-
sultation with the employee’s physi-
cian and/or the physician who con-
ducted the evaluation under § 40.193(d). 

(2) If you do not personally conduct 
the medical evaluation, you must en-
sure that one is conducted by a li-
censed physician acceptable to you. 

(3) For purposes of this section, the 
MRO or the physician conducting the 
evaluation may conduct an alternative 
test (e.g., blood) as part of the medi-
cally appropriate procedures in deter-
mining clinical evidence of drug use. 

(b) If the medical evaluation reveals 
no clinical evidence of drug use, as the 
MRO, you must report the result to the 
employer as a negative test with writ-
ten notations regarding results of both 
the evaluation conducted under 
§ 40.193(d) and any further medical ex-
amination. This report must state the 
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basis for the determination that a per-
manent or long-term medical condition 
exists, making provision of a sufficient 
urine specimen impossible, and for the 
determination that no signs and symp-
toms of drug use exist. 

(1) Check ‘‘Negative’’ (Step 6) on the 
CCF. 

(2) Sign and date the CCF. 
(c) If the medical evaluation reveals 

clinical evidence of drug use, as the 
MRO, you must report the result to the 
employer as a cancelled test with writ-
ten notations regarding results of both 
the evaluation conducted under 
§ 40.193(d) and any further medical ex-
amination. This report must state that 
a permanent or long-term medical con-
dition exists, making provision of a 
sufficient urine specimen impossible, 
and state the reason for the determina-
tion that signs and symptoms of drug 
use exist. Because this is a cancelled 
test, it does not serve the purposes of a 
negative test (i.e., the employer is not 
authorized to allow the employee to 
begin or resume performing safety-sen-
sitive functions, because a negative 
test is needed for that purpose). 

(d) For purposes of this section, per-
manent or long-term medical condi-
tions are those physiological, ana-
tomic, or psychological abnormalities 
documented as being present prior to 
the attempted collection, and consid-
ered not amenable to correction or 
cure for an extended period of time, if 
ever. 

(1) Examples would include destruc-
tion (any cause) of the glomerular fil-
tration system leading to renal failure; 
unrepaired traumatic disruption of the 
urinary tract; or a severe psychiatric 
disorder focused on genito-urinary 
matters. 

(2) Acute or temporary medical con-
ditions, such as cystitis, urethritis or 
prostatitis, though they might inter-
fere with collection for a limited period 
of time, cannot receive the same excep-
tional consideration as the permanent 
or long-term conditions discussed in 
paragraph (d)(1) of this section. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41953, Aug. 9, 2001] 

§ 40.197 What happens when an em-
ployer receives a report of a dilute 
urine specimen? 

(a) As the employer, if the MRO in-
forms you that a positive drug test was 
dilute, you simply treat the test as a 
verified positive test. You must not di-
rect the employee to take another test 
based on the fact that the specimen 
was dilute. 

(b) As an employer, if the MRO in-
forms you that a negative test was di-
lute, take the following action: 

(1) If the MRO directs you to conduct 
a recollection under direct observation 
(i.e., because the creatinine concentra-
tion of the specimen was equal to or 
greater than 2mg/dL, but less than or 
equal to 5 mg/dL (see § 40.155(c)), you 
must do so immediately. 

(2) Otherwise (i.e., if the creatinine 
concentration of the dilute specimen is 
greater than 5 mg/dL), you may, but 
are not required to, direct the em-
ployee to take another test imme-
diately. 

(i) Such recollections must not be 
collected under direct observation, un-
less there is another basis for use of di-
rect observation (see § 40.67 (b) and (c)). 

(ii) You must treat all employees the 
same for this purpose. For example, 
you must not retest some employees 
and not others. You may, however, es-
tablish different policies for different 
types of tests (e.g., conduct retests in 
pre-employment situations, but not in 
random test situations). You must in-
form your employees in advance of 
your decisions on these matters. 

(c) The following provisions apply to 
all tests you direct an employee to 
take under paragraph (b) of this sec-
tion: 

(1) You must ensure that the em-
ployee is given the minimum possible 
advance notice that he or she must go 
to the collection site; 

(2) You must treat the result of the 
test you directed the employee to take 
under paragraph (b) of this section— 
and not a prior test—as the test result 
of record, on which you rely for pur-
poses of this part; 

(3) If the result of the test you di-
rected the employee to take under 
paragraph (b)(1) of this section is also 
negative and dilute, you are not per-
mitted to make the employee take an 
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additional test because the result was 
dilute. 

(4) If the result of the test you di-
rected the employee to take under 
paragraph (b)(2) of this section is also 
negative and dilute, you are not per-
mitted to make the employee take an 
additional test because the result was 
dilute. Provided, however, that if the 
MRO directs you to conduct a recollec-
tion under direct observation under 
paragraph (b)(1) of this section, you 
must immediately do so. 

(5) If the employee declines to take a 
test you directed him or her to take 
under paragraph (b) of this section, the 
employee has refused the test for pur-
poses of this part and DOT agency reg-
ulations. 

[68 FR 31626, May 28, 2003, as amended at 69 
FR 64867, Nov. 9, 2004; 73 FR 35974, June 25, 
2008] 

§ 40.199 What problems always cause a 
drug test to be cancelled? 

(a) As the MRO, when the laboratory 
discovers a ‘‘fatal flaw’’ during its 
processing of incoming specimens (see 
§ 40.83), the laboratory will report to 
you that the specimen has been ‘‘Re-
jected for Testing’’ (with the reason 
stated). You must always cancel such a 
test. 

(b) The following are ‘‘fatal flaws’’: 
(1) There is no CCF; 
(2) In cases where a specimen has 

been collected, there is no specimen 
submitted with the CCF; 

(3) There is no printed collector’s 
name and no collector’s signature; 

(4) Two separate collections are per-
formed using one CCF; 

(5) The specimen ID numbers on the 
specimen bottle and the CCF do not 
match; 

(6) The specimen bottle seal is broken 
or shows evidence of tampering (and a 
split specimen cannot be re-designated, 
see § 40.83(h)); or 

(7) Because of leakage or other 
causes, there is an insufficient amount 
of specimen in the primary specimen 
bottle for analysis and the specimens 
cannot be re-designated (see § 40.83(h)). 

(8) For an oral fluid collection, the 
collector used an expired device at the 
time of collection. 

(9) For an oral fluid collection, the 
collector failed to enter the expiration 

date in Step 4 of the CCF and the lab-
oratory confirmed that the device was 
expired. 

(c) You must report the result as pro-
vided in § 40.161. 

[65 FR 79526, Dec. 19, 2000, as amended at 82 
FR 52245, Nov. 13, 2017; 88 FR 27648, May 2, 
2023] 

§ 40.201 What problems always cause a 
drug test to be cancelled and may 
result in a requirement for another 
collection? 

As the MRO, you must cancel a drug 
test when a laboratory reports that 
any of the following problems have oc-
curred. You must inform the DER that 
the test was cancelled. You must also 
direct the DER to ensure that an addi-
tional collection occurs immediately, 
if required by the applicable procedures 
specified in paragraphs (a) through (e) 
of this section. 

(a) The laboratory reports an ‘‘In-
valid Result.’’ You must follow applica-
ble procedures in § 40.159 (recollection 
under direct observation may be re-
quired). 

(b) The laboratory reports the result 
as ‘‘Rejected for Testing.’’ You must 
follow applicable procedures in § 40.161 
(a recollection may be required). 

(c) The laboratory reports that the 
split specimen failed to reconfirm all of 
the primary specimen results because 
the drug(s)/drug metabolite(s) were not 
detected; adulteration criteria were 
not met; and/or substitution criteria 
were not met. You must follow the ap-
plicable procedures in § 40.187(b)—no 
recollection is required in this case, 
unless the split specimen creatinine 
concentration for a substituted pri-
mary specimen was greater than or 
equal to 2mg/dL but less than or equal 
to 5mg/ dL, or the primary specimen 
had an invalid result which was not re-
ported to the DER. Both these cases re-
quire recollection under direct observa-
tion. 

(d) The laboratory reports that the 
split specimen failed to reconfirm all of 
the primary specimen results, and that 
the split specimen was invalid. You 
must follow the procedures in 
§ 40.187(c)(1)—recollection under direct 
observation is required in this case. 

(e) The laboratory reports that the 
split specimen failed to reconfirm all of 
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the primary specimen results because 
the split specimen was not available 
for testing or there was no split labora-
tory available to test the specimen. 
You must follow the applicable proce-
dures in § 40.187(e)—recollection under 
direct observation is required in this 
case. 

(f) The examining physician has de-
termined that there is an acceptable 
medical explanation of the employee’s 
failure to provide a sufficient amount 
of specimen. You must follow applica-
ble procedures in § 40.193(d)(1) (no recol-
lection is required in this case). 

[65 FR 79526, Dec. 19, 2000, as amended at 73 
FR 35974, June 25, 2008; 88 FR 27648, May 2, 
2023] 

§ 40.203 What problems cause a drug 
test to be cancelled unless they are 
corrected? 

(a) As the MRO, when a laboratory 
discovers a ‘‘correctable flaw’’ during 
its processing of incoming specimens 
(see § 40.83), the laboratory will at-
tempt to correct it. If the laboratory is 
unsuccessful in this attempt, it will re-
port to you that the specimen has been 
‘‘Rejected for Testing’’ (with the rea-
son stated). 

(b) The following is a ‘‘correctable 
flaw’’ that laboratories must attempt 
to correct: The collector’s signature is 
omitted on the certification statement 
on the CCF. 

(c) As the MRO, when you discover a 
‘‘correctable flaw’’ during your review 
of the CCF, you must cancel the test 
unless the flaw is corrected. 

(d) The following are correctable 
flaws that you must attempt to cor-
rect: 

(1) The employee’s signature is omit-
ted from the certification statement, 
unless the employee’s failure or refusal 
to sign is noted on the ‘‘Remarks’’ line 
of the CCF. 

(2) The certifying scientist’s signa-
ture is omitted on Copy 1 of the CCF 
for a positive, adulterated, substituted, 
or invalid test result. 

(3) The collector uses a non-Federal 
form or an expired CCF for the test. 
This flaw may be corrected through the 
procedure set forth in § 40.205(b)(2), pro-
vided that the collection testing proc-
ess has been conducted in accordance 

with the procedures in this part in an 
HHS-certified laboratory. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41954, Aug. 9, 2001; 75 FR 59108, Sept. 27, 
2010; 76 FR 59578, Sept. 27, 2011; 82 FR 52246, 
Nov. 13, 2017] 

§ 40.205 How are drug test problems 
corrected? 

(a) As a collector, you have the re-
sponsibility of trying to successfully 
complete a collection procedure for 
each employee. 

(1) If, during or shortly after the col-
lection process, you become aware of 
any event that prevents the completion 
of a valid test or collection (e.g., a pro-
cedural or paperwork error), you must 
try to correct the problem promptly, if 
doing so is practicable. You may con-
duct another collection as part of this 
effort. 

(2) If another collection is necessary, 
you must begin the new collection pro-
cedure as soon as possible, using a new 
CCF and a new collection kit. 

(b) If, as a collector, laboratory, 
MRO, employer, or other person imple-
menting these drug testing regula-
tions, you become aware of a problem 
that can be corrected (see § 40.203), but 
which has not already been corrected 
under paragraph (a) of this section, you 
must take all practicable action to cor-
rect the problem so that the test is not 
cancelled. 

(1) If the problem resulted from the 
omission of required information, you 
must, as the person responsible for pro-
viding that information, supply in 
writing the missing information and a 
statement that it is true and accurate. 
For example, suppose you are a col-
lector, and you forgot to make a nota-
tion on the ‘‘Remarks’’ line of the CCF 
that the employee did not sign the cer-
tification. You would, when the prob-
lem is called to your attention, supply 
a signed statement that the employee 
failed or refused to sign the certifi-
cation and that your statement is true 
and accurate. You must supply this in-
formation on the same business day on 
which you are notified of the problem, 
transmitting it by fax or courier. 

(2) If the problem is the use of a non- 
Federal form or an expired Federal 
form, you must provide a signed state-
ment (i.e., a memorandum for the 
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record). It must state that the incor-
rect form contains all the information 
needed for a valid DOT drug test, and 
that the incorrect form was used inad-
vertently or as the only means of con-
ducting a test, in circumstances be-
yond your control. The statement must 
also list the steps you have taken to 
prevent future use of non-Federal 
forms or expired Federal forms for DOT 
tests. For this flaw to be corrected, the 
test of the specimen must have oc-
curred at a HHS-certified laboratory 
where it was tested consistent with the 
requirements of this part. You must 
supply this information on the same 
business day on which you are notified 
of the problem, transmitting it by fax 
or courier. 

(3) You must maintain the written 
documentation of a correction with the 
CCF. 

(4) You must mark the CCF in such a 
way (e.g., stamp noting correction) as 
to make it obvious on the face of the 
CCF that you corrected the flaw. 

(c) If the correction does not take 
place, as the MRO you must cancel the 
test. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41954, Aug. 9, 2001] 

§ 40.207 What is the effect of a can-
celled drug test? 

(a) A cancelled drug test is neither 
positive nor negative. 

(1) As an employer, you must not at-
tach to a cancelled test the con-
sequences of a positive test or other 
violation of a DOT drug testing regula-
tion (e.g., removal from a safety-sen-
sitive position). 

(2) As an employer, you must not use 
a cancelled test for the purposes of a 
negative test to authorize the em-
ployee to perform safety-sensitive 
functions (i.e., in the case of a pre-em-
ployment, return-to-duty, or follow-up 
test). 

(3) However, as an employer, you 
must not direct a recollection for an 
employee because a test has been can-
celled, except in the situations cited in 
paragraph (a)(2) of this section or other 
provisions of this part that require an-
other test to be conducted (e.g., 
§§ 40.159(a)(5) and 40.187(b)(2), (c)(1), and 
(e). 

(b) A cancelled test does not count 
toward compliance with DOT require-
ments (e.g., being applied toward the 
number of tests needed to meet the em-
ployer’s minimum random testing 
rate). 

(c) A cancelled DOT test does not 
provide a valid basis for an employer to 
conduct a non-DOT test (i.e., a test 
under company authority). 

(d) If a test is cancelled for a 
correctible flaw (e.g., § 40.203 or § 40.205), 
only the MRO who cancelled the test 
can reverse the cancellation and must 
do so within 60 days of the cancella-
tion. After 60 days, the MRO who can-
celled the test cannot reverse the can-
cellation without the permission of 
ODAPC. For example, if an MRO can-
cels a test because the MRO did not re-
ceive a copy of the CCF, but later re-
ceives a copy of the CCF, the MRO may 
reverse the decision to cancel the test 
within 60 days. After 60 days, the MRO 
must contact ODAPC for permission to 
reverse the cancellation. An MRO must 
not reverse the cancellation of a test 
that the laboratory has reported as re-
jected for testing, as described in 
§ 40.83(g). A laboratory is not author-
ized to reverse a cancellation due to a 
fatal flaw, as described in § 40.199. 

[65 FR 79526, Dec. 19, 2000, as amended at 73 
FR 35975, June 25, 2008; 88 FR 27648, May 2, 
2023; 89 FR 51983, June 21, 2024] 

§ 40.208 What problems require correc-
tive action but do not result in the 
cancellation of a test? 

(a) If, as a laboratory, collector, em-
ployer, or other person implementing 
the DOT drug testing program, you be-
come aware that any of the following 
omissions listed in paragraphs (a)(1) 
through (3) of this section occurred, 
you must take corrective action, in-
cluding securing a memorandum for 
the record explaining the problem and 
taking appropriate action to ensure the 
problem does not recur: 

(1) For a urine collection, the speci-
men temperature on the CCF was not 
checked and the ‘‘Remarks’’ line did 
not contain an entry regarding the 
temperature being out of range; or 

(2) For an oral fluid collection, the 
collector failed to check the box in 
Step 2 of the CCF that indicates ‘‘Each 
Device was Within Expiration Date’’ 
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but the collector entered the ‘‘Split 
Specimen Device Expiration Date’’ in 
Step 4 of the CCF. 

(3) For an oral fluid collection, the 
collector erred by entering the expira-
tion date as the ‘‘Primary/Single Spec-
imen Device Expiration Date’’ instead 
of entering the date as the ‘‘Split Spec-
imen Device Expiration Date’’ in Step 4 
of the CCF. 

(b) The errors listed in paragraph (a) 
of this section do not result in the can-
cellation of the test. 

(c) As an employer or service agent, 
the errors listed in paragraph (a) of 
this section, even though not sufficient 
to cancel a drug test result, may sub-
ject you to enforcement action under 
DOT agency regulations or subpart R 
of this part. 

[88 FR 27649, May 2, 2023] 

§ 40.209 What procedural problems do 
not result in the cancellation of a 
test and do not require correction? 

(a) As a collector, laboratory, MRO, 
employer or other person admin-
istering the drug testing process, you 
must document any errors in the test-
ing process of which you become aware, 
even if they are not considered prob-
lems that will cause a test to be can-
celled as listed in this subpart. Deci-
sions about the ultimate impact of 
these errors will be determined by 
other administrative or legal pro-
ceedings, subject to the limitations of 
paragraph (b) of this section. 

(b) No person concerned with the 
testing process may declare a test can-
celled based on an error that does not 
have a significant adverse effect on the 
right of the employee to have a fair 
and accurate test. Matters that do not 
result in the cancellation of a test in-
clude, but are not limited to, the fol-
lowing: 

(1) A minor administrative mistake 
(e.g., the omission of the employee’s 
middle initial, a transposition of num-
bers in the employee’s SSN or Em-
ployee ID No., the omission of the DOT 
Agency in Step 1–D of the CCF.) 

(2) An error that does not affect em-
ployee protections under this part (e.g., 
the collector’s failure to add bluing 
agent to the toilet bowl, which ad-
versely affects only the ability of the 

collector to detect tampering with the 
specimen by the employee); 

(3) The collection of a specimen by a 
collector who is required to have been 
trained (see § 40.33 or 40.35), but who has 
not met this requirement; 

(4) A delay in the collection process 
(see § 40.61(a)); 

(5) Verification of a test result by an 
MRO who has the basic credentials to 
be qualified as an MRO (see § 40.121(a) 
through (b)) but who has not met train-
ing and/or documentation requirements 
(see § 40.121(c) through (e)); 

(6) The failure to directly observe or 
monitor a collection that the rule re-
quires or permits to be directly ob-
served or monitored, or the unauthor-
ized use of direct observation or moni-
toring for a collection; 

(7) The fact that a test was conducted 
in a facility that does not meet the re-
quirements of § 40.42; 

(8) If the specific name of the courier 
on the CCF is omitted or erroneous; 

(9) Personal identifying information 
is inadvertently contained on the CCF 
(e.g., the employee signs his or her 
name on Copy 1); or 

(10) Claims that the employee was 
improperly selected for testing. 

(11) The failure to use a new CCF for 
a second collection after an insuffi-
cient specimen was conducted under a 
different methodology (e.g., failing to 
use a new CCF for an oral fluid test 
after an insufficient quantity of urine 
was produced on a urine test.) 

(c) As an employer or service agent, 
these types of errors, even though not 
sufficient to cancel a drug test result, 
may subject you to enforcement action 
under DOT agency regulations or ac-
tion under Subpart R of this part. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41954, Aug. 9, 2001; 75 FR 59108, Sept. 27, 
2010; 88 FR 27649, May 2, 2023] 

§ 40.210 What kinds of drug tests are 
permitted under the regulations? 

Both urine and oral fluid specimens 
are authorized for collection and test-
ing under this part. An employer can 
use one or the other, but not both at 
the beginning of the testing event. For 
example, if an employee is sent for a 
test, either a urine or oral fluid speci-
men can be collected, but not both si-
multaneously. However, if there is a 
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problem in the collection that neces-
sitates a second collection (e.g., insuffi-
cient quantity of urine, temperature 
out of range, or insufficient saliva), 
then a different specimen type could be 
chosen by the employer (i.e., through a 
standing order or a discussion with the 
collector) or its service agent (i.e., if 
there is no standing order and the serv-
ice agent cannot contact the DER) to 
complete the collection process for the 
testing event. Only urine and oral fluid 
specimens screened and confirmed at 
HHS-certified laboratories (see § 40.81) 
are allowed for drug testing under this 
part. Point-of-collection (POC) urine, 
POC oral fluid drug testing, hair test-
ing, or instant tests are not authorized. 

[88 FR 27649, May 2, 2023] 

Subpart J—Alcohol Testing 
Personnel 

§ 40.211 Who conducts DOT alcohol 
tests? 

(a) Screening test technicians (STTs) 
and breath alcohol technicians (BATs) 
meeting their respective requirements 
of this subpart are the only people au-
thorized to conduct DOT alcohol tests. 

(b) An STT can conduct only alcohol 
screening tests, but a BAT can conduct 
alcohol screening and confirmation 
tests. 

(c) As a BAT- or STT-qualified imme-
diate supervisor of a particular em-
ployee, you may not act as the STT or 
BAT when that employee is tested, un-
less no other STT or BAT is available 
and DOT agency regulations do not 
prohibit you from doing so. 

§ 40.213 What training requirements 
must STTs and BATs meet? 

To be permitted to act as a BAT or 
STT in the DOT alcohol testing pro-
gram, you must meet each of the re-
quirements of this section: 

(a) You must be knowledgeable about 
the alcohol testing procedures in this 
part and the current DOT guidance. 
Procedures and guidance are available 
from ODAPC (Department of Transpor-
tation, 1200 New Jersey Avenue SE., 
Washington, DC 20590, 202–366–3784, or 
on the ODAPC Web site, http:// 
www.transportation.gov/odapc). You 
must keep current on any changes to 

these materials. You must subscribe to 
the ODAPC list-serve at (https:// 
www.transportation.gov/odapc/get-odapc- 
email-updates). 

(b) Qualification training. You must 
receive qualification training meeting 
the requirements of this paragraph (b). 

(1) Qualification training must be in 
accordance with the DOT Model BAT 
or STT Course, as applicable. The DOT 
Model Courses are available from 
ODAPC (Department of Transpor-
tation, 1200 New Jersey Avenue, SE., 
Washington DC, 20590, 202–366–3784, or 
on the ODAPC web site, http:// 
www.dot.gov/ost/dapc). The training can 
also be provided using a course of in-
struction equivalent to the DOT Model 
Courses. On request, ODAPC will re-
view BAT and STT instruction courses 
for equivalency. 

(2) Qualification training must in-
clude training to proficiency in using 
the alcohol testing procedures of this 
part and in the operation of the par-
ticular alcohol testing device(s) (i.e., 
the ASD(s) or EBT(s)) you will be 
using. 

(3) The training must emphasize that 
you are responsible for maintaining the 
integrity of the testing process, ensur-
ing the privacy of employees being 
tested, and avoiding conduct or state-
ments that could be viewed as offensive 
or inappropriate. 

(4) The instructor must be an indi-
vidual who has demonstrated necessary 
knowledge, skills, and abilities by reg-
ularly conducting DOT alcohol tests as 
an STT or BAT, as applicable, for a pe-
riod of at least a year, who has con-
ducted STT or BAT training, as appli-
cable, under this part for a year, or 
who has successfully completed a 
‘‘train the trainer’’ course. 

(c) Initial Proficiency Demonstration. 
Following your completion of quali-
fication training under paragraph (b) of 
this section, you must demonstrate 
proficiency in alcohol testing under 
this part by completing seven consecu-
tive error-free mock tests (BATs) or 
five consecutive error-free tests 
(STTs). 

(1) Another person must monitor and 
evaluate your performance, in person 
or by a means that provides real-time 
observation and interaction between 
the instructor and trainee, and attest 
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in writing that the mock collections 
are ‘‘error-free.’’ This person must be 
an individual who meets the require-
ments of paragraph (b)(4) of this sec-
tion. 

(2) These tests must use the alcohol 
testing devices (e.g., EBT(s) or ASD(s)) 
that you will use as a BAT or STT. 

(3) If you are an STT who will be 
using an ASD that indicates readings 
by changes, contrasts, or other read-
ings in color, you must demonstrate as 
part of the mock test that you are able 
to discern changes, contrasts, or read-
ings correctly. 

(d) You must meet the requirements 
of paragraphs (b) and (c) of this section 
before you begin to perform STT or 
BAT functions. 

(e) Refresher training. No less fre-
quently than every five years from the 
date on which you satisfactorily com-
plete the requirements of paragraphs 
(b) and (c) of this section, you must 
complete refresher training that meets 
all the requirements of paragraphs (b) 
and (c) of this section. 

(f) Error Correction Training. If you 
make a mistake in the alcohol testing 
process that causes a test to be can-
celled (i.e., a fatal or uncorrected flaw), 
you must undergo error correction 
training. This training must occur 
within 30 days of the date you are noti-
fied of the error that led to the need for 
retraining. 

(1) Error correction training must be 
provided and your proficiency docu-
mented in writing by a person who 
meets the requirements of paragraph 
(b)(4) of this section. 

(2) Error correction training is re-
quired to cover only the subject matter 
area(s) in which the error that caused 
the test to be cancelled occurred. 

(3) As part of the error correction 
training, you must demonstrate your 
proficiency in the alcohol testing pro-
cedures of this part by completing 
three consecutive error-free mock 
tests. The mock tests must include one 
uneventful scenario and two scenarios 
related to the area(s) in which your 
error(s) occurred. The person providing 
the training must monitor and evalu-
ate your performance and attest in 
writing that the mock tests were error- 
free. 

(g) Documentation. You must main-
tain documentation showing that you 
currently meet all requirements of this 
section. You must provide this docu-
mentation on request to DOT agency 
representatives and to employers and 
C/TPAs who are negotiating to use 
your services. 

(h) Other persons who may serve as 
BATs or STTs. (1) Anyone meeting the 
requirements of this section to be a 
BAT may act as an STT, provided that 
the individual has demonstrated initial 
proficiency in the operation of the ASD 
that he or she is using, as provided in 
paragraph (c) of this section. 

(2) Law enforcement officers who 
have been certified by state or local 
governments to conduct breath alcohol 
testing are deemed to be qualified as 
BATs. They are not required to also 
complete the training requirements of 
this section in order to act as BATs. In 
order for a test conducted by such an 
officer to be accepted under DOT alco-
hol testing requirements, the officer 
must have been certified by a state or 
local government to use the EBT or 
ASD that was used for the test. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41954, Aug. 9, 2001; 75 FR 5244, Feb. 2, 2010; 
82 FR 52246, Nov. 13, 2017] 

§ 40.215 What information about the 
DER do employers have to provide 
to BATs and STTs? 

As an employer, you must provide to 
the STTs and BATs the name and tele-
phone number of the appropriate DER 
(and C/TPA, where applicable) to con-
tact about any problems or issues that 
may arise during the testing process. 

Subpart K—Testing Sites, Forms, 
Equipment and Supplies Used 
in Alcohol Testing 

§ 40.221 Where does an alcohol test 
take place? 

(a) A DOT alcohol test must take 
place at an alcohol testing site meeting 
the requirements of this section. 

(b) If you are operating an alcohol 
testing site, you must ensure that it 
meets the security requirements of 
§ 40.223. 

(c) If you are operating an alcohol 
testing site, you must ensure that it 
provides visual and aural privacy to 
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the employee being tested, sufficient to 
prevent unauthorized persons from see-
ing or hearing test results. 

(d) If you are operating an alcohol 
testing site, you must ensure that it 
has all needed personnel, materials, 
equipment, and facilities to provide for 
the collection and analysis of breath 
and/or saliva samples, and a suitable 
clean surface for writing. 

(e) If an alcohol testing site fully 
meeting all the visual and aural pri-
vacy requirements of paragraph (c) is 
not readily available, this part allows a 
reasonable suspicion or post-accident 
test to be conducted at a site that par-
tially meets these requirements. In 
this case, the site must afford visual 
and aural privacy to the employee to 
the greatest extent practicable. 

(f) An alcohol testing site can be in a 
medical facility, a mobile facility (e.g., 
a van), a dedicated collection facility, 
or any other location meeting the re-
quirements of this section. 

§ 40.223 What steps must be taken to 
protect the security of alcohol test-
ing sites? 

(a) If you are a BAT, STT, or other 
person operating an alcohol testing 
site, you must prevent unauthorized 
personnel from entering the testing 
site. 

(1) The only people you are to treat 
as authorized persons are employees 
being tested, BATs, STTs, and other al-
cohol testing site workers, DERs, em-
ployee representatives authorized by 
the employer (e.g., on the basis of em-
ployer policy or labor-management 
agreement), and DOT agency represent-
atives. 

(2) You must ensure that all persons 
are under the supervision of a BAT or 
STT at all times when permitted into 
the site. 

(3) You may remove any person who 
obstructs, interferes with, or causes 
unnecessary delay in the testing proc-
ess. 

(b) As the BAT or STT, you must not 
allow any person other than you, the 
employee, or a DOT agency representa-
tive to actually witness the testing 
process (see §§ 40.241–40.255). 

(c) If you are operating an alcohol 
testing site, you must ensure that 
when an EBT or ASD is not being used 

for testing, you store it in a secure 
place. 

(d) If you are operating an alcohol 
testing site, you must ensure that no 
one other than BATs or other employ-
ees of the site have access to the site 
when an EBT is unsecured. 

(e) As a BAT or STT, to avoid dis-
traction that could compromise secu-
rity, you are limited to conducting an 
alcohol test for only one employee at a 
time. 

(1) When an EBT screening test on an 
employee indicates an alcohol con-
centration of 0.02 or higher, and the 
same EBT will be used for the con-
firmation test, you are not allowed to 
use the EBT for a test on another em-
ployee before completing the confirma-
tion test on the first employee. 

(2) As a BAT who will conduct both 
the screening and the confirmation 
test, you are to complete the entire 
screening and confirmation process on 
one employee before starting the 
screening process on another employee. 

(3) You are not allowed to leave the 
alcohol testing site while the testing 
process for a given employee is in 
progress, except to notify a supervisor 
or contact a DER for assistance in the 
case an employee or other person who 
obstructs, interferes with, or unneces-
sarily delays the testing process. 

§ 40.225 What form is used for an alco-
hol test? 

(a) The DOT Alcohol Testing Form 
(ATF) must be used for every DOT al-
cohol test. The ATF must be a three- 
part carbonless manifold form. The 
ATF is found in appendix I to this part. 
You may view this form on the ODAPC 
web site (http://www.transportation.gov/ 
odapc). 

(b) As an employer in the DOT alco-
hol testing program, you are not per-
mitted to modify or revise the ATF ex-
cept as follows: 

(1) You may include other informa-
tion needed for billing purposes, out-
side the boundaries of the form. 

(2) You may use a ATF directly gen-
erated by an EBT which omits the 
space for affixing a separate printed re-
sult to the ATF, provided the EBT 
prints the result directly on the ATF. 
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(3) You may use an ATF that has the 
employer’s name, address, and tele-
phone number preprinted. In addition, 
a C/TPA’s name, address, and telephone 
number may be included, to assist with 
negative results. 

(4) You may use an ATF in which all 
pages are printed on white paper. You 
may modify the ATF by using colored 
paper, or have clearly discernable bor-
ders or designation statements on Copy 
2 and Copy 3. When colors are used, 
they must be green for Copy 2 and blue 
for Copy 3. 

(5) As a BAT or STT, you may add, 
on the ‘‘Remarks’’ line of the ATF, the 
name of the DOT agency under whose 
authority the test occurred. 

(6) As a BAT or STT, you may use a 
ATF that has your name, address, and 
telephone number preprinted, but 
under no circumstances can your sig-
nature be preprinted. 

(c) As an employer, you may use an 
equivalent foreign-language version of 
the ATF approved by ODAPC. You may 
use such a non-English language form 
only in a situation where both the em-
ployee and BAT/STT understand and 
can use the form in that language. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41954, Aug. 9, 2001; 75 FR 8529, Feb. 25, 
2010; 75 FR 13009, Mar. 18, 2010; 82 FR 52246, 
Nov. 13, 2017; 88 FR 27649, May 2, 2023] 

§ 40.227 May employers use the ATF 
for non-DOT tests, or non-DOT 
forms for DOT tests? 

(a) No, as an employer, BAT, or STT, 
you are prohibited from using the ATF 
for non-DOT alcohol tests. You are also 
prohibited from using non-DOT forms 
for DOT alcohol tests. Doing either 
subjects you to enforcement action 
under DOT agency regulations. 

(b) If the STT or BAT, either by mis-
take, or as the only means to conduct 
a test under difficult circumstances 
(e.g., post-accident test with insuffi-
cient time to obtain the ATF), uses a 
non-DOT form for a DOT test, the use 
of a non-DOT form does not, in and of 
itself, require the employer or service 
agent to cancel the test. However, in 
order for the test to be considered 
valid, a signed statement must be ob-
tained from the STT or BAT in accord-
ance with § 40.271(b) . 

§ 40.229 What devices are used to con-
duct alcohol screening tests? 

ASDs listed on ODAPC’s Web page 
for ‘‘Approved Screening Devices to 
Measure Alcohol in Bodily Fluids’’ and 
EBTs listed on ODAPC’s Web page for 
‘‘Approved Evidential Breath Measure-
ment Devices’’ are the only devices you 
are allowed to use to conduct alcohol 
screening tests under this part. You 
may use an ASD for DOT alcohol tests 
only if there are instructions for its 
use in this part. An ASD can be used 
only for screening tests for alcohol, 
and must not be used for confirmation 
tests. 

[82 FR 52246, Nov. 13, 2017] 

§ 40.231 What devices are used to con-
duct alcohol confirmation tests? 

(a) EBTs on ODAPC’s Web page for 
‘‘Approved Evidential Breath Measure-
ment Devices’’ that meet the require-
ments of paragraph (b) of this section 
are the only devices you may use to 
conduct alcohol confirmation tests 
under this part. 

(b) To conduct a confirmation test, 
you must use an EBT that has the fol-
lowing capabilities: 

(1) Provides a printed triplicate re-
sult (or three consecutive identical 
copies of a result) of each breath test; 

(2) Assigns a unique number to each 
completed test, which the BAT and em-
ployee can read before each test and 
which is printed on each copy of the re-
sult; 

(3) Prints, on each copy of the result, 
the manufacturer’s name for the de-
vice, 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) Performs an external calibration 

check. 

[65 FR 79526, Dec. 19, 2000, as amended at 82 
FR 52246, Nov. 13, 2017] 

§ 40.233 What are the requirements for 
proper use and care of EBTs? 

(a) As an EBT manufacturer, you 
must submit, for NHTSA approval, a 
quality assurance plan (QAP) for your 
EBT before ODAPC places the EBT on 
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its Web page for ‘‘Approved Evidential 
Breath Measurement Devices.’’ 

(1) Your QAP must specify the meth-
ods used to perform external calibra-
tion checks on the EBT, the tolerances 
within which the EBT is regarded as 
being in proper calibration, and the in-
tervals at which these checks must be 
performed. In designating these inter-
vals, your QAP must take into account 
factors like frequency of use, environ-
mental conditions (e.g., temperature, 
humidity, altitude) and type of oper-
ation (e.g., stationary or mobile). 

(2) Your QAP must also specify the 
inspection, maintenance, and calibra-
tion requirements and intervals for the 
EBT. 

(b) As the manufacturer, you must 
include, with each EBT, instructions 
for its use and care consistent with the 
QAP. 

(c) As the user of the EBT (e.g., em-
ployer, service agent), you must do the 
following: 

(1) You must follow the manufactur-
er’s instructions (see paragraph (b) of 
this section), including performance of 
external calibration checks at the in-
tervals the instructions specify. 

(2) In conducting external calibration 
checks, you must use only calibration 
devices appearing on NHTSA’s CPL for 
‘‘Calibrating Units for Breath Alcohol 
Tests.’’ 

(3) If an EBT fails an external check 
of calibration, you must take the EBT 
out of service. You may not use the 
EBT again for DOT alcohol testing 
until it is repaired and passes an exter-
nal calibration check. 

(4) You must maintain records of the 
inspection, maintenance, and calibra-
tion of EBTs as provided in 
§ 40.333(a)(3). 

(5) You must ensure that inspection, 
maintenance, and calibration of the 
EBT are performed by its manufacturer 
or a maintenance representative cer-
tified either by the manufacturer or by 
a state health agency or other appro-
priate state agency. 

[65 FR 79526, Dec. 19, 2000, as amended at 82 
FR 52246, Nov. 13, 2017] 

§ 40.235 What are the requirements for 
proper use and care of ASDs? 

(a) As an ASD manufacturer, you 
must submit, for NHTSA approval, a 

QAP for your ASD before NHTSA ap-
proves it and ODAPC places the device 
on its Web page for ‘‘Approved Screen-
ing Devices to Measure Alcohol in Bod-
ily Fluids’’. Your QAP must specify the 
methods used for quality control 
checks, temperatures at which the 
ASD must be stored and used, the shelf 
life of the device, and environmental 
conditions (e.g., temperature, altitude, 
humidity) that may affect the ASD’s 
performance. 

(b) As a manufacturer, you must in-
clude with each ASD instructions for 
its use and care consistent with the 
QAP. The instructions must include di-
rections on the proper use of the ASD, 
and, where applicable the time within 
which the device must be read, and the 
manner in which the reading is made. 

(c) As the user of the ADS (e.g., em-
ployer, STT), you must follow the QAP 
instructions. 

(d) You are not permitted to use an 
ASD that does not pass the specified 
quality control checks or that has 
passed its expiration date. 

(e) As an employer, with respect to 
breath ASDs, you must also follow the 
device use and care requirements of 
§ 40.233 . 

[65 FR 79526, Dec. 19, 2000, as amended at 82 
FR 52246, Nov. 13, 2017] 

Subpart L—Alcohol Screening 
Tests 

§ 40.241 What are the first steps in any 
alcohol screening test? 

As the BAT or STT you will take the 
following steps to begin all alcohol 
screening tests, regardless of the type 
of testing device you are using: 

(a) When a specific time for an em-
ployee’s test has been scheduled, or the 
collection site is at the employee’s 
worksite, and the employee does not 
appear at the collection site at the 
scheduled time, contact the DER to de-
termine the appropriate interval with-
in which the DER has determined the 
employee is authorized to arrive. If the 
employee’s arrival is delayed beyond 
that time, you must notify the DER 
that the employee has not reported for 
testing. In a situation where a C/TPA 
has notified an owner/operator or other 
individual employee to report for test-
ing and the employee does not appear, 
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the C/TPA must notify the employee 
that he or she has refused to test. 

(b) Ensure that, when the employee 
enters the alcohol testing site, you 
begin the alcohol testing process with-
out undue delay. For example, you 
must not wait because the employee 
says he or she is not ready or because 
an authorized employer or employee 
representative is delayed in arriving. 

(1) If the employee is also going to 
take a DOT drug test, you must, to the 
greatest extent practicable, ensure 
that the alcohol test is completed be-
fore the urine collection process be-
gins. 

(2) If the employee needs medical at-
tention (e.g., an injured employee in an 
emergency medical facility who is re-
quired to have a post-accident test), do 
not delay this treatment to conduct a 
test. 

(c) Require the employee to provide 
positive identification. You must see a 
photo ID issued by the employer (other 
than in the case of an owner-operator 
or other self-employer individual) or a 
Federal, state, or local government 
(e.g., a driver’s license). You may not 
accept faxes or photocopies of identi-
fication. Positive identification by an 
employer representative (not a co- 
worker or another employee being test-
ed) is also acceptable. If the employee 
cannot produce positive identification, 
you must contact a DER to verify the 
identity of the employee. 

(d) If the employee asks, provide your 
identification to the employee. Your 
identification must include your name 
and your employer’s name but is not 
required to include your picture, ad-
dress, or telephone number. 

(e) Explain the testing procedure to 
the employee, including showing the 
employee the instructions on the back 
of the ATF. 

(f) Complete Step 1 of the ATF. 
(g) Direct the employee to complete 

Step 2 on the ATF and sign the certifi-
cation. If the employee refuses to sign 
this certification, you must document 
this refusal on the ‘‘Remarks’’ line of 
the ATF and immediately notify the 
DER. This is a refusal to test. 

§ 40.243 What is the procedure for an 
alcohol screening test using an EBT 
or non-evidential breath ASD? 

As the BAT or STT, you must take 
the following steps: 

(a) Select, or allow the employee to 
select, an individually wrapped or 
sealed mouthpiece from the testing 
materials. 

(b) Open the individually wrapped or 
sealed mouthpiece in view of the em-
ployee and insert it into the device in 
accordance with the manufacturer’s in-
structions. 

(c) Instruct the employee to blow 
steadily and forcefully into the mouth-
piece for at least six seconds or until 
the device indicates that an adequate 
amount of breath has been obtained. 

(d) Show the employee the displayed 
test result. 

(e) If the device is one that prints the 
test number, testing device name and 
serial number, time, and result directly 
onto the ATF, you must check to en-
sure that the information has been 
printed correctly onto the ATF. 

(f) If the device is one that prints the 
test number, testing device name and 
serial number, time and result, but on 
a separate printout rather than di-
rectly onto the ATF, you must affix 
the printout of the information to the 
designated space on the ATF with tam-
per-evident tape or use a self-adhesive 
label that is tamper-evident. 

(g) If the device is one that does not 
print the test number, testing device 
name and serial number, time, and re-
sult, or it is a device not being used 
with a printer, you must record this in-
formation in Step 3 of the ATF. 

§ 40.245 What is the procedure for an 
alcohol screening test using a saliva 
ASD or a breath tube ASD? 

(a) As the STT or BAT, you must 
take the following steps when using 
the saliva ASD: 

(1) Check the expiration date on the 
device or on the package containing 
the device and show it to the employee. 
You may not use the device after its 
expiration date. 

(2) Open an individually wrapped or 
sealed package containing the device 
in the presence of the employee. 
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(3) Offer the employee the oppor-
tunity to use the device. If the em-
ployee uses it, you must instruct the 
employee to insert it into his or her 
mouth and use it in a manner described 
by the device’s manufacturer. 

(4) If the employee chooses not to use 
the device, or in all cases in which a 
new test is necessary because the de-
vice did not activate (see paragraph 
(a)(7) of this section), you must insert 
the device into the employee’s mouth 
and gather saliva in the manner de-
scribed by the device’s manufacturer. 
You must wear single-use examination 
or similar gloves while doing so and 
change them following each test. 

(5) When the device is removed from 
the employee’s mouth, you must follow 
the manufacturer’s instructions re-
garding necessary next steps in ensur-
ing that the device has activated. 

(6)(i) If you were unable to success-
fully follow the procedures of para-
graphs (a)(3) through (a)(5) of this sec-
tion (e.g., the device breaks, you drop 
the device on the floor), you must dis-
card the device and conduct a new test 
using a new device. 

(ii) The new device you use must be 
one that has been under your control 
or that of the employer before the test. 

(iii) You must note on the ‘‘Re-
marks’’ line of the ATF the reason for 
the new test. (Note: You may continue 
using the same ATF with which you 
began the test.) 

(iv) You must offer the employee the 
choice of using the device or having 
you use it unless the employee, in the 
opinion of the STT or BAT, was respon-
sible (e.g., the employee dropped the 
device) for the new test needing to be 
conducted. 

(v) If you are unable to successfully 
follow the procedures of paragraphs 
(a)(3) through (a)(5) of this section on 
the new test, you must end the collec-
tion and put an explanation on the 
‘‘Remarks’’ line of the ATF. 

(vi) You must then direct the em-
ployee to take a new test immediately, 
using an EBT for the screening test. 

(7) If you are able to successfully fol-
low the procedures of paragraphs (a)(3)– 
(a)(5) of this section, but the device 
does not activate, you must discard the 
device and conduct a new test, in the 
same manner as provided in paragraph 

(a)(6) of this section. In this case, you 
must place the device into the employ-
ee’s mouth to collect saliva for the new 
test. 

(8) You must read the result dis-
played on the device no sooner than 
the device’s manufacturer instructs. In 
all cases the result displayed must be 
read within 15 minutes of the test. You 
must then show the device and it’s 
reading to the employee and enter the 
result on the ATF. 

(9) You must never re-use devices, 
swabs, gloves or other materials used 
in saliva testing. 

(10) You must note the fact that you 
used a saliva ASD in Step 3 of the ATF. 

(b) As the STT or BAT, you must 
take the following steps when using 
the breath tube ASD: 

(1) Check the expiration date on the 
detector device and the electronic ana-
lyzer or on the package containing the 
device and the analyzer and show it to 
the employee. You must not use the de-
vice or the analyzer after their expira-
tion date. You must not use an ana-
lyzer which is not specifically pre-cali-
brated for the device being used in the 
collection. 

(2) Remove the device from the pack-
age and secure an inflation bag onto 
the appropriate end of the device, as di-
rected by the manufacturer on the de-
vice’s instructions. 

(3) Break the tube’s ampoule in the 
presence of the employee. 

(4) Offer the employee the oppor-
tunity to use the device. If the em-
ployee chooses to use (e.g. hold) the de-
vice, instruct the employee to blow 
forcefully and steadily into the blowing 
end of device until the inflation bag 
fills with air (approximately 12 sec-
onds). 

(5) If the employee chooses not to 
hold the device, you must hold it and 
provide the use instructions in para-
graph (b)(4) of this section. 

(6) When the employee completes the 
breath process, take the device from 
the employee (or if you were holding it, 
remove it from the employee’s mouth), 
remove the inflation bag, and prepare 
the device to be read by the analyzer in 
accordance with the manufacturer’s di-
rections. 
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(7)(i) If you were unable to success-
fully follow the procedures of para-
graphs (b)(4) through (b)(6) of this sec-
tion (e.g., the device breaks apart, the 
employee did not fill the inflation bag), 
you must discard the device and con-
duct a new test using a new one. 

(ii) The new device you use must be 
one that has been under your control 
or that of the employer before the test. 

(iii) You must note on the ‘‘Re-
marks’’ line of the ATF the reason for 
the new test. (Note: You may continue 
using the same ATF with which you 
began the test.) 

(iv) You must offer the employee the 
choice of holding the device or having 
you hold it unless the employee, in the 
your opinion, was responsible (e.g., the 
employee failed to fill the inflation 
bag) for the new test needing to be con-
ducted. 

(v) If you are unable to successfully 
follow the procedures of paragraphs 
(b)(4) through (b)(6) of this section on 
the new test, you must end the collec-
tion and put an explanation on the 
‘‘Remarks’’ line of the ATF. 

(vi) You must then direct the em-
ployee to take a new test immediately, 
using another type of ASD (e.g., saliva 
device) or an EBT. 

(8) If you were able to successfully 
follow the procedures of paragraphs 
(b)(4) through (b)(6) of this section and 
after having waited the required 
amount of time directed by the manu-
facturer for the detector device to in-
cubate, you must place the device in 
the analyzer in accordance with the 
manufacturer’s directions. The result 
must be read from the analyzer no ear-
lier then the required incubation time 
of the device. In all cases, the result 
must be read within 15 minutes of the 
test. 

(9) You must follow the manufactur-
er’s instructions for determining the 
result of the test. You must show the 
analyzer result to the employee and 
record the result on Step 3 of the ATF. 

(10) You must never re-use detector 
devices or any gloves used in breath 
tube testing. The inflation bag must be 
voided of air following removal from a 
device. Inflation bags and electronic 
analyzers may be re-used but only in 
accordance with the manufacturer’s di-
rections. 

(11) You must note the fact that you 
used a breath tube device in Step 3 of 
the ATF. 

[67 FR 61522, Oct. 1, 2002, as amended at 72 FR 
1299, Jan. 11, 2007; 89 FR 51983, June 21, 2024] 

§ 40.247 What procedures does the BAT 
or STT follow after a screening test 
result? 

(a) If the test result is an alcohol 
concentration of less than 0.02, as the 
BAT or STT, you must do the fol-
lowing: 

(1) Sign and date Step 3 of the ATF; 
and 

(2) Transmit the result to the DER in 
a confidential manner, as provided in 
§ 40.255 . 

(b) If the test result is an alcohol 
concentration of 0.02 or higher, as the 
BAT or STT, you must direct the em-
ployee to take a confirmation test. 

(1) If you are the BAT who will con-
duct the confirmation test, you must 
then conduct the test using the proce-
dures beginning at § 40.251 . 

(2) If you are not the BAT who will 
conduct the confirmation test, direct 
the employee to take a confirmation 
test, sign and date Step 3 of the ATF, 
and give the employee Copy 2 of the 
ATF. 

(3) If the confirmation test will be 
performed at a different site from the 
screening test, you must take the fol-
lowing additional steps: 

(i) Advise the employee not to eat, 
drink, put anything (e.g., cigarette, 
chewing gum) into his or her mouth, or 
belch; 

(ii) Tell the employee the reason for 
the waiting period required by 
§ 40.251(a) (i.e., to prevent an accumula-
tion of mouth alcohol from leading to 
an artificially high reading); 

(iii) Explain that following your in-
structions concerning the waiting pe-
riod is to the employee’s benefit; 

(iv) Explain that the confirmation 
test will be conducted at the end of the 
waiting period, even if the instructions 
have not been followed; 

(v) Note on the ‘‘Remarks’’ line of 
the ATF that the waiting period in-
structions were provided; 

(vi) Instruct the person accom-
panying the employee to carry a copy 
of the ATF to the BAT who will per-
form the confirmation test; and 
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(vii) Ensure that you or another 
BAT, STT, or employer representative 
observe the employee as he or she is 
transported to the confirmation test-
ing site. You must direct the employee 
not to attempt to drive a motor vehicle 
to the confirmation testing site. 

(c) If the screening test is invalid, 
you must, as the BAT or STT, tell the 
employee the test is cancelled and note 
the problem on the ‘‘Remarks’’ line of 
the ATF. If practicable, repeat the 
testing process (see § 40.271). 

Subpart M—Alcohol Confirmation 
Tests 

§ 40.251 What are the first steps in an 
alcohol confirmation test? 

As the BAT for an alcohol confirma-
tion test, you must follow these steps 
to begin the confirmation test process: 

(a) You must carry out a requirement 
for a waiting period before the con-
firmation test, by taking the following 
steps: 

(1) You must ensure that the waiting 
period lasts at least 15 minutes, start-
ing with the completion of the screen-
ing test. After the waiting period has 
elapsed, you should begin the confirma-
tion test as soon as possible, but not 
more than 30 minutes after the comple-
tion of the screening test. 

(i) If the confirmation test is taking 
place at a different location from the 
screening test (see § 40.247(b)(3)) the 
time of transit between sites counts to-
ward the waiting period if the STT or 
BAT who conducted the screening test 
provided the waiting period instruc-
tions. 

(ii) If you cannot verify, through re-
view of the ATF, that waiting period 
instructions were provided, then you 
must carry out the waiting period re-
quirement. 

(iii) You or another BAT or STT, or 
an employer representative, must ob-
serve the employee during the waiting 
period. 

(2) Concerning the waiting period, 
you must tell the employee: 

(i) Not to eat, drink, put anything 
(e.g., cigarette, chewing gum) into his 
or her mouth, or belch; 

(ii) The reason for the waiting period 
(i.e., to prevent an accumulation of 

mouth alcohol from leading to an arti-
ficially high reading); 

(iii) That following your instructions 
concerning the waiting period is to the 
employee’s benefit; and 

(iv) That the confirmation test will 
be conducted at the end of the waiting 
period, even if the instructions have 
not been followed. 

(3) If you become aware that the em-
ployee has not followed the instruc-
tions, you must note this on the ‘‘Re-
marks’’ line of the ATF. 

(b) If you did not conduct the screen-
ing test for the employee, you must re-
quire positive identification of the em-
ployee, explain the confirmation proce-
dures, and use a new ATF. You must 
note on the ‘‘Remarks’’ line of the ATF 
that a different BAT or STT conducted 
the screening test. 

(c) Complete Step 1 of the ATF. 
(d) Direct the employee to complete 

Step 2 on the ATF and sign the certifi-
cation. If the employee refuses to sign 
this certification, you must document 
this refusal on the ‘‘Remarks’’ line of 
the ATF and immediately notify the 
DER. This is a refusal to test. 

(e) Even if more than 30 minutes have 
passed since the screening test result 
was obtained, you must begin the con-
firmation test procedures in § 40.253, 
not another screening test. 

(f) You must note on the ‘‘Remarks’’ 
line of the ATF the time that elapsed 
between the two events, and if the con-
firmation test could not begin within 
30 minutes of the screening test, the 
reason why. 

(g) Beginning the confirmation test 
procedures after the 30 minutes have 
elapsed does not invalidate the screen-
ing or confirmation tests, but it may 
constitute a regulatory violation sub-
ject to DOT agency sanction. 

§ 40.253 What are the procedures for 
conducting an alcohol confirmation 
test? 

As the BAT conducting an alcohol 
confirmation test, you must follow 
these steps in order to complete the 
confirmation test process: 

(a) In the presence of the employee, 
you must conduct an air blank on the 
EBT you are using before beginning the 
confirmation test and show the reading 
to the employee. 
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(1) If the reading is 0.00, the test may 
proceed. If the reading is greater than 
0.00, you must conduct another air 
blank. 

(2) If the reading on the second air 
blank is 0.00, the test may proceed. If 
the reading is greater than 0.00, you 
must take the EBT out of service. 

(3) If you take an EBT out of service 
for this reason, no one may use it for 
testing until the EBT is found to be 
within tolerance limits on an external 
check of calibration. 

(4) You must proceed with the test of 
the employee using another EBT, if one 
is available. 

(b) You must open a new individually 
wrapped or sealed mouthpiece in view 
of the employee and insert it into the 
device in accordance with the manufac-
turer’s instructions. 

(c) You must ensure that you and the 
employee read the unique test number 
displayed on the EBT. 

(d) You must instruct the employee 
to blow steadily and forcefully into the 
mouthpiece for at least six seconds or 
until the device indicates that an ade-
quate amount of breath has been ob-
tained. 

(e) You must show the employee the 
result displayed on the EBT. 

(f) You must show the employee the 
result and unique test number that the 
EBT prints out either directly onto the 
ATF or onto a separate printout. 

(g) If the EBT provides a separate 
printout of the result, you must attach 
the printout to the designated space on 
the ATF with tamper-evident tape, or 
use a self-adhesive label that is tam-
per-evident. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41954, Aug. 9, 2001] 

§ 40.255 What happens next after the 
alcohol confirmation test result? 

(a) After the EBT has printed the re-
sult of an alcohol confirmation test, 
you must, as the BAT, take the fol-
lowing additional steps: 

(1) Sign and date Step 3 of the ATF. 
(2) If the alcohol confirmation test 

result is lower than 0.02, nothing fur-
ther is required of the employee. As the 
BAT, you must sign and date Step 3 of 
the ATF. 

(3) If the alcohol confirmation test 
result is 0.02 or higher, direct the em-

ployee to sign and date Step 4 of the 
ATF. If the employee does not do so, 
you must note this on the ‘‘Remarks’’ 
line of the ATF. However, this is not 
considered a refusal to test. 

(4) If the test is invalid, tell the em-
ployee the test is cancelled and note 
the problem on the ‘‘Remarks’’ line of 
the ATF. If practicable, conduct a re- 
test. (see § 40.271). 

(5) Immediately transmit the result 
directly to the DER in a confidential 
manner. 

(i) You may transmit the results 
using Copy 1 of the ATF, in person, by 
telephone, or by electronic means. In 
any case, you must immediately notify 
the DER of any result of 0.02 or greater 
by any means (e.g., telephone or secure 
fax machine) that ensures the result is 
immediately received by the DER. You 
must not transmit these results 
through C/TPAs or other service 
agents. 

(ii) If you do not make the initial 
transmission in writing, you must fol-
low up the initial transmission with 
Copy 1 of the ATF. 

(b) As an employer, you must take 
the following steps with respect to the 
receipt and storage of alcohol test re-
sult information: 

(1) If you receive any test results 
that are not in writing (e.g., by tele-
phone or electronic means), you must 
establish a mechanism to establish the 
identity of the BAT sending you the re-
sults. 

(2) You must store all test result in-
formation in a way that protects con-
fidentiality. 

Subpart N—Problems in Alcohol 
Testing 

§ 40.261 What is a refusal to take an al-
cohol test, and what are the con-
sequences? 

(a) As an employee, you are consid-
ered to have refused to take an alcohol 
test if you: 

(1) Fail to appear for any test (except 
a pre-employment test) within a rea-
sonable time, as determined by the em-
ployer, consistent with applicable DOT 
agency regulations, after being di-
rected to do so by the employer. This 
includes the failure of an employee (in-
cluding an owner-operator) to appear 
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for a test when called by a C/TPA (see 
§ 40.241(a)); 

(2) Fail to remain at the testing site 
until the testing process is complete. 
Provided that an employee who leaves 
the collection site before the testing 
process commences (see § 40.243(a)) for a 
pre-employment test is not deemed to 
have refused to test. The BAT or STT 
is not required to inform an employee 
that the failure to remain at the col-
lection site is a refusal. If an employee 
leaves prior to the completion of the 
testing process, per § 40.355(i) the em-
ployer must decide whether the em-
ployee’s actions constitute a refusal; 

(3) Fail to provide an adequate 
amount of saliva or breath for any al-
cohol test required by this part or DOT 
agency regulations; Provided that an 
employee who does not provide an ade-
quate amount of breath or saliva be-
cause he or she has left the testing site 
before the testing process commences 
(see § 40.243(a)) for a pre-employment 
test is not deemed to have refused to 
test. The BAT or STT is not required 
to inform an employee that the failure 
to remain at the collection site is a re-
fusal. If an employee leaves prior to 
the completion of the testing process, 
per § 40.355(i) the employer must decide 
whether the employee’s actions con-
stitute a refusal; 

(4) Fail to provide a sufficient breath 
specimen, and the physician has deter-
mined, through a required medical 
evaluation, that there was no adequate 
medical explanation for the failure (see 
§ 40.265(c)); 

(5) Fail to undergo a medical exam-
ination or evaluation, as directed by 
the employer as part of the insufficient 
breath procedures outlined at 
§ 40.265(c); 

(6) Fail to sign the certification at 
Step 2 of the ATF (see §§ 40.241(g) and 
40.251(d)); or 

(7) Fail to cooperate with any part of 
the testing process. 

(b) As an employee, if you refuse to 
take an alcohol test, you incur the 
same consequences specified under 
DOT agency regulations for a violation 
of those DOT agency regulations. The 
consequences specified under DOT 
agency regulations for a refusal cannot 
be overturned or set aside by an arbi-
tration, grievance, State court or other 

non-Federal forum that adjudicates the 
personnel decisions the employer has 
taken against the employee. 

(c)(1) As a BAT or an STT, or as the 
physician evaluating a ‘‘shy lung’’ situ-
ation, when an employee refuses to test 
as provided in paragraph (a) of this sec-
tion, you must terminate the portion 
of the testing process in which you are 
involved, document the refusal on the 
ATF (or in a separate document which 
you cause to be attached to the form), 
immediately notify the DER by any 
means (e.g., telephone or secure fax 
machine) that ensures the refusal noti-
fication is immediately received. You 
must make this notification directly to 
the DER (not using a C/TPA as an 
intermediary). 

(2) As the BAT or STT, you must 
note the actions that may constitute a 
refusal in the ‘‘Remarks’’ line (Step 3), 
and sign and date the ATF. The BAT or 
STT does not make the final decision 
about whether the employee’s conduct 
constitutes a refusal to test; the em-
ployer has the sole responsibility to de-
cide whether a refusal occurred, as 
stated in § 40.355(i), the employer has a 
non-delegable duty to make the deci-
sion about whether the employee has 
refused to test. 

(d) As an employee, when you refuse 
to take a non-DOT test or to sign a 
non-DOT form, you have not refused to 
take a DOT test. There are no con-
sequences under DOT agency regula-
tions for such a refusal. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41954, Aug. 9, 2001; 88 FR 27649, May 2, 
2023] 

§ 40.263 What happens when an em-
ployee is unable to provide a suffi-
cient amount of saliva for an alco-
hol screening test? 

(a) As the STT, you must take the 
following steps if an employee is un-
able to provide sufficient saliva to 
complete a test on a saliva screening 
device (e.g., the employee does not pro-
vide sufficient saliva to activate the 
device). 

(1) You must conduct a new screening 
test using a new screening device. 

(2) If the employee refuses to make 
the attempt to complete the new test, 
you must discontinue testing, note the 
fact on the ‘‘Remarks’’ line of the ATF, 
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and immediately notify the DER. This 
is a refusal to test. 

(3) If the employee has not provided a 
sufficient amount of saliva to complete 
the new test, you must note the fact on 
the ‘‘Remarks’’ line of the ATF and im-
mediately notify the DER. 

(b) As the DER, when the STT in-
forms you that the employee has not 
provided a sufficient amount of saliva 
(see paragraph (a)(3) of this section), 
you must immediately arrange to ad-
minister an alcohol test to the em-
ployee using an EBT or other breath 
testing device. 

§ 40.265 What happens when an em-
ployee is unable to provide a suffi-
cient amount of breath for an alco-
hol test? 

(a) If an employee does not provide a 
sufficient amount of breath to permit a 
valid breath test, you must take the 
steps listed in this section. 

(b) As the BAT or STT, you must in-
struct the employee to attempt again 
to provide a sufficient amount of 
breath and about the proper way to do 
so. 

(1) If the employee refuses to make 
the attempt, you must discontinue the 
test, note the fact on the ‘‘Remarks’’ 
line of the ATF, and immediately no-
tify the DER. This is a refusal to test. 

(2) If the employee again attempts 
and fails to provide a sufficient amount 
of breath, you may provide another op-
portunity to the employee to do so if 
you believe that there is a strong like-
lihood that it could result in providing 
a sufficient amount of breath. 

(3) When the employee’s attempts 
under paragraph (b)(2) of this section 
have failed to produce a sufficient 
amount of breath, you must note the 
fact on the ‘‘Remarks’’ line of the ATF 
and immediately notify the DER. 

(4) If you are using an EBT that has 
the capability of operating manually, 
you may attempt to conduct the test 
in manual mode. 

(5) If you are qualified to use a saliva 
ASD and you are in the screening test 
stage, you may change to a saliva ASD 
only to complete the screening test. 

(c) As the employer, when the BAT or 
STT informs you that the employee 
has not provided a sufficient amount of 
breath, you must direct the employee 

to obtain, within five days, an evalua-
tion from a licensed physician who is 
acceptable to you and who has exper-
tise in the medical issues raised by the 
employee’s failure to provide a suffi-
cient specimen. 

(1) You are required to provide the 
physician who will conduct the evalua-
tion with the following information 
and instructions: 

(i) That the employee was required to 
take a DOT breath alcohol test, but 
was unable to provide a sufficient 
amount of breath to complete the test; 

(ii) The consequences of the appro-
priate DOT agency regulation for refus-
ing to take the required alcohol test; 

(iii) That the physician must provide 
you with a signed statement of his or 
her conclusions; and 

(iv) That the physician, in his or her 
reasonable medical judgment, must 
base those conclusions on one of the 
following determinations: 

(A) A medical condition has, or with 
a high degree of probability could have, 
precluded the employee from providing 
a sufficient amount of breath. The phy-
sician must not include in the signed 
statement detailed information on the 
employee’s medical condition. In this 
case, the test is cancelled. 

(B) There is not an adequate basis for 
determining that a medical condition 
has, or with a high degree of prob-
ability could have, precluded the em-
ployee from providing a sufficient 
amount of breath. This constitutes a 
refusal to test. 

(C) For purposes of paragraphs 
(c)(1)(iv)(A) and (B) of this section, a 
medical condition includes an ascer-
tainable physiological condition (e.g., a 
respiratory system dysfunction) or a 
medically documented pre-existing 
psychological disorder, but does not in-
clude unsupported assertions of ‘‘situ-
ational anxiety’’ or hyperventilation. 

(2) As the physician making the eval-
uation, after making your determina-
tion, you must provide a written state-
ment of your conclusions and the basis 
for them to the DER directly (and not 
through a C/TPA acting as an 
itermediary). You must not include in 
this statement detailed information on 
the employee’s medical condition be-
yond what is necessary to explain your 
conclusion. 
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(3) Upon receipt of the report from 
the examining physician, as the DER 
you must immediately inform the em-
ployee and take appropriate action 
based upon your DOT agency regula-
tions. 

§ 40.267 What problems always cause 
an alcohol test to be cancelled? 

As an employer, a BAT, or an STT, 
you must cancel an alcohol test if any 
of the following problems occur. These 
are ‘‘fatal flaws.’’ You must inform the 
DER that the test was cancelled and 
must be treated as if the test never oc-
curred. These problems are: 

(a) In the case of a screening test 
conducted on a saliva ASD or a breath 
tube ASD: 

(1) The STT or BAT reads the result 
either sooner than or later than the 
time allotted by the manufacturer and 
this Part (see § 40.245(a)(8) for the saliva 
ASD and § 40.245(b)(8) for the breath 
tube ASD). 

(2) The saliva ASD does not activate 
(see § 40.245(a)(7); or 

(3) The device is used for a test after 
the expiration date printed on the de-
vice or on its package (see § 40.245(a)(1) 
for the saliva ASD and § 40.245(b)(1) for 
the breath tube ASD). 

(4) The breath tube ASD is tested 
with an analyzer which has not been 
pre-calibrated for that device’s specific 
lot (see § 40.245(b)(1)). 

(b) In the case of a screening or con-
firmation test conducted on an EBT, 
the sequential test number or alcohol 
concentration displayed on the EBT is 
not the same as the sequential test 
number or alcohol concentration on 
the printed result (see § 40.253(c), (e) 
and (f)). 

(c) In the case of a confirmation test: 
(1) The BAT conducts the confirma-

tion test before the end of the min-
imum 15-minute waiting period (see 
§ 40.251(a)(1)); 

(2) The BAT does not conduct an air 
blank before the confirmation test (see 
§ 40.253(a)); 

(3) There is not a 0.00 result on the 
air blank conducted before the con-
firmation test (see § 40.253(a)(1) and (2)); 

(4) The EBT does not print the result 
(see § 40.253(f)); or 

(5) The next external calibration 
check of the EBT produces a result 

that differs by more than the tolerance 
stated in the QAP from the known 
value of the test standard. In this case, 
every result of 0.02 or above obtained 
on the EBT since the last valid exter-
nal calibration check is cancelled (see 
§ 40.233(a)(1) and (c)(3)). 

[65 FR 79526, Dec. 19, 2000, as amended at 67 
FR 61522, Oct. 1, 2002; 71 FR 49384, Aug. 23, 
2006; 72 FR 1299, Jan. 11, 2007] 

§ 40.269 What problems cause an alco-
hol test to be cancelled unless they 
are corrected? 

As a BAT or STT, or employer, you 
must cancel an alcohol test if any of 
the following problems occur, unless 
they are corrected. These are ‘‘correct-
able flaws.’’ These problems are: 

(a) The BAT or STT does not sign the 
ATF (see §§ 40.247(a)(1) and 40.255(a)(1)). 

(b) The BAT or STT fails to note on 
the ‘‘Remarks’’ line of the ATF that 
the employee has not signed the ATF 
after the result is obtained (see 
§ 40.255(a)(3)). 

(c) The BAT or STT uses a non-DOT 
form for the test (see § 40.225(a)). 

[65 FR 79526, Dec. 19, 2000, as amended at 71 
FR 49384, Aug. 23, 2006] 

§ 40.271 How are alcohol testing prob-
lems corrected? 

(a) As a BAT or STT, you have the 
responsibility of trying to complete 
successfully an alcohol test for each 
employee. 

(1) If, during or shortly after the test-
ing process, you become aware of any 
event that will cause the test to be 
cancelled (see § 40.267), you must try to 
correct the problem promptly, if prac-
ticable. You may repeat the testing 
process as part of this effort. 

(2) If repeating the testing process is 
necessary, you must begin a new test 
as soon as possible. You must use a new 
ATF, a new sequential test number, 
and, if needed, a new ASD and/or a new 
EBT. It is permissible to use additional 
technical capabilities of the EBT (e.g., 
manual operation) if you have been 
trained to do so in accordance with 
§ 40.213(c) . 

(3) If repeating the testing process is 
necessary, you are not limited in the 
number of attempts to complete the 
test, provided that the employee is 
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making a good faith effort to comply 
with the testing process. 

(4) If another testing device is not 
available for the new test at the test-
ing site, you must immediately notify 
the DER and advise the DER that the 
test could not be completed. As the 
DER who receives this information, 
you must make all reasonable efforts 
to ensure that the test is conducted at 
another testing site as soon as possible. 

(b) If, as an STT, BAT, employer or 
other service agent administering the 
testing process, you become aware of a 
‘‘correctable flaw’’ (see § 40.269) that 
has not already been corrected, you 
must take all practicable action to cor-
rect the problem so that the test is not 
cancelled. 

(1) If the problem resulted from the 
omission of required information, you 
must, as the person responsible for pro-
viding that information, supply in 
writing the missing information and a 
signed statement that it is true and ac-
curate. For example, suppose you are a 
BAT and you forgot to make a nota-
tion on the ‘‘Remarks’’ line of the ATF 
that the employee did not sign the cer-
tification. You would, when the prob-
lem is called to your attention, supply 
a signed statement that the employee 
failed or refused to sign the certifi-
cation after the result was obtained, 
and that your signed statement is true 
and accurate. 

(2) If the problem is the use of a non- 
DOT form, you must, as the person re-
sponsible for the use of the incorrect 
form, certify in writing that the incor-
rect form contains all the information 
needed for a valid DOT alcohol test. 
You must also provide a signed state-
ment that the incorrect form was used 
inadvertently or as the only means of 
conducting a test, in circumstances be-
yond your control, and the steps you 
have taken to prevent future use of 
non-DOT forms for DOT tests. You 
must supply this information on the 
same business day on which you are 
notified of the problem, transmitting it 
by fax or courier. 

(c) If you cannot correct the problem, 
you must cancel the test. 

§ 40.273 What is the effect of a can-
celled alcohol test? 

(a) A cancelled alcohol test is neither 
positive nor negative. 

(1) As an employer, you must not at-
tach to a cancelled test the con-
sequences of a test result that is 0.02 or 
greater (e.g., removal from a safety- 
sensitive position). 

(2) As an employer, you must not use 
a cancelled test in a situation where an 
employee needs a test result that is 
below 0.02 (e.g., in the case of a return- 
to-duty or follow-up test to authorize 
the employee to perform safety-sen-
sitive functions). 

(3) As an employer, you must not di-
rect a recollection for an employee be-
cause a test has been cancelled, except 
in the situations cited in paragraph 
(a)(2) of this section or other provisions 
of this part. 

(b) A cancelled test does not count 
toward compliance with DOT require-
ments, such as a minimum random 
testing rate. 

(c) When a test must be cancelled, if 
you are the BAT, STT, or other person 
who determines that the cancellation 
is necessary, you must inform the af-
fected DER within 48 hours of the can-
cellation. 

(d) A cancelled DOT test does not 
provide a valid basis for an employer to 
conduct a non-DOT test (i.e., a test 
under company authority). 

§ 40.275 What is the effect of proce-
dural problems that are not suffi-
cient to cancel an alcohol test? 

(a) As an STT, BAT, employer, or a 
service agent administering the testing 
process, you must document any errors 
in the testing process of which you be-
come aware, even if they are not ‘‘fatal 
flaws’’ or ‘‘correctable flaws’’ listed in 
this subpart. Decisions about the ulti-
mate impact of these errors will be de-
termined by administrative or legal 
proceedings, subject to the limitation 
of paragraph (b) of this section. 

(b) No person concerned with the 
testing process may declare a test can-
celled based on a mistake in the proc-
ess that does not have a significant ad-
verse effect on the right of the em-
ployee to a fair and accurate test. For 
example, it is inconsistent with this 
part to cancel a test based on a minor 
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administrative mistake (e.g., the omis-
sion of the employee’s middle initial) 
or an error that does not affect em-
ployee protections under this part. Nor 
does the failure of an employee to sign 
in Step 4 of the ATF result in the can-
cellation of the test. Nor is a test to be 
cancelled on the basis of a claim by an 
employee that he or she was improp-
erly selected for testing. 

(c) As an employer, these errors, even 
though not sufficient to cancel an alco-
hol test result, may subject you to en-
forcement action under DOT agency 
regulations. 

§ 40.277 Are alcohol tests other than 
saliva or breath permitted under 
these regulations? 

No, other types of alcohol tests (e,g., 
blood and urine) are not authorized for 
testing done under this part. Only sa-
liva or breath for screening tests and 
breath for confirmation tests using ap-
proved devices are permitted. 

Subpart O—Substance Abuse Pro-
fessionals and the Return-to- 
Duty Process 

§ 40.281 Who is qualified to act as a 
SAP? 

To be permitted to act as a SAP in 
the DOT drug and alcohol testing pro-
gram, you must meet each of the re-
quirements of this section: 

(a) Credentials. You must have one of 
the following credentials: 

(1) You are a licensed physician (Doc-
tor of Medicine or Osteopathy); 

(2) You are a licensed or certified so-
cial worker; 

(3) You are a licensed or certified 
psychologist; 

(4) You are a licensed or certified em-
ployee assistance professional; 

(5) You are a state-licensed or cer-
tified marriage and family therapist; 
or 

(6) You are a drug and alcohol coun-
selor certified by an organization listed 
at https://www.transportation.gov/odapc/ 
sap. 

(b) Basic knowledge. You must be 
knowledgeable in the following areas: 

(1) You must be knowledgeable about 
and have clinical experience in the di-
agnosis and treatment of alcohol and 

controlled substances-related dis-
orders. 

(2) You must be knowledgeable about 
the SAP function as it relates to em-
ployer interests in safety-sensitive du-
ties. 

(3) You must be knowledgeable about 
this part, the DOT agency regulations 
applicable to the employers for whom 
you evaluate employees, and the DOT 
SAP Guidelines. You must keep cur-
rent on any changes to these materials. 
You must subscribe to the ODAPC list- 
serve at https://www.transportation.gov/ 
odapc/get-odapc-email-updates. DOT 
agency regulations, DOT SAP Guide-
lines, and other materials are available 
from ODAPC (Department of Transpor-
tation, 1200 New Jersey Avenue SE., 
Washington DC, 20590 (202–366–3784), or 
on the ODAPC Web site (http:// 
www.transportation.gov/odapc). 

(c) Qualification training. You must 
receive qualification training meeting 
the requirements of this paragraph (c). 

(1) Qualification training must pro-
vide instruction on the following sub-
jects: 

(i) Background, rationale, and cov-
erage of the Department’s drug and al-
cohol testing program; 

(ii) 49 CFR Part 40 and DOT agency 
drug and alcohol testing rules; 

(iii) Key DOT drug testing require-
ments, including collections, labora-
tory testing, MRO review, and prob-
lems in drug testing; 

(iv) Key DOT alcohol testing require-
ments, including the testing process, 
the role of BATs and STTs, and prob-
lems in alcohol tests; 

(v) SAP qualifications and prohibi-
tions; 

(vi) The role of the SAP in the re-
turn-to-duty process, including the ini-
tial employee evaluation, referrals for 
education and/or treatment, the follow- 
up evaluation, continuing treatment 
recommendations, and the follow-up 
testing plan; 

(vii) SAP consultation and commu-
nication with employers, MROs, and 
treatment providers; 

(viii) Reporting and recordkeeping 
requirements; 

(ix) Issues that SAPs confront in car-
rying out their duties under the pro-
gram. 
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(2) Following your completion of 
qualification training under paragraph 
(c)(1) of this section, you must satisfac-
torily complete an examination admin-
istered by a nationally-recognized pro-
fessional or training organization. The 
examination must comprehensively 
cover all the elements of qualification 
training listed in paragraph (c)(1) of 
this section. 

(3) You must meet the requirements 
of paragraphs (a), (b), and (c) of this 
section before you begin to perform 
SAP functions. 

(d) Continuing education. During each 
three-year period from the date on 
which you satisfactorily complete the 
examination under paragraph (c)(2) of 
this section, you must complete con-
tinuing education consisting of at least 
12 professional development hours (e.g., 
CEUs) relevant to performing SAP 
functions. 

(1) This continuing education must 
include material concerning new tech-
nologies, interpretations, recent guid-
ance, rule changes, and other informa-
tion about developments in SAP prac-
tice, pertaining to the DOT program, 
since the time you met the qualifica-
tion training requirements of this sec-
tion. 

(2) Your continuing education activi-
ties must include documentable assess-
ment tools to assist you in determining 
whether you have adequately learned 
the material. 

(e) Documentation. You must main-
tain documentation showing that you 
currently meet all requirements of this 
section. You must provide this docu-
mentation on request to DOT agency 
representatives and to employers and 
C/TPAs who are using or contem-
plating using your services. 

(f) Limitation. If you are an otherwise 
qualified SAP under this part, you 
must abide by the geographic limita-
tions applicable to your credential 
when performing remote evaluations. 
You must not conduct an evaluation 
that exceeds your geographic limita-
tions. 

[65 FR 79526, Dec. 19, 2000, as amended at 69 
FR 3022, Jan. 22, 2004; 71 FR 49384; Aug. 23, 
2006; 71 FR 55347, Sept. 22, 2006; 82 FR 52246, 
Nov. 13, 2017; 88 FR 27649, May 2, 2023] 

§ 40.283 How does a certification orga-
nization obtain recognition for its 
members as SAPs? 

(a) If you represent a certification or-
ganization that wants DOT to author-
ize its certified drug and alcohol coun-
selors to be added to § 40.281(a)(6), you 
may submit a written petition to DOT 
requesting a review of your petition for 
inclusion. 

(b) You must obtain the National 
Commission for Certifying Agencies 
(NCCA) accreditation before DOT will 
act on your petition. 

(c) You must also meet the minimum 
requirements of appendix G to this part 
before DOT will act on your petition. 

[65 FR 79526, Dec. 19, 2000, as amended at 71 
FR 49384, Aug. 23, 2006; 88 FR 27650, May 2, 
2023] 

§ 40.285 When is a SAP evaluation re-
quired? 

(a) As an employee, when you have 
violated DOT drug and alcohol regula-
tions, you cannot again perform any 
DOT safety-sensitive duties for any 
employer until and unless you com-
plete the SAP evaluation, referral, and 
education/treatment process set forth 
in this subpart and in applicable DOT 
agency regulations. The first step in 
this process is a SAP evaluation. 

(b) For purposes of this subpart, a 
verified positive DOT drug test result, 
a DOT alcohol test with a result indi-
cating an alcohol concentration of 0.04 
or greater, a refusal to test (including 
by adulterating or substituting a speci-
men) or any other violation of the pro-
hibition on the use of alcohol or drugs 
under a DOT agency regulation con-
stitutes a DOT drug and alcohol regu-
lation violation. 

[65 FR 79526, Dec. 19, 2000, as amended at 88 
FR 27650, May 2, 2023] 

§ 40.287 What information is an em-
ployer required to provide con-
cerning SAP services to an em-
ployee who has a DOT drug and al-
cohol regulation violation? 

As an employer, you must provide to 
each employee (including an applicant 
or new employee) who violates a DOT 
drug and alcohol regulation a listing of 
SAPs readily available to the employee 
and acceptable to you, with names, ad-
dresses, and telephone numbers. You 
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cannot charge the employee any fee for 
compiling or providing this list. You 
may provide this list yourself or 
through a C/TPA or other service 
agent. 

§ 40.289 Are employers required to 
provide SAP and treatment services 
to employees? 

(a) As an employer, you are not re-
quired to provide a SAP evaluation or 
any subsequent recommended edu-
cation or treatment for an employee 
who has violated a DOT drug and alco-
hol regulation. 

(b) However, if you offer that em-
ployee an opportunity to return to a 
DOT safety-sensitive duty following a 
violation, you must, before the em-
ployee again performs that duty, en-
sure that the employee receives an 
evaluation by a SAP meeting the re-
quirements of § 40.281 and that the em-
ployee successfully complies with the 
SAP’s evaluation recommendations. 

(c) Payment for SAP evaluations and 
services is left for employers and em-
ployees to decide and may be governed 
by existing management-labor agree-
ments and health care benefits. 

§ 40.291 What is the role of the SAP in 
the evaluation, referral, and treat-
ment process of an employee who 
has violated DOT agency drug and 
alcohol testing regulations? 

(a) As a SAP, you are charged with: 
(1) Making a clinical assessment and 

evaluation to determine what assist-
ance is needed by the employee to re-
solve problems associated with alcohol 
and/or drug use. At the SAP’s discre-
tion, this assessment or evaluation 
may be performed face-to-face in-per-
son or remotely. If a SAP is not prohib-
ited from using technology within the 
parameters of the SAP’s State-issued 
license or other credential(s), a remote 
evaluation must be conducted in ac-
cordance with the following criteria: 

(i) The technology must permit real- 
time audio and visual interaction be-
tween the SAP and the employee; and 

(ii) The quality of the technology 
(e.g., speed of the internet connection 
and clarity of the video display) must 
be sufficient to allow the SAP to gath-
er all the visual and audible informa-
tion the SAP would otherwise gather 
in an in-person face-to-face inter-

action, while providing security to pro-
tect the confidentiality of the commu-
nications at the level expected by in-
dustry standards for remote substance 
abuse evaluations. 

(2) Referring the employee to an ap-
propriate education and/or treatment 
program; 

(3) Conducting a follow-up evaluation 
to determine if the employee has ac-
tively participated in the education 
and/or treatment program and has 
demonstrated successful compliance 
with the initial assessment and evalua-
tion recommendations. This assess-
ment or evaluation may be performed 
face-to-face in-person or remotely. A 
face-to-face remote evaluation must 
meet the criteria in paragraphs (a)(1)(i) 
and (ii) of this section. 

(4) Providing the DER with a follow- 
up drug and/or alcohol testing plan for 
the employee; and 

(5) Providing the employee and em-
ployer with recommendations for con-
tinuing education and/or treatment. 

(b) As a SAP, you are not an advo-
cate for the employer or employee. 
Your function is to protect the public 
interest in safety by professionally 
evaluating the employee and recom-
mending appropriate education/treat-
ment, follow-up tests, and aftercare. 

[65 FR 79526, Dec. 19, 2000, as amended at 88 
FR 27650, May 2, 2023; 89 FR 51983, June 21, 
2024] 

§ 40.293 What is the SAP’s function in 
conducting the initial evaluation of 
an employee? 

As a SAP, for every employee who 
comes to you following a DOT drug and 
alcohol regulation violation, you must 
accomplish the following: 

(a) Provide a comprehensive assess-
ment and clinical evaluation meeting 
the requirements of § 40.291(a)(1). 

(b) Recommend a course of education 
and/or treatment with which the em-
ployee must demonstrate successful 
compliance prior to returning to DOT 
safety-sensitive duty. 

(1) You must make such a rec-
ommendation for every individual who 
has violated a DOT drug and alcohol 
regulation. 

(2) You must make a recommenda-
tion for education and/or treatment 
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that will, to the greatest extent pos-
sible, protect public safety in the event 
that the employee returns to the per-
formance of safety-sensitive functions. 

(c) Appropriate education may in-
clude, but is not limited to, self-help 
groups (e.g., Alcoholics Anonymous) 
and community lectures, where attend-
ance can be independently verified, and 
bona fide drug and alcohol education 
courses. 

(d) Appropriate treatment may in-
clude, but is not limited to, in-patient 
hospitalization, partial in-patient 
treatment, out-patient counseling pro-
grams, and aftercare. 

(e) You must assess and clinically 
evaluate each employee on an indi-
vidual basis and use your professional 
judgment to determine education and/ 
or treatment, as well as a follow-up 
testing plan unique to the needs of the 
individual employee. For example, do 
not require the same and/or substan-
tially similar education, treatment, 
and/or follow-up testing plan for most 
of the employees you assess. 

(f) You must provide a written report 
directly to the DER highlighting your 
specific recommendations for assist-
ance (see § 40.311(c)). 

(g) For purposes of your role in the 
evaluation process, you must assume 
that a verified positive test result has 
conclusively established that the em-
ployee committed a DOT drug and al-
cohol regulation violation. You must 
not take into consideration in any 
way, as a factor in determining what 
your recommendation will be, any of 
the following: 

(1) A claim by the employee that the 
test was unjustified or inaccurate; 

(2) Statements by the employee that 
attempt to mitigate the seriousness of 
a violation of a DOT drug or alcohol 
regulation (e.g., related to assertions of 
use of hemp oil, ‘‘medical marijuana’’ 
use, ‘‘contact positives,’’ poppy seed in-
gestion, job stress); or 

(3) Personal opinions you may have 
about the justification or rationale for 
drug and alcohol testing. 

(h) In the course of gathering infor-
mation for purposes of your evaluation 
in the case of a drug-related violation, 
you may consult with the MRO. As the 
MRO, you are required to cooperate 
with the SAP and provide available in-

formation the SAP requests. It is not 
necessary to obtain the consent of the 
employee to provide this information. 

[65 FR 79526, Dec. 19, 2000, as amended at 88 
FR 27650, May 2, 2023] 

§ 40.295 May employees or employers 
seek a second SAP evaluation if 
they disagree with the first SAP’s 
recommendations? 

(a) As an employee with a DOT drug 
and alcohol regulation violation, when 
you have been evaluated by a SAP, you 
must not seek a second SAP’s evalua-
tion in order to obtain another rec-
ommendation. 

(b) As an employer, you must not 
seek a second SAP’s evaluation if the 
employee has already been evaluated 
by a qualified SAP. If the employee, 
contrary to paragraph (a) of this sec-
tion, has obtained a second SAP eval-
uation, as an employer you may not 
rely on it for any purpose under this 
part. 

§ 40.297 Does anyone have the author-
ity to change a SAP’s initial evalua-
tion? 

(a) Except as provided in paragraph 
(b) of this section, no one (e.g., an em-
ployer, employee, a managed-care pro-
vider, any service agent) may change 
in any way the SAP’s evaluation or 
recommendations for assistance. For 
example, a third party is not permitted 
to make more or less stringent a SAP’s 
recommendation by changing the 
SAP’s evaluation or seeking another 
SAP’s evaluation. 

(b) The SAP who made the initial 
evaluation may modify his or her ini-
tial evaluation and recommendations 
based on new or additional information 
(e.g., from an education or treatment 
program). 

(c) The SAP, who is otherwise fully 
qualified under this subpart, must not 
perform evaluations outside the geo-
graphic jurisdiction for their creden-
tial(s). If the SAP who made the eval-
uation exceeds their geographic juris-
diction, the employee will not be re-
quired to seek the evaluation of a sec-
ond SAP. 

[65 FR 79526, Dec. 19, 2000, as amended at 88 
FR 27650, May 2, 2023] 
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§ 40.299 What is the SAP’s role and 
what are the limits on a SAP’s dis-
cretion in referring employees for 
education and treatment? 

(a) As a SAP, upon your determina-
tion of the best recommendation for as-
sistance, you will serve as a referral 
source to assist the employee’s entry 
into an education and/or treatment 
program. 

(b) To prevent the appearance of a 
conflict of interest, you must not refer 
an employee requiring assistance to 
your private practice or to a person or 
organization from which you receive 
payment or to a person or organization 
in which you have a financial interest. 
You are precluded from making refer-
rals to entities with which you are fi-
nancially associated. 

(c) There are four exceptions to the 
prohibitions contained in paragraph (b) 
of this section. You may refer an em-
ployee to any of the following pro-
viders of assistance, regardless of your 
relationship with them: 

(1) A public agency (e.g., treatment 
facility) operated by a state, county, or 
municipality; 

(2) The employer or a person or orga-
nization under contract to the em-
ployer to provide alcohol or drug treat-
ment and/or education services (e.g., 
the employer’s contracted treatment 
provider); 

(3) The sole source of therapeutically 
appropriate treatment under the em-
ployee’s health insurance program 
(e.g., the single substance abuse in-pa-
tient treatment program made avail-
able by the employee’s insurance cov-
erage plan); or 

(4) The sole source of therapeutically 
appropriate treatment reasonably 
available to the employee (e.g., the 
only treatment facility or education 
program reasonably located within the 
general commuting area). 

§ 40.301 What is the SAP’s function in 
the follow-up evaluation of an em-
ployee? 

(a) As a SAP, after you have pre-
scribed assistance under § 40.293, you 
must re-evaluate the employee to de-
termine if the employee has success-
fully carried out your education and/or 
treatment recommendations. 

(1) This is your way to gauge for the 
employer the employee’s ability to 
demonstrate successful compliance 
with the education and/or treatment 
plan. 

(2) Your evaluation may serve as one 
of the reasons the employer decides to 
return the employee to safety-sensitive 
duty. 

(b) As the SAP making the follow-up 
evaluation determination, you must: 

(1) Confer with or obtain appropriate 
documentation from the appropriate 
education and/or treatment program 
professionals where the employee was 
referred; and 

(2) Conduct a clinical interview meet-
ing the requirements of § 40.291(a)(1) 
with the employee to determine if the 
employee demonstrates successful 
compliance with your initial evalua-
tion recommendations. 

(c) (1) If the employee has dem-
onstrated successful compliance, you 
must provide a written report directly 
to the DER highlighting your clinical 
determination that the employee has 
done so with your initial evaluation 
recommendation (see § 40.311(d)). 

(2) You may determine that an em-
ployee has successfully demonstrated 
compliance even though the employee 
has not yet completed the full regimen 
of education and/or treatment you rec-
ommended or needs additional assist-
ance. For example, if the employee has 
successfully completed the 30-day in- 
patient program you prescribed, you 
may make a ‘‘successful compliance’’ 
determination even though you con-
clude that the employee has not yet 
completed the out-patient counseling 
you recommended or should continue 
in an aftercare program. 

(d)(1) As the SAP, if you believe, as a 
result of the follow-up evaluation, that 
the employee has not demonstrated 
successful compliance with your rec-
ommendations, you must provide writ-
ten notice directly to the DER (see 
§ 40.311(e)). 

(2) As an employer who receives the 
SAP’s written notice that the em-
ployee has not successfully complied 
with the SAP’s recommendations, you 
must not return the employee to the 
performance of safety-sensitive duties. 

(3) As the SAP, you may conduct ad-
ditional follow-up evaluation(s) if the 
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employer determines that doing so is 
consistent with the employee’s 
progress as you have reported it and 
with the employer’s policy and/or 
labor-management agreements. 

(4) As the employer, following a SAP 
report that the employee has not dem-
onstrated successful compliance, you 
may take personnel action consistent 
with your policy and/or labor-manage-
ment agreements. 

[65 FR 79526, Dec. 19, 2000, as amended at 88 
FR 27650, May 2, 2023] 

§ 40.303 What happens if the SAP be-
lieves the employee needs addi-
tional treatment, aftercare, or sup-
port group services even after the 
employee returns to safety-sensitive 
duties? 

(a) As a SAP, if you believe that on-
going services (in addition to follow-up 
tests) are needed to assist an employee 
to maintain sobriety or abstinence 
from drug use after the employee re-
sumes the performance of safety-sen-
sitive duties, you must provide rec-
ommendations for these services in 
your follow-up evaluation report (see 
§ 40.311(d)(10)). 

(b) As an employer receiving a rec-
ommendation for these services from a 
SAP, you may, as part of a return-to- 
duty agreement with the employee, re-
quire the employee to participate in 
the recommended services. You may 
monitor and document the employee’s 
participation in the recommended serv-
ices. You may also make use of SAP 
and employee assistance program 
(EAP) services in assisting and moni-
toring employees’ compliance with 
SAP recommendations. Nothing in this 
section permits an employer to fail to 
carry out its obligations with respect 
to follow-up testing (see § 40.309). 

(c) As an employee, you are obligated 
to comply with the SAP’s rec-
ommendations for these services. If 
you fail or refuse to do so, you may be 
subject to disciplinary action by your 
employer. 

§ 40.305 How does the return-to-duty 
process conclude? 

(a) As the employer, if you decide 
that you want to permit the employee 
to return to the performance of safety- 
sensitive functions, you must ensure 

that the employee takes a return-to- 
duty test. This test cannot occur until 
after the SAP has determined that the 
employee has successfully complied 
with prescribed education and/or treat-
ment. The employee must have a nega-
tive drug test result and/or an alcohol 
test with an alcohol concentration of 
less than 0.02 before resuming perform-
ance of safety-sensitive duties. 

(b) As an employer, you must not re-
turn an employee to safety-sensitive 
duties until the employee meets the 
conditions of paragraph (a) of this sec-
tion. However, you are not required to 
return an employee to safety-sensitive 
duties because the employee has met 
these conditions. That is a personnel 
decision that you have the discretion 
to make, subject to collective bar-
gaining agreements or other legal re-
quirements. 

(c) As a SAP or MRO, you must not 
make a ‘‘fitness for duty’’ determina-
tion as part of this re-evaluation unless 
required to do so under an applicable 
DOT agency regulation. It is the em-
ployer, rather than you, who must de-
cide whether to put the employee back 
to work in a safety-sensitive position. 

(d) As the employer, if a SAP who is 
otherwise fully qualified under this 
subpart performed a remote evaluation 
of the employee outside the geographic 
jurisdiction for their credential(s), the 
employee who they evaluated will not 
be required to seek the evaluation of a 
second SAP. If you decide that you 
want to permit the employee to return 
to the performance of safety-sensitive 
functions, you will proceed with the re-
quirements of paragraph (a) of this sec-
tion. 

[65 FR 79526, Dec. 19, 2000, as amended at 88 
FR 27650, May 2, 2023] 

§ 40.307 What is the SAP’s function in 
prescribing the employee’s follow- 
up tests? 

(a) As a SAP, for each employee who 
has committed a DOT drug or alcohol 
regulation violation, and who seeks to 
resume the performance of safety-sen-
sitive functions, you must establish a 
written follow-up testing plan. You do 
not establish this plan until after you 
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determine that the employee has suc-
cessfully complied with your rec-
ommendations for education and/or 
treatment. 

(b) You must present a copy of this 
plan directly to the DER (see 
§ 40.311(d)(9)). 

(c) You are the sole determiner of the 
number and frequency of follow-up 
tests and whether these tests will be 
for drugs, alcohol, or both, unless oth-
erwise directed by the appropriate DOT 
agency regulation. For example, if the 
employee had a positive drug test, but 
your evaluation or the treatment pro-
gram professionals determined that the 
employee had an alcohol problem as 
well, you should require that the em-
ployee have follow-up tests for both 
drugs and alcohol. 

(d) However, you must, at a min-
imum, direct that the employee be sub-
ject to six unannounced follow-up tests 
in the first 12 months of safety-sen-
sitive duty following the employee’s 
return to safety-sensitive functions. 

(1) You may require a greater number 
of follow-up tests during the first 12- 
month period of safety-sensitive duty 
(e.g., you may require one test a month 
during the 12-month period; you may 
require two tests per month during the 
first 6-month period and one test per 
month during the final 6-month pe-
riod). 

(2) You may also require follow-up 
tests during the 48 months of safety- 
sensitive duty following this first 12- 
month period. 

(3) You are not to establish the ac-
tual dates for the follow-up tests you 
prescribe. The decision on specific 
dates to test is the employer’s. 

(4) As the employer, you must not 
impose additional testing requirements 
(e.g., under company authority) on the 
employee that go beyond the SAP’s fol-
low-up testing plan. 

(e) The requirements of the SAP’s 
follow-up testing plan ‘‘follow the em-
ployee’’ to subsequent employers or 
through breaks in service. 

Example 1 to paragraph (e): The employee 
returns to duty with Employer A. Two 
months afterward, after completing the first 
two of six follow-up tests required by the 
SAP’s plan, the employee quits his job with 
Employer A and begins to work in a similar 
position for Employer B. The employee re-
mains obligated to complete the four addi-

tional tests during the next 10 months of 
safety-sensitive duty, and Employer B is re-
sponsible for ensuring that the employee 
does so. Employer B learns of this obligation 
through the inquiry it makes under § 40.25. 

Example 2 to paragraph (e): The employee 
returns to duty with Employer A. Three 
months later, after the employee completes 
the first two of six follow-up tests required 
by the SAP’s plan, Employer A lays the em-
ployee off for economic or seasonal employ-
ment reasons. Four months later, Employer 
A recalls the employee. Employer A must en-
sure that the employee completes the re-
maining four follow-up tests during the next 
nine months. 

(f) As the SAP, you may modify the 
determinations you have made con-
cerning follow-up tests. For example, 
even if you recommended follow-up 
testing beyond the first 12-months, you 
can terminate the testing requirement 
at any time after the first year of test-
ing. You must not, however, modify 
the requirement that the employee 
take at least six follow-up tests within 
the first 12 months after returning to 
the performance of safety-sensitive 
functions. 

(g) As the employer, SAP, or other 
service agent, you must not provide to 
the employee a copy of their drug and/ 
or alcohol follow-up testing schedule 
prescribed by the SAP. No employer, 
SAP, or other service agent will indi-
cate to the employee what the fre-
quency or duration of the employee’s 
follow-up testing schedule will be. The 
SAP can require follow-up testing for 
either or both drugs and alcohol for a 
drug-related or an alcohol-related vio-
lation. 

[65 FR 79526, Dec. 19, 2000, as amended at 88 
FR 27650, May 2, 2023] 

§ 40.309 What are the employer’s re-
sponsibilities with respect to the 
SAP’s directions for follow-up tests? 

(a) As the employer, you must carry 
out the SAP’s follow-up testing re-
quirements. You may not allow the 
employee to continue to perform safe-
ty-sensitive functions unless follow-up 
testing is conducted as directed by the 
SAP. 

(b) You should schedule follow-up 
tests on dates of your own choosing, 
but you must ensure that the tests are 
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unannounced with no discernable pat-
tern as to their timing, and that the 
employee is given no advance notice. 

(c) You cannot substitute any other 
tests (e.g., those carried out under the 
random testing program) conducted on 
the employee for this follow-up testing 
requirement. 

(d) You cannot count a follow-up test 
that has been cancelled as a completed 
test. A cancelled follow-up test must be 
recollected. 

§ 40.311 What are the requirements 
concerning SAP reports? 

(a) As the SAP conducting the re-
quired evaluations, you must send the 
written reports required by this section 
in writing directly to the DER and not 
to a third party or entity for for-
warding to the DER (except as provided 
in § 40.355(e)). You may, however, for-
ward the document simultaneously to 
the DER and to a C/TPA. 

(b) As an employer, you must ensure 
that you receive SAP written reports 
directly from the SAP performing the 
evaluation and that no third party or 
entity changed the SAP’s report in any 
way. 

(c) The SAP’s written report, fol-
lowing an initial evaluation that deter-
mines what level of assistance is need-
ed to address the employee’s drug and/ 
or alcohol problems, must be on the 
SAP’s own letterhead (and not the let-
terhead of another service agent) 
signed and dated by the SAP, and must 
contain the following delineated items: 

(1) Employee’s name and SSN or em-
ployee ID No.; 

(2) Employer’s name and address; 
(3) Reason for the assessment (spe-

cific violation of DOT regulations and 
violation date); 

(4) Date(s) and format (i.e., face-to- 
face or remote) of the assessment; 

(5) SAP’s education and/or treatment 
recommendation; and 

(6) SAP’s telephone number. 
(d) The SAP’s written report con-

cerning a follow-up evaluation that de-
termines the employee has dem-
onstrated successful compliance must 
be on the SAP’s own letterhead (and 
not the letterhead of another service 
agent), signed by the SAP and dated, 
and must contain the following items: 

(1) Employee’s name and SSN or em-
ployee ID No.; 

(2) Employer’s name and address; 
(3) Reason for the initial assessment 

(specific violation of DOT regulations 
and violation date); 

(4) Date(s) and format (i.e., face-to- 
face or remote) of the initial assess-
ment and synopsis of the treatment 
plan; 

(5) Name of practice(s) or service(s) 
providing the recommended education 
and/or treatment; 

(6) Inclusive dates of employee’s pro-
gram participation; 

(7) Clinical characterization of em-
ployee’s program participation; 

(8) SAP’s clinical determination as to 
whether the employee has dem-
onstrated successful compliance; 

(9) Follow-up testing plan; 
(10) Employee’s continuing care 

needs with specific treatment, 
aftercare, and/or support group services 
recommendations; and 

(11) SAP’s telephone number. 
(e) The SAP’s written report con-

cerning a follow-up evaluation that de-
termines the employee has not dem-
onstrated successful compliance must 
be on the SAP’s own letterhead (and 
not the letterhead of another service 
agent), signed by the SAP and dated, 
and must contain the following items: 

(1) Employee’s name and SSN or em-
ployee ID No.; 

(2) Employer’s name and address; 
(3) Reason for the initial assessment 

(specific DOT violation and date); 
(4) Date(s) and format (i.e., face-to- 

face or remote) of initial assessment 
and synopsis of treatment plan; 

(5) Name of practice(s) or service(s) 
providing the recommended education 
and/or treatment; 

(6) Inclusive dates of employee’s pro-
gram participation; 

(7) Clinical characterization of em-
ployee’s program participation; 

(8) Date(s) of the first follow-up eval-
uation; 

(9) Date(s) of any further follow-up 
evaluation the SAP has scheduled; 

(10) SAP’s clinical reasons for deter-
mining that the employee has not dem-
onstrated successful compliance; and 

(11) SAP’s telephone number. 
(f) As a SAP, you must also provide 

these written reports directly to the 
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employee if the employee has no cur-
rent employer and to the gaining DOT 
regulated employer in the event the 
employee obtains another transpor-
tation industry safety-sensitive posi-
tion. 

(g) As a SAP, you are to maintain 
copies of your reports to employers for 
5 years, and your employee clinical 
records in accordance with Federal, 
state, and local laws regarding record 
maintenance, confidentiality, and re-
lease of information. You must make 
these records available, on request, to 
DOT agency representatives (e.g., in-
spectors conducting an audit or safety 
investigation) and representatives of 
the NTSB in an accident investigation. 

(h) As an employer, you must main-
tain your reports from SAPs for 5 years 
from the date you received them. 

[65 FR 79526, Dec. 19, 2000, as amended at 88 
FR 27650, May 2, 2023] 

Subpart P—Confidentiality and 
Release of Information 

§ 40.321 What is the general confiden-
tiality rule for drug and alcohol test 
information? 

Except as otherwise provided in this 
subpart, as a service agent or employer 
participating in the DOT drug or alco-
hol testing process, you are prohibited 
from releasing individual test results 
or medical information about an em-
ployee to third parties without the em-
ployee’s specific written consent. 

(a) A ‘‘third party’’ is any person or 
organization to whom other subparts of 
this regulation do not explicitly au-
thorize or require the transmission of 
information in the course of the drug 
or alcohol testing process. 

(b) ‘‘Specific written consent’’ means 
a statement signed by the employee 
that he or she agrees to the release of 
a particular piece of information to a 
particular, explicitly identified, person 
or organization at a particular time. 
‘‘Blanket releases,’’ in which an em-
ployee agrees to a release of a category 
of information (e.g., all test results) or 
to release information to a category of 
parties (e.g., other employers who are 
members of a C/TPA, companies to 
which the employee may apply for em-
ployment), are prohibited under this 
part. 

§ 40.323 May program participants re-
lease drug or alcohol test informa-
tion in connection with legal pro-
ceedings? 

(a) As an employer, you may release 
information pertaining to an employ-
ee’s drug or alcohol test without the 
employee’s consent in certain legal 
proceedings. 

(1) These proceedings include a law-
suit (e.g., a wrongful discharge action), 
grievance (e.g., an arbitration con-
cerning disciplinary action taken by 
the employer), or administrative pro-
ceeding (e.g., an unemployment com-
pensation hearing) brought by, or on 
behalf of, an employee and resulting 
from a positive DOT drug or alcohol 
test or a refusal to test (including, but 
not limited to, adulterated or sub-
stituted test results). 

(2) These proceedings also include a 
criminal or civil action resulting from 
an employee’s performance of safety- 
sensitive duties, in which a court of 
competent jurisdiction determines that 
the drug or alcohol test information 
sought is relevant to the case and 
issues an order directing the employer 
to produce the information. For exam-
ple, in personal injury litigation fol-
lowing a truck or bus collision, the 
court could determine that a post-acci-
dent drug test result of an employee is 
relevant to determining whether the 
driver or the driver’s employer was 
negligent. The employer is authorized 
to respond to the court’s order to 
produce the records. 

(b) In such a proceeding, you may re-
lease the information to the decision-
maker in the proceeding (e.g., the court 
in a lawsuit). You may release the in-
formation only with a binding stipula-
tion that the decisionmaker to whom 
it is released will make it available 
only to parties to the proceeding. 

(c) If you are a service agent, and the 
employer requests its employee’s drug 
or alcohol testing information from 
you to use in a legal proceeding as au-
thorized in paragraph (a) of this sec-
tion (e.g., the laboratory’s data pack-
age), you must provide the requested 
information to the employer. 

(d) As an employer or service agent, 
you must immediately notify the em-
ployee in writing of any information 
you release under this section. 
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§ 40.325 [Reserved] 

§ 40.327 When must the MRO report 
medical information gathered in 
the verification process? 

(a) As the MRO, you must, except as 
provided in paragraph (d) of this sec-
tion, report drug test results and med-
ical information you learned as part of 
the verification process to third parties 
without the employee’s consent if you 
determine, in your reasonable medical 
judgment, that: 

(1) The information is likely to result 
in the employee being determined to be 
medically unqualified under an appli-
cable DOT agency regulation; or 

(2) The information indicates that 
continued performance by the em-
ployee of his or her safety-sensitive 
function is likely to pose a significant 
safety risk. 

(b) The third parties to whom you are 
authorized to provide information by 
this section include the employer, a 
physician or other health care provider 
responsible for determining the med-
ical qualifications of the employee 
under an applicable DOT agency safety 
regulation, a SAP evaluating the em-
ployee as part of the return to duty 
process (see § 40.293(g)), a DOT agency, 
or the National Transportation Safety 
Board in the course of an accident in-
vestigation. 

(c) The MRO must not report such 
medical information using the CCF. In-
stead, the MRO must provide the infor-
mation in a separate written commu-
nication (e.g., letter, secure email). The 
information must state the specific na-
ture of the MRO’s safety concern (e.g., 
the effects of a medication the em-
ployee is taking, the employee’s under-
lying medical condition that the em-
ployee disclosed to the MRO). 

(d) If the law of a foreign country 
(e.g., Canada) prohibits you from pro-
viding medical information to the em-
ployer, you may comply with that pro-
hibition. 

[65 FR 79526, Dec. 19, 2000, as amended at 88 
FR 27650, May 2, 2023] 

§ 40.329 What information must lab-
oratories, MROs, and other service 
agents release to employees? 

(a) As an MRO or service agent you 
must provide, within 10 business days 

of receiving a written request from an 
employee, copies of any records per-
taining to the employee’s use of alco-
hol and/or drugs, including records of 
the employee’s DOT-mandated drug 
and/or alcohol tests. You may charge 
no more than the cost of preparation 
and reproduction for copies of these 
records. 

(b) As a laboratory, you must pro-
vide, within 10 business days of receiv-
ing a written request from an em-
ployee, and made through the MRO, 
the records relating to the results of 
the employee’s drug test (i.e., labora-
tory report and data package). You 
may charge no more than the cost of 
preparation and reproduction for copies 
of these records. 

(c) As a SAP, you must make avail-
able to an employee, on request, a copy 
of all SAP reports (see § 40.311). How-
ever, you must redact follow-up testing 
information from the report before pro-
viding it to the employee. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41954, Aug. 9, 2001] 

§ 40.331 To what additional parties 
must employers and service agents 
release information? 

As an employer or service agent you 
must release information under the fol-
lowing circumstances: 

(a) If you receive a specific, written 
consent from an employee authorizing 
the release of information about that 
employee’s drug or alcohol tests to an 
identified person, you must provide the 
information to the identified person. 
For example, as an employer, when you 
receive a written request from a former 
employee to provide information to a 
subsequent employer, you must do so. 
In providing the information, you must 
comply with the terms of the employ-
ee’s consent. 

(b) If you are an employer, you must, 
upon request of DOT agency represent-
atives, provide the following: 

(1) Access to your facilities used for 
this part and DOT agency drug and al-
cohol program functions. 

(2) All written, printed, and com-
puter-based drug and alcohol program 
records and reports (including copies of 
name-specific records or reports), files, 
materials, data, documents/documenta-
tion, agreements, contracts, policies, 
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and statements that are required by 
this part and DOT agency regulations. 
You must provide this information at 
your principal place of business in the 
time required by the DOT agency. 

(3) All items in paragraph (b)(2) of 
this section must be easily accessible, 
legible, and provided in an organized 
manner. If electronic records do not 
meet these standards, they must be 
converted to printed documentation 
that meets these standards. 

(c) If you are a service agent, you 
must, upon request of DOT agency rep-
resentatives, provide the following: 

(1) Access to your facilities used for 
this part and DOT agency drug and al-
cohol program functions. 

(2) All written, printed, and com-
puter-based drug and alcohol program 
records and reports (including copies of 
name-specific records or reports), files, 
materials, data, documents/documenta-
tion, agreements, contracts, policies, 
and statements that are required by 
this part and DOT agency regulations. 
You must provide this information at 
your principal place of business in the 
time required by the DOT agency. 

(3) All items in paragraph (c)(2) of 
this section must be easily accessible, 
legible, and provided in an organized 
manner. If electronic records do not 
meet these standards, they must be 
converted to printed documentation 
that meets these standards. 

(d) If requested by the National 
Transportation Safety Board as part of 
an accident investigation, you must 
provide information concerning post- 
accident tests administered after the 
accident. 

(e) If requested by a Federal, state or 
local safety agency with regulatory au-
thority over you or the employee, you 
must provide drug and alcohol test 
records concerning the employee. 

(f) Except as otherwise provided in 
this part, as a laboratory you must not 
release or provide a specimen or a part 
of a specimen to a requesting party, 
without first obtaining written consent 
from ODAPC. DNA testing and other 
types of identity testing are not au-
thorized and ODAPC will not give per-
mission for such testing. If a party 
seeks a court order directing you to re-
lease a specimen or part of a specimen 
contrary to any provision of this part, 

you must take necessary legal steps to 
contest the issuance of the order (e.g., 
seek to quash a subpoena, citing the re-
quirements of § 40.13). This part does 
not require you to disobey a court 
order, however. 

(g) Notwithstanding any other provi-
sion of this Part, as an employer of 
Commercial Motor Vehicle (CMV) driv-
ers holding commercial driving li-
censes (CDLs) or as a third party ad-
ministrator for owner-operator CMV 
drivers with CDLs, you are authorized 
to comply with State laws requiring 
you to provide to State CDL licensing 
authorities information about all vio-
lations of DOT drug and alcohol testing 
rules (including positive tests and re-
fusals) by any CMV driver holding a 
CDL. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41955, Aug. 9, 2001; 73 FR 33737, June 13, 
2008; 82 FR 52247, Nov. 13, 2017] 

§ 40.333 What records must employers 
keep? 

(a) As an employer, you must keep 
the following records for the following 
periods of time: 

(1) You must keep the following 
records for five years: 

(i) Records of alcohol test results in-
dicating an alcohol concentration of 
0.02 or greater; 

(ii) Records of verified positive drug 
test results; 

(iii) Documentation of refusals to 
take required alcohol and/or drug tests 
(including substituted or adulterated 
drug test results); 

(iv) SAP reports; and 
(v) All follow-up tests and schedules 

for follow-up tests. 
(2) You must keep records for three 

years of information obtained from 
previous employers under § 40.25 con-
cerning drug and alcohol test results of 
employees. 

(3) You must keep records of the in-
spection, maintenance, and calibration 
of EBTs, for two years. 

(4) You must keep records of negative 
and cancelled drug test results and al-
cohol test results with a concentration 
of less than 0.02 for one year. 

(b) You do not have to keep records 
related to a program requirement that 
does not apply to you (e.g., a maritime 
employer who does not have a DOT- 
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mandated random alcohol testing pro-
gram need not maintain random alco-
hol testing records). 

(c) You must maintain the records in 
a location with controlled access. 

(d) A service agent may maintain 
these records for you. However, you 
must ensure that you can produce 
these records at your principal place of 
business in the time required by the 
DOT agency. For example, as a motor 
carrier, when an FMCSA inspector re-
quests your records, you must ensure 
that you can provide them within two 
business days. 

(e) If you store records electroni-
cally, where permitted by this part, 
you must ensure that the records are 
easily accessible, legible, and for-
matted and stored in an organized 
manner. If electronic records do not 
meet these criteria, you must convert 
them to printed documentation in a 
rapid and readily auditable manner, at 
the request of DOT agency personnel. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41955, Aug. 9, 2001] 

Subpart Q—Roles and 
Responsibilities of Service Agents 

§ 40.341 Must service agents comply 
with DOT drug and alcohol testing 
requirements? 

(a) As a service agent, the services 
you provide to transportation employ-
ers must meet the requirements of this 
part and the DOT agency drug and al-
cohol testing regulations. 

(b) If you do not comply, DOT may 
take action under the Public Interest 
Exclusions procedures of this part (see 
Subpart R of this part) or applicable 
provisions of other DOT agency regula-
tions. 

§ 40.343 What tasks may a service 
agent perform for an employer? 

As a service agent, you may perform 
for employers the tasks needed to com-
ply with DOT agency drug and alcohol 
testing regulations, subject to the re-
quirements and limitations of this 
part. 

§ 40.345 In what circumstances may a 
C/TPA act as an intermediary in the 
transmission of drug and alcohol 
testing information to employers? 

(a) As a C/TPA or other service 
agent, you may act as an intermediary 
in the transmission of drug and alcohol 
testing information in the cir-
cumstances specified in this section 
only if the employer chooses to have 
you do so. Each employer makes the 
decision about whether to receive some 
or all of this information from you, 
acting as an intermediary, rather than 
directly from the service agent who 
originates the information (e.g., an 
MRO or BAT). 

(b) The specific provisions of this 
part concerning which you may act as 
an intermediary are listed in appendix 
H to this part. These are the only situ-
ations in which you may act as an 
intermediary. You are prohibited from 
doing so in all other situations. 

(c) In every case, you must ensure 
that, in transmitting information to 
employers, you meet all requirements 
(e.g., concerning confidentiality and 
timing) that would apply if the service 
agent originating the information (e.g., 
an MRO or collector) sent the informa-
tion directly to the employer. For ex-
ample, if you transmit drug testing re-
sults from MROs to DERs, you must 
transmit each drug test result to the 
DER in compliance with the MRO re-
quirements set forth in § 40.167. 

[65 FR 79526, Dec. 19, 2000, as amended at 88 
FR 27650, May 2, 2023] 

§ 40.347 What functions may C/TPAs 
perform with respect to admin-
istering testing? 

As a C/TPA, except as otherwise spec-
ified in this part, you may perform the 
following functions for employers con-
cerning random selection and other se-
lections for testing. 

(a) You may operate random testing 
programs for employers and may assist 
(i.e., through contracting with labora-
tories or collection sites, conducting 
collections) employers with other 
types of testing (e.g., pre-employment, 
post-accident, reasonable suspicion, re-
turn-to-duty, and follow-up). 

(b) You may combine employees from 
more than one employer or one trans-
portation industry in a random pool if 
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permitted by all the DOT agency drug 
and alcohol testing regulations in-
volved. 

(1) If you combine employees from 
more than one transportation industry, 
you must ensure that the random test-
ing rate is at least equal to the highest 
rate required by each DOT agency. 

(2) Employees not covered by DOT 
agency regulations may not be part of 
the same random pool with DOT cov-
ered employees. 

(c) You may assist employers in en-
suring that follow-up testing is con-
ducted in accordance with the plan es-
tablished by the SAP. However, neither 
you nor the employer are permitted to 
randomly select employees from a 
‘‘follow-up pool’’ for follow-up testing. 

§ 40.349 What records may a service 
agent receive and maintain? 

(a) Except where otherwise specified 
in this part, as a service agent you may 
receive and maintain all records con-
cerning DOT drug and alcohol testing 
programs, including positive, negative, 
and refusal to test individual test re-
sults. You do not need the employee’s 
consent to receive and maintain these 
records. 

(b) You may maintain all informa-
tion needed for operating a drug/alco-
hol program (e.g., CCFs, ATFs, names 
of employees in random pools, random 
selection lists, copies of notices to em-
ployers of selected employees) on be-
half of an employer. 

(c) If a service agent originating drug 
or alcohol testing information, such as 
an MRO or BAT, sends the information 
directly to the DER, he or she may also 
provide the information simulta-
neously to you, as a C/TPA or other 
service agent who maintains this infor-
mation for the employer. 

(d) If you are serving as an inter-
mediary in transmitting information 
that is required to be provided to the 
employer, you must ensure that it 
reaches the employer in the same time 
periods required elsewhere in this part. 

(e) You must ensure that you can 
make available to the employer within 
two business days any information the 
employer is asked to produce by a DOT 
agency representative. 

(f) On request of an employer, you 
must, at any time on the request of an 

employer, transfer immediately all 
records pertaining to the employer and 
its employees to the employer or to 
any other service agent the employer 
designates. You must carry out this 
transfer as soon as the employer re-
quests it. You are not required to ob-
tain employee consent for this trans-
fer. You must not charge more than 
your reasonable administrative costs 
for conducting this transfer. You may 
not charge a fee for the release of these 
records. 

(g) If you are planning to go out of 
business or your organization will be 
bought by or merged with another or-
ganization, you must immediately no-
tify all employers and offer to transfer 
all records pertaining to the employer 
and its employees to the employer or 
to any other service agent the em-
ployer designates. You must carry out 
this transfer as soon as the employer 
requests it. You are not required to ob-
tain employee consent for this trans-
fer. You must not charge more than 
your reasonable administrative costs 
for conducting this transfer. You may 
not charge a fee for the release of these 
records. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41955, Aug. 9, 2001] 

§ 40.351 What confidentiality require-
ments apply to service agents? 

Except where otherwise specified in 
this part, as a service agent the fol-
lowing confidentiality requirements 
apply to you: 

(a) When you receive or maintain 
confidential information about em-
ployees (e.g., individual test results), 
you must follow the same confiden-
tiality regulations as the employer 
with respect to the use and release of 
this information. 

(b) You must follow all confiden-
tiality and records retention require-
ments applicable to employers. 

(c) You may not provide individual 
test results or other confidential infor-
mation to another employer without a 
specific, written consent from the em-
ployee. For example, suppose you are a 
C/TPA that has employers X and Y as 
clients. Employee Jones works for X, 
and you maintain Jones’ drug and alco-
hol test for X. Jones wants to change 



669 

Office of the Secretary of Transportation § 40.355 

jobs and work for Y. You may not in-
form Y of the result of a test conducted 
for X without having a specific, written 
consent from Jones. Likewise, you may 
not provide this information to em-
ployer Z, who is not a C/TPA member, 
without this consent. 

(d) You must not use blanket consent 
forms authorizing the release of em-
ployee testing information. 

(e) You must establish adequate con-
fidentiality and security measures to 
ensure that confidential employee 
records are not available to unauthor-
ized persons. This includes protecting 
the physical security of records, access 
controls, and computer security meas-
ures to safeguard confidential data in 
electronic data bases. 

§ 40.353 What principles govern the 
interaction between MROs and 
other service agents? 

As a service agent other than an 
MRO (e.g., a C/TPA), the following 
principles govern your interaction with 
MROs: 

(a) You may provide MRO services to 
employers, directly or through con-
tract, if you meet all applicable provi-
sions of this part. 

(b) If you employ or contract for an 
MRO, the MRO must perform duties 
independently and confidentially. 
When you have a relationship with an 
MRO, you must structure the relation-
ship to ensure that this independence 
and confidentiality are not com-
promised. Specific means (including 
both physical and operational meas-
ures, as appropriate) to separate MRO 
functions and other service agent func-
tions are essential. 

(c) Only your staff who are actually 
under the day-to-day supervision and 
control of an MRO with respect to 
MRO functions may perform these 
functions. This does not mean that 
those staff may not perform other 
functions at other times. However, the 
designation of your staff to perform 
MRO functions under MRO supervision 
must be limited and not used as a sub-
terfuge to circumvent confidentiality 
and other requirements of this part and 
DOT agency regulations. You must en-
sure that MRO staff operate under con-
trols sufficient to ensure that the inde-

pendence and confidentiality of the 
MRO process are not compromised. 

(d) Like other MROs, an MRO you 
employ or contract with must person-
ally conduct verification interviews 
with employees and must personally 
make all verification decisions. Con-
sequently, your staff cannot perform 
these functions. 

§ 40.355 What limitations apply to the 
activities of service agents? 

As a service agent, you are subject to 
the following limitations concerning 
your activities in the DOT drug and al-
cohol testing program. 

(a) You must not require an em-
ployee to sign a consent, release, waiv-
er of liability, or indemnification 
agreement with respect to any part of 
the drug or alcohol testing process cov-
ered by this part (including, but not 
limited to, collections, laboratory test-
ing, MRO, and SAP services). No one 
may do so on behalf of a service agent. 

(b) You must not act as an inter-
mediary in the transmission of drug 
test results from the laboratory to the 
MRO. That is, the laboratory may not 
send results to you, with you in turn 
sending them to the MRO for 
verification. For example, a practice in 
which the laboratory transmits results 
to your computer system, and you then 
assign the results to a particular MRO, 
is not permitted. 

(c) You must not transmit drug test 
results directly from the laboratory to 
the employer (by electronic or other 
means) or to a service agent who for-
wards them to the employer. All con-
firmed laboratory results must be proc-
essed by the MRO before they are re-
leased to any other party. 

(d) You must not act as an inter-
mediary in the transmission of alcohol 
test results of 0.02 or higher from the 
STT or BAT to the DER. 

(e) Except as provided in paragraph 
(f) of this section, you must not act as 
an intermediary in the transmission of 
individual SAP reports to the actual 
employer. That is, the SAP may not 
send such reports to you, with you in 
turn sending them to the actual em-
ployer. However, you may maintain in-
dividual SAP summary reports and fol-
low-up testing plans after they are sent 
to the DER, and the SAP may transmit 
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such reports to you simultaneously 
with sending them to the DER. 

(f) As an exception to paragraph (e) 
of this section, you may act as an 
intermediary in the transmission of 
SAP report from the SAP to an owner- 
operator or other self-employed indi-
vidual. 

(g) Except as provided in paragraph 
(h) of this section, you must not make 
decisions to test an employee based 
upon reasonable suspicion, post-acci-
dent, return-to-duty, and follow-up de-
termination criteria. These are duties 
the actual employer cannot delegate to 
a C/TPA. You may, however, provide 
advice and information to employers 
regarding these testing issues and how 
the employer should schedule required 
testing. 

(h) As an exception to paragraph (g) 
of this section, you may make deci-
sions to test an employee based upon 
reasonable suspicion, post-accident, re-
turn-to-duty, and follow-up determina-
tion criteria with respect to an owner- 
operator or other self-employed indi-
vidual. 

(i) Except as provided in paragraph 
(j) of this section, you must not make 
a determination that an employee has 
refused a drug or alcohol test. This is a 
non-delegable duty of the actual em-
ployer. You may, however, provide ad-
vice and information to employers re-
garding refusal-to-test issues. 

(j) As an exception to paragraph (i) of 
this section, you may make a deter-
mination that an employee has refused 
a drug or alcohol test, if: 

(1) You schedule a required test for 
an owner-operator or other self-em-
ployed individual, and the individual 
fails to appear for the test without a 
legitimate reason; or 

(2) As an MRO, you determine that 
an individual has refused to test on the 
basis of adulteration or substitution. 

(k) You must not act as a DER. For 
example, while you may be responsible 
for transmitting information to the 
employer about test results, you must 
not act on behalf of the employer in ac-
tions to remove employees from safety- 
sensitive duties. 

(l) In transmitting documents to lab-
oratories, you must ensure that you 
send to the laboratory that conducts 
testing only Copy 1 of the CCF. You 

must not transmit other copies of the 
CCF or any ATFs to the laboratory. 

(m) You must not impose conditions 
or requirements on employers that 
DOT regulations do not authorize. For 
example, as a C/TPA serving employers 
in the pipeline or motor carrier indus-
try, you must not require employers to 
have provisions in their DOT plans 
that PHMSA or FMCSA regulations do 
not require. 

(n) You must not intentionally delay 
the transmission of drug or alcohol 
testing-related documents concerning 
actions you have performed, because of 
a payment dispute or other reasons. 

Example 1 to paragraph (n): A laboratory 
that has tested a specimen must not delay 
transmitting the documentation of the test 
result to an MRO because of a billing or pay-
ment dispute with the MRO or a C/TPA. 

Example 2 to paragraph (n): An MRO or SAP 
who has interviewed an employee must not 
delay sending a verified test result or SAP 
report to the employer because of such a dis-
pute with the employer or employee. 

Example 3 to paragraph (n): A collector who 
has performed a specimen collection must 
not delay sending the drug specimen and 
CCF to the laboratory because of a payment 
or other dispute with the laboratory or a C/ 
TPA. 

Example 4 to paragraph (n): A BAT who has 
conducted an alcohol test must not delay 
sending test result information to an em-
ployer or C/TPA because of a payment or 
other dispute with the employer or C/TPA. 

(o) While you must follow the DOT 
agency regulations, the actual em-
ployer remains accountable to DOT for 
compliance, and your failure to imple-
ment any aspect of the program as re-
quired in this part and other applicable 
DOT agency regulations makes the em-
ployer subject to enforcement action 
by the Department. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41955, Aug. 9, 2001; 71 FR 49384, Aug. 23, 
2006; 75 FR 59108, Sept. 27, 2010; 88 FR 27650, 
May 2, 2023] 

Subpart R—Public Interest 
Exclusions 

§ 40.361 What is the purpose of a pub-
lic interest exclusion (PIE)? 

(a) To protect the public interest, in-
cluding protecting transportation em-
ployers and employees from serious 
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noncompliance with DOT drug and al-
cohol testing rules, the Department’s 
policy is to ensure that employers con-
duct business only with responsible 
service agents. 

(b) The Department therefore uses 
PIEs to exclude from participation in 
DOT’s drug and alcohol testing pro-
gram any service agent who, by serious 
noncompliance with this part or other 
DOT agency drug and alcohol testing 
regulations, has shown that it is not 
currently acting in a responsible man-
ner. 

(c) A PIE is a serious action that the 
Department takes only to protect the 
public interest. We intend to use PIEs 
only to remedy situations of serious 
noncompliance. PIEs are not used for 
the purpose of punishment. 

(d) Nothing in this subpart precludes 
a DOT agency or the Inspector General 
from taking other action authorized by 
its regulations with respect to service 
agents or employers that violate its 
regulations. 

§ 40.363 On what basis may the De-
partment issue a PIE? 

(a) If you are a service agent, the De-
partment may issue a PIE concerning 
you if we determine that you have 
failed or refused to provide drug or al-
cohol testing services consistent with 
the requirements of this part or a DOT 
agency drug and alcohol regulation. 

(b) The Department also may issue a 
PIE if you have failed to cooperate 
with DOT agency representatives con-
cerning inspections, complaint inves-
tigations, compliance and enforcement 
reviews, or requests for documents and 
other information about compliance 
with this part or DOT agency drug and 
alcohol regulations. 

§ 40.365 What is the Department’s pol-
icy concerning starting a PIE pro-
ceeding? 

(a) It is the Department’s policy to 
start a PIE proceeding only in cases of 
serious, uncorrected noncompliance 
with the provisions of this part, affect-
ing such matters as safety, the out-
comes of test results, privacy and con-
fidentiality, due process and fairness 
for employees, the honesty and integ-
rity of the testing program, and co-

operation with or provision of informa-
tion to DOT agency representatives. 

(b) The following are examples of the 
kinds of serious noncompliance that, as 
a matter of policy, the Department 
views as appropriate grounds for start-
ing a PIE proceeding. These examples 
are not intended to be an exhaustive or 
exclusive list of the grounds for start-
ing a PIE proceeding. We intend them 
to illustrate the level of seriousness 
that the Department believes supports 
starting a PIE proceeding. The exam-
ples follow: 

(1) For an MRO, verifying tests posi-
tive without interviewing the employ-
ees as required by this part or pro-
viding MRO services without meeting 
the qualifications for an MRO required 
by this part; 

(2) For a laboratory, refusing to pro-
vide information to the Department, 
an employer, or an employee as re-
quired by this part; failing or refusing 
to conduct a validity testing program 
when required by this part; or a pat-
tern or practice of testing errors that 
result in the cancellation of tests. (As 
a general matter of policy, the Depart-
ment does not intend to initiate a PIE 
proceeding concerning a laboratory 
with respect to matters on which HHS 
initiates certification actions under its 
laboratory guidelines.); 

(3) For a collector, a pattern or prac-
tice of directly observing collections 
when doing so is unauthorized, or fail-
ing or refusing to directly observe col-
lections when doing so is mandatory; 

(4) For collectors, BATs, or STTs, a 
pattern or practice of using forms, 
testing equipment, or collection kits 
that do not meet the standards in this 
part; 

(5) For a collector, BAT, or STT, a 
pattern or practice of ‘‘fatal flaws’’ or 
other significant uncorrected errors in 
the collection process; 

(6) For a laboratory, MRO or C/TPA, 
failing or refusing to report tests re-
sults as required by this part or DOT 
agency regulations; 

(7) For a laboratory, falsifying, con-
cealing, or destroying documentation 
concerning any part of the drug testing 
process, including, but not limited to, 
documents in a ‘‘litigation package’’; 

(8) For SAPs, providing SAP services 
while not meeting SAP qualifications 



672 

49 CFR Subtitle A (10–1–24 Edition) § 40.367 

required by this part or performing 
evaluations without interviews meet-
ing the requirements of § 40.291(a)(1); 

(9) For any service agent, maintain-
ing a relationship with another party 
that constitutes a conflict of interest 
under this part (e.g., a laboratory that 
derives a financial benefit from having 
an employer use a specific MRO); 

(10) For any service agent, falsely 
representing that the service agent or 
its activities is approved or certified by 
the Department or a DOT agency (such 
representation includes, but is not lim-
ited to, the use of a Department or 
DOT agency logo, title, or emblem). 

(11) For any service agent, disclosing 
an employee’s test result information 
to any party this part or a DOT agency 
regulation does not authorize, includ-
ing by obtaining a ‘‘blanket’’ consent 
from employees or by creating a data 
base from which employers or others 
can retrieve an employee’s DOT test 
results without the specific consent of 
the employee; 

(12) For any service agent, inter-
fering or attempting to interfere with 
the ability of an MRO to communicate 
with the Department, or retaliating 
against an MRO for communicating 
with the Department; 

(13) For any service agent, directing 
or recommending that an employer fail 
or refuse to implement any provision of 
this part; or 

(14) With respect to noncompliance 
with a DOT agency regulation, conduct 
that affects important provisions of 
Department-wide concern (e.g., failure 
to properly conduct the selection proc-
ess for random testing). 

[65 FR 79526, Dec. 19, 2000, as amended at 82 
FR 52247, Nov. 13, 2017; 88 FR 27650, May 2, 
2023] 

§ 40.367 Who initiates a PIE pro-
ceeding? 

The following DOT officials may ini-
tiate a PIE proceeding: 

(a) The drug and alcohol program 
manager of a DOT agency; 

(b) An official of ODAPC, other than 
the Director; or 

(c) The designee of any of these offi-
cials. 

§ 40.369 What is the discretion of an 
initiating official in starting a PIE 
proceeding? 

(a) Initiating officials have broad dis-
cretion in deciding whether to start a 
PIE proceeding. 

(b) In exercising this discretion, the 
initiating official must consider the 
Department’s policy regarding the seri-
ousness of the service agent’s conduct 
(see § 40.365) and all information he or 
she has obtained to this point con-
cerning the facts of the case. The initi-
ating official may also consider the 
availability of the resources needed to 
pursue a PIE proceeding. 

(c) A decision not to initiate a PIE 
proceeding does not necessarily mean 
that the Department regards a service 
agent as being in compliance or that 
the Department may not use other ap-
plicable remedies in a situation of non-
compliance. 

§ 40.371 On what information does an 
initiating official rely in deciding 
whether to start a PIE proceeding? 

(a) An initiating official may rely on 
credible information from any source 
as the basis for starting a PIE pro-
ceeding. 

(b) Before sending a correction notice 
(see § 40.373), the initiating official in-
formally contacts the service agent to 
determine if there is any information 
that may affect the initiating official’s 
determination about whether it is nec-
essary to send a correction notice. The 
initiating official may take any infor-
mation resulting from this contact 
into account in determining whether to 
proceed under this subpart. 

§ 40.373 Before starting a PIE pro-
ceeding, does the initiating official 
give the service agent an oppor-
tunity to correct problems? 

(a) If you are a service agent, the ini-
tiating official must send you a correc-
tion notice before starting a PIE pro-
ceeding. 

(b) The correction notice identifies 
the specific areas in which you must 
come into compliance in order to avoid 
being subject to a PIE proceeding. 

(c) If you make and document 
changes needed to come into compli-
ance in the areas listed in the correc-
tion notice to the satisfaction of the 
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initiating official within 60 days of the 
date you receive the notice, the initi-
ating official does not start a PIE pro-
ceeding. The initiating official may 
conduct appropriate fact finding to 
verify that you have made and main-
tained satisfactory corrections. When 
he or she is satisfied that you are in 
compliance, the initiating official 
sends you a notice that the matter is 
concluded. 

§ 40.375 How does the initiating offi-
cial start a PIE proceeding? 

(a) As a service agent, if your compli-
ance matter is not correctable (see 
§ 40.373(a)), or if have not resolved com-
pliance matters as provided in 
§ 40.373(c), the initiating official starts 
a PIE proceeding by sending you a no-
tice of proposed exclusion (NOPE). The 
NOPE contains the initiating official’s 
recommendations concerning the 
issuance of a PIE, but it is not a deci-
sion by the Department to issue a PIE. 

(b) The NOPE includes the following 
information: 

(1) A statement that the initiating 
official is recommending that the De-
partment issue a PIE concerning you; 

(2) The factual basis for the initi-
ating official’s belief that you are not 
providing drug and/or alcohol testing 
services to DOT-regulated employers 
consistent with the requirements of 
this part or are in serious noncompli-
ance with a DOT agency drug and alco-
hol regulation; 

(3) The factual basis for the initi-
ating official’s belief that your non-
compliance has not been or cannot be 
corrected; 

(4) The initiating official’s rec-
ommendation for the scope of the PIE; 

(5) The initiating official’s rec-
ommendation for the duration of the 
PIE; and 

(6) A statement that you may contest 
the issuance of the proposed PIE, as 
provided in § 40.379. 

(c) The initiating official sends a 
copy of the NOPE to the ODAPC Direc-
tor at the same time he or she sends 
the NOPE to you. 

§ 40.377 Who decides whether to issue 
a PIE? 

(a) The ODAPC Director, or his or 
her designee, decides whether to issue a 

PIE. If a designee is acting as the deci-
sionmaker, all references in this sub-
part to the Director refer to the des-
ignee. 

(b) To ensure his or her impartiality, 
the Director plays no role in the initi-
ating official’s determination about 
whether to start a PIE proceeding. 

(c) There is a ‘‘firewall’’ between the 
initiating official and the Director. 
This means that the initiating official 
and the Director are prohibited from 
having any discussion, contact, or ex-
change of information with one an-
other about the matter, except for doc-
uments and discussions that are part of 
the record of the proceeding. 

§ 40.379 How do you contest the 
issuance of a PIE? 

(a) If you receive a NOPE, you may 
contest the issuance of the PIE. 

(b) If you want to contest the pro-
posed PIE, you must provide the Direc-
tor information and argument in oppo-
sition to the proposed PIE in writing, 
in person, and/or through a representa-
tive. To contest the proposed PIE, you 
must take one or more of the steps list-
ed in this paragraph (b) within 30 days 
after you receive the NOPE. 

(1) You may request that the Direc-
tor dismiss the proposed PIE without 
further proceedings, on the basis that 
it does not concern serious noncompli-
ance with this part or DOT agency reg-
ulations, consistent with the Depart-
ment’s policy as stated in § 40.365. 

(2) You may present written informa-
tion and arguments, consistent with 
the provisions of § 40.381, contesting the 
proposed PIE. 

(3) You may arrange with the Direc-
tor for an informal meeting to present 
your information and arguments. 

(c) If you do not take any of the ac-
tions listed in paragraph (b) of this sec-
tion within 30 days after you receive 
the NOPE, the matter proceeds as an 
uncontested case. In this event, the Di-
rector makes his or her decision based 
on the record provided by the initi-
ating official (i.e., the NOPE and any 
supporting information or testimony) 
and any additional information the Di-
rector obtains. 
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§ 40.381 What information do you 
present to contest the proposed 
issuance of a PIE? 

(a) As a service agent who wants to 
contest a proposed PIE, you must 
present at least the following informa-
tion to the Director: 

(1) Specific facts that contradict the 
statements contained in the NOPE (see 
§ 40.375(b)(2) and (3)). A general denial is 
insufficient to raise a genuine dispute 
over facts material to the issuance of a 
PIE; 

(2) Identification of any existing, pro-
posed or prior PIE; and 

(3) Identification of your affiliates, if 
any. 

(b) You may provide any information 
and arguments you wish concerning 
the proposed issuance, scope and dura-
tion of the PIE (see § 40.375(b)(4) and 
(5)). 

(c) You may provide any additional 
relevant information or arguments 
concerning any of the issues in the 
matter. 

§ 40.383 What procedures apply if you 
contest the issuance of a PIE? 

(a) DOT conducts PIE proceedings in 
a fair and informal manner. The Direc-
tor may use flexible procedures to 
allow you to present matters in opposi-
tion. The Director is not required to 
follow formal rules of evidence or pro-
cedure in creating the record of the 
proceeding. 

(b) The Director will consider any in-
formation or argument he or she deter-
mines to be relevant to the decision on 
the matter. 

(c) You may submit any documen-
tary evidence you want the Director to 
consider. In addition, if you have ar-
ranged an informal meeting with the 
Director, you may present witnesses 
and confront any person the initiating 
official presents as a witness against 
you. 

(d) In cases where there are material 
factual issues in dispute, the Director 
or his or her designee may conduct ad-
ditional fact-finding. 

(e) If you have arranged a meeting 
with the Director, the Director will 
make a transcribed record of the meet-
ing available to you on your request. 
You must pay the cost of transcribing 
and copying the meeting record. 

§ 40.385 Who bears the burden of proof 
in a PIE proceeding? 

(a) As the proponent of issuing a PIE, 
the initiating official bears the burden 
of proof. 

(b) This burden is to demonstrate, by 
a preponderance of the evidence, that 
the service agent was in serious non-
compliance with the requirements of 
this part for drug and/or alcohol test-
ing-related services or with the re-
quirements of another DOT agency 
drug and alcohol testing regulation. 

§ 40.387 What matters does the Direc-
tor decide concerning a proposed 
PIE? 

(a) Following the service agent’s re-
sponse (see § 40.379(b)) or, if no response 
is received, after 30 days have passed 
from the date on which the service 
agent received the NOPE, the Director 
may take one of the following steps: 

(1) In response to a request from the 
service agent (see § 40.379(b)(1)) or on 
his or her own motion, the Director 
may dismiss a PIE proceeding if he or 
she determines that it does not concern 
serious noncompliance with this part 
or DOT agency regulations, consistent 
with the Department’s policy as stated 
in § 40.365. 

(i) If the Director dismisses a pro-
posed PIE under this paragraph (a), the 
action is closed with respect to the 
noncompliance alleged in the NOPE. 

(ii) The Department may initiate a 
new PIE proceeding against you on the 
basis of different or subsequent con-
duct that is in noncompliance with this 
part or other DOT drug and alcohol 
testing rules. 

(2) If the Director determines that 
the initiating official’s submission does 
not have complete information needed 
for a decision, the Director may re-
mand the matter to the initiating offi-
cial. The initiating official may resub-
mit the matter to the Director when 
the needed information is complete. If 
the basis for the proposed PIE has 
changed, the initiating official must 
send an amended NOPE to the service 
agent. 

(b) The Director makes determina-
tions concerning the following matters 
in any PIE proceeding that he or she 
decides on the merits: 
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(1) Any material facts that are in dis-
pute; 

(2) Whether the facts support issuing 
a PIE; 

(3) The scope of any PIE that is 
issued; and 

(4) The duration of any PIE that is 
issued. 

§ 40.389 What factors may the Director 
consider? 

This section lists examples of the 
kind of mitigating and aggravating 
factors that the Director may consider 
in determining whether to issue a PIE 
concerning you, as well as the scope 
and duration of a PIE. This list is not 
exhaustive or exclusive. The Director 
may consider other factors if appro-
priate in the circumstances of a par-
ticular case. The list of examples fol-
lows: 

(a) The actual or potential harm that 
results or may result from your non-
compliance; 

(b) The frequency of incidents and/or 
duration of the noncompliance; 

(c) Whether there is a pattern or 
prior history of noncompliance; 

(d) Whether the noncompliance was 
pervasive within your organization, in-
cluding such factors as the following: 

(1) Whether and to what extent your 
organization planned, initiated, or car-
ried out the noncompliance; 

(2) The positions held by individuals 
involved in the noncompliance, and 
whether your principals tolerated their 
noncompliance; and 

(3) Whether you had effective stand-
ards of conduct and control systems 
(both with respect to your own organi-
zation and any contractors or affili-
ates) at the time the noncompliance 
occurred; 

(e) Whether you have demonstrated 
an appropriate compliance disposition, 
including such factors as the following: 

(1) Whether you have accepted re-
sponsibility for the noncompliance and 
recognize the seriousness of the con-
duct that led to the cause for issuance 
of the PIE; 

(2) Whether you have cooperated 
fully with the Department during the 
investigation. The Director may con-
sider when the cooperation began and 
whether you disclosed all pertinent in-
formation known to you; 

(3) Whether you have fully inves-
tigated the circumstances of the non-
compliance forming the basis for the 
PIE and, if so, have made the result of 
the investigation available to the Di-
rector; 

(4) Whether you have taken appro-
priate disciplinary action against the 
individuals responsible for the activity 
that constitutes the grounds for 
issuance of the PIE; and 

(5) Whether your organization has 
taken appropriate corrective actions or 
remedial measures, including imple-
menting actions to prevent recurrence; 

(f) With respect to noncompliance 
with a DOT agency regulation, the de-
gree to which the noncompliance af-
fects matters common to the DOT drug 
and alcohol testing program; 

(g) Other factors appropriate to the 
circumstances of the case. 

§ 40.391 What is the scope of a PIE? 

(a) The scope of a PIE is the Depart-
ment’s determination about the divi-
sions, organizational elements, types of 
services, affiliates, and/or individuals 
(including direct employees of a service 
agent and its contractors) to which a 
PIE applies. 

(b) If, as a service agent, the Depart-
ment issues a PIE concerning you, the 
PIE applies to all your divisions, orga-
nizational elements, and types of serv-
ices that are involved with or affected 
by the noncompliance that forms the 
factual basis for issuing the PIE. 

(c) In the NOPE (see § 40.375(b)(4)), the 
initiating official sets forth his or her 
recommendation for the scope of the 
PIE. The proposed scope of the PIE is 
one of the elements of the proceeding 
that the service agent may contest (see 
§ 40.381(b)) and about which the Direc-
tor makes a decision (see § 40.387(b)(3)). 

(d) In recommending and deciding 
the scope of the PIE, the initiating of-
ficial and Director, respectively, must 
take into account the provisions of 
paragraphs (e) through (j) of this sec-
tion. 

(e) The pervasiveness of the non-
compliance within a service agent’s or-
ganization (see § 40.389(d)) is an impor-
tant consideration in determining the 
scope of a PIE. The appropriate scope 
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of a PIE grows broader as the perva-
siveness of the noncompliance in-
creases. 

(f) The application of a PIE is not 
limited to the specific location or em-
ployer at which the conduct that forms 
the factual basis for issuing the PIE 
was discovered. 

(g) A PIE applies to your affiliates, if 
the affiliate is involved with or af-
fected by the conduct that forms the 
factual basis for issuing the PIE. 

(h) A PIE applies to individuals who 
are officers, employees, directors, 
shareholders, partners, or other indi-
viduals associated with your organiza-
tion in the following circumstances: 

(1) Conduct forming any part of the 
factual basis of the PIE occurred in 
connection with the individual’s per-
formance of duties by or on behalf of 
your organization; or 

(2) The individual knew of, had rea-
son to know of, approved, or acquiesced 
in such conduct. The individual’s ac-
ceptance of benefits derived from such 
conduct is evidence of such knowledge, 
acquiescence, or approval. 

(i) If a contractor to your organiza-
tion is solely responsible for the con-
duct that forms the factual basis for a 
PIE, the PIE does not apply to the 
service agent itself unless the service 
agent knew or should have known 
about the conduct and did not take ac-
tion to correct it. 

(j) PIEs do not apply to drug and al-
cohol testing that DOT does not regu-
late. 

(k) The following examples illustrate 
how the Department intends the provi-
sions of this section to work: 

Example 1 to § 40.391. Service Agent P pro-
vides a variety of drug testing services. P’s 
SAP services are involved in a serious viola-
tion of this Part 40. However, P’s other serv-
ices fully comply with this part, and P’s 
overall management did not plan or concur 
in the noncompliance, which in fact was con-
trary to P’s articulated standards. Because 
the noncompliance was isolated in one area 
of the organization’s activities, and did not 
pervade the entire organization, the scope of 
the PIE could be limited to SAP services. 

Example 2 to § 40.391. Service Agent Q pro-
vides a similar variety of services. The con-
duct forming the factual basis for a PIE con-
cerns collections for a transit authority. As 
in Example 1, the noncompliance is not per-
vasive throughout Q’s organization. The PIE 
would apply to collections at all locations 

served by Q, not just the particular transit 
authority or not just in the state in which 
the transit authority is located. 

Example 3 to § 40.391. Service Agent R pro-
vides a similar array of services. One or more 
of the following problems exists: R’s activi-
ties in several areas—collections, MROs, 
SAPs, protecting the confidentiality of in-
formation—are involved in serious non-
compliance; DOT determines that R’s man-
agement knew or should have known about 
serious noncompliance in one or more areas, 
but management did not take timely correc-
tive action; or, in response to an inquiry 
from DOT personnel, R’s management re-
fuses to provide information about its oper-
ations. In each of these three cases, the 
scope of the PIE would include all aspects of 
R’s services. 

Example 4 to § 40.391. Service Agent W pro-
vides only one kind of service (e.g., labora-
tory or MRO services). The Department 
issues a PIE concerning these services. Be-
cause W only provides this one kind of serv-
ice, the PIE necessarily applies to all its op-
erations. 

Example 5 to § 40.391. Service Agent X, by 
exercising reasonably prudent oversight of 
its collection contractor, should have known 
that the contractor was making numerous 
‘‘fatal flaws’’ in tests. Alternatively, X re-
ceived a correction notice pointing out these 
problems in its contractor’s collections. In 
neither case did X take action to correct the 
problem. X, as well as the contractor, would 
be subject to a PIE with respect to collec-
tions. 

Example 6 to § 40.391. Service Agent Y could 
not reasonably have known that one of its 
MROs was regularly failing to interview em-
ployees before verifying tests positive. When 
it received a correction notice, Y imme-
diately dismissed the erring MRO. In this 
case, the MRO would be subject to a PIE but 
Y would not. 

Example 7 to § 40.391. The Department issues 
a PIE with respect to Service Agent Z. Z pro-
vides services for DOT-regulated transpor-
tation employers, a Federal agency under 
the HHS-regulated Federal employee testing 
program, and various private businesses and 
public agencies that DOT does not regulate. 
The PIE applies only to the DOT-regulated 
transportation employers with respect to 
their DOT-mandated testing, not to the Fed-
eral agency or the other public agencies and 
private businesses. The PIE does not prevent 
the non-DOT regulated entities from con-
tinuing to use Z’s services. 

§ 40.393 How long does a PIE stay in 
effect? 

(a) In the NOPE (see § 40.375(b)(5)), 
the initiating official proposes the du-
ration of the PIE. The duration of the 
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PIE is one of the elements of the pro-
ceeding that the service agent may 
contest (see § 40.381(b)) and about which 
the Director makes a decision (see 
§ 40.387(b)(4)). 

(b) In deciding upon the duration of 
the PIE, the Director considers the se-
riousness of the conduct on which the 
PIE is based and the continued need to 
protect employers and employees from 
the service agent’s noncompliance. The 
Director considers factors such as 
those listed in § 40.389 in making this 
decision. 

(c) The duration of a PIE will be be-
tween one and five years, unless the Di-
rector reduces its duration under 
§ 40.407. 

§ 40.395 Can you settle a PIE pro-
ceeding? 

At any time before the Director’s de-
cision, you and the initiating official 
can, with the Director’s concurrence, 
settle a PIE proceeding. 

§ 40.397 When does the Director make 
a PIE decision? 

The Director makes his or her deci-
sion within 60 days of the date when 
the record of a PIE proceeding is com-
plete (including any meeting with the 
Director and any additional fact-find-
ing that is necessary). The Director 
may extend this period for good cause 
for additional periods of up to 30 days. 

§ 40.399 How does the Department no-
tify service agents of its decision? 

If you are a service agent involved in 
a PIE proceeding, the Director provides 
you written notice as soon as he or she 
makes a PIE decision. The notice in-
cludes the following elements: 

(a) If the decision is not to issue a 
PIE, a statement of the reasons for the 
decision, including findings of fact 
with respect to any material factual 
issues that were in dispute. 

(b) If the decision is to issue a PIE— 
(1) A reference to the NOPE; 
(2) A statement of the reasons for the 

decision, including findings of fact 
with respect to any material factual 
issues that were in dispute; 

(3) A statement of the scope of the 
PIE; and 

(4) A statement of the duration of the 
PIE. 

§ 40.401 How does the Department no-
tify employers and the public about 
a PIE? 

(a) The Department maintains a doc-
ument called the ‘‘List of Excluded 
Drug and Alcohol Service Agents.’’ 
This document may be found on the 
Department’s web site (http:// 
www.transportation.gov/odapc) . You 
may also request a copy of the docu-
ment from ODAPC. 

(b) When the Director issues a PIE, 
he or she adds to the List the name and 
address of the service agent, and any 
other persons or organizations, to 
whom the PIE applies and information 
about the scope and duration of the 
PIE. 

(c) When a service agent ceases to be 
subject to a PIE, the Director removes 
this information from the List. 

(d) The Department also publishes a 
FEDERAL REGISTER notice to inform 
the public on any occasion on which a 
service agent is added to or taken off 
the List. 

[65 FR 79526, Dec. 19, 2000, as amended at 82 
FR 52247, Nov. 13, 2017] 

§ 40.403 Must a service agent notify its 
clients when the Department issues 
a PIE? 

(a) As a service agent, if the Depart-
ment issues a PIE concerning you, you 
must notify each of your DOT-regu-
lated employer clients, in writing, 
about the issuance, scope, duration, 
and effect of the PIE. You may meet 
this requirement by sending a copy of 
the Director’s PIE decision or by a sep-
arate notice. You must send this notice 
to each client within three business 
days of receiving from the Department 
the notice provided for in § 40.399(b). 

(b) As part of the notice you send 
under paragraph (a) of this section, you 
must offer to transfer immediately all 
records pertaining to the employer and 
its employees to the employer or to 
any other service agent the employer 
designates. You must carry out this 
transfer as soon as the employer re-
quests it. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41955, Aug. 9, 2001] 
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§ 40.405 May the Federal courts review 
PIE decisions? 

The Director’s decision is a final ad-
ministrative action of the Department. 
Like all final administrative actions of 
Federal agencies, the Director’s deci-
sion is subject to judicial review under 
the Administrative Procedure Act (5 
U.S.C. 551 et. seq). 

§ 40.407 May a service agent ask to 
have a PIE reduced or terminated? 

(a) Yes, as a service agent concerning 
whom the Department has issued a 
PIE, you may request that the Director 
terminate a PIE or reduce its duration 
and/or scope. This process is limited to 
the issues of duration and scope. It is 
not an appeal or reconsideration of the 
decision to issue the PIE. 

(b) Your request must be in writing 
and supported with documentation. 

(c) You must wait at least nine 
months from the date on which the Di-
rector issued the PIE to make this re-
quest. 

(d) The initiating official who was 
the proponent of the PIE may provide 
information and arguments concerning 
your request to the Director. 

(e) If the Director verifies that the 
sources of your noncompliance have 
been eliminated and that all drug or al-
cohol testing-related services you 
would provide to DOT-regulated em-
ployers will be consistent with the re-
quirements of this part, the Director 
may issue a notice terminating or re-
ducing the PIE. 

§ 40.409 What does the issuance of a 
PIE mean to transportation employ-
ers? 

(a) As an employer, you are deemed 
to have notice of the issuance of a PIE 
when it appears on the List mentioned 
in § 40.401(a) or the notice of the PIE 
appears in the FEDERAL REGISTER as 
provided in § 40.401(d). You should 
check this List to ensure that any 
service agents you are using or plan-
ning to use are not subject to a PIE. 

(b) As an employer who is using a 
service agent concerning whom a PIE 
is issued, you must stop using the serv-
ices of the service agent no later than 
90 days after the Department has pub-
lished the decision in the FEDERAL 
REGISTER or posted it on its web site. 

You may apply to the ODAPC Director 
for an extension of 30 days if you dem-
onstrate that you cannot find a sub-
stitute service agent within 90 days. 

(c) Except during the period provided 
in paragraph (b) of this section, you 
must not, as an employer, use the serv-
ices of a service agent that are covered 
by a PIE that the Director has issued 
under this subpart. If you do so, you 
are in violation of the Department’s 
regulations and subject to applicable 
DOT agency sanctions (e.g., civil pen-
alties, withholding of Federal financial 
assistance). 

(d) You also must not obtain drug or 
alcohol testing services through a con-
tractor or affiliate of the service agent 
to whom the PIE applies. 

Example to paragraph (d): Service Agent R 
was subject to a PIE with respect to SAP 
services. As an employer, not only must you 
not use R’s own SAP services, but you also 
must not use SAP services you arrange 
through R, such as services provided by a 
subcontractor or affiliate of R or a person or 
organization that receives financial gain 
from its relationship with R. 

(e) This section’s prohibition on 
using the services of a service agent 
concerning which the Director has 
issued a PIE applies to employers in all 
industries subject to DOT drug and al-
cohol testing regulations. 

Example to paragraph (e): The initiating of-
ficial for a PIE was the FAA drug and alco-
hol program manager, and the conduct form-
ing the basis of the PIE pertained to the 
aviation industry. As a motor carrier, tran-
sit authority, pipeline, railroad, or maritime 
employer, you are also prohibited from using 
the services of the service agent involved in 
connection with the DOT drug and alcohol 
testing program. 

(f) The issuance of a PIE does not re-
sult in the cancellation of drug or alco-
hol tests conducted using the service 
agent involved before the issuance of 
the Director’s decision or up to 90 days 
following its publication in the FED-
ERAL REGISTER or posting on the De-
partment’s web site, unless otherwise 
specified in the Director’s PIE decision 
or the Director grants an extension as 
provided in paragraph (b) of this sec-
tion. 

Example to paragraph (f): The Department 
issues a PIE concerning Service Agent N on 
September 1. All tests conducted using N’s 
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services before September 1, and through No-
vember 30, are valid for all purposes under 
DOT drug and alcohol testing regulations, 
assuming they meet all other regulatory re-
quirements. 

§ 40.411 What is the role of the DOT In-
spector General’s office? 

(a) Any person may bring concerns 
about waste, fraud, or abuse on the 
part of a service agent to the attention 
of the DOT Office of Inspector General. 

(b) In appropriate cases, the Office of 
Inspector General may pursue criminal 
or civil remedies against a service 
agent. 

(c) The Office of Inspector General 
may provide factual information to 
other DOT officials for use in a PIE 
proceeding. 

§ 40.413 How are notices sent to serv-
ice agents? 

(a) If you are a service agent, DOT 
sends notices to you, including correc-
tion notices, notices of proposed exclu-
sion, decision notices, and other no-
tices, in any of the ways mentioned in 
paragraph (b) or (c) of this section. 

(b) DOT may send a notice to you, 
your identified counsel, your agent for 
service of process, or any of your part-
ners, officers, directors, owners, or 
joint venturers to the last known 
street address, fax number, or e-mail 
address. DOT deems the notice to have 
been received by you if sent to any of 
these persons. 

(c) DOT considers notices to be re-
ceived by you— 

(1) When delivered, if DOT mails the 
notice to the last known street ad-
dress, or five days after we send it if 
the letter is undeliverable; 

(2) When sent, if DOT sends the no-
tice by fax or five days after we send it 
if the fax is undeliverable; or 

(3) When delivered, if DOT sends the 
notice by e-mail or five days after DOT 
sends it if the e-mail is undeliverable. 

APPENDIX A TO PART 40—DOT 
STANDARDS FOR URINE COLLECTION KITS 

The Collection Kit Contents 

1. Collection Container 

a. Single-use container, made of plastic, 
large enough to easily catch and hold at 
least 55 mL of urine voided from the body. 

b. Must have graduated volume markings 
clearly noting levels of 45 mL and above. 

c. Must have a temperature strip providing 
graduated temperature readings 32–38 °C/90– 
100 °F, that is affixed or can be affixed at a 
proper level on the outside of the collection 
container. Other methodologies (e.g., tem-
perature device built into the wall of the 
container) are acceptable provided the tem-
perature measurement is accurate and such 
that there is no potential for contamination 
of the specimen. 

d. Must be individually wrapped in a sealed 
plastic bag or shrink wrapping; or must have 
a peelable, sealed lid or other easily visible 
tamper-evident system. 

e. May be made available separately at col-
lection sites to address shy bladder situa-
tions when several voids may be required to 
complete the testing process. 

2. Plastic Specimen Bottles 
a. Each bottle must be large enough to 

hold at least 35 mL; or alternatively, they 
may be two distinct sizes of specimen bottles 
provided that the bottle designed to hold the 
primary specimen holds at least 35 mL of 
urine and the bottle designed to hold the 
split specimen holds at least 20 mL. 

b. Must have screw-on or snap-on caps that 
prevent seepage of the urine from the bottles 
during shipment. 

c. Must have markings clearly indicating 
the appropriate levels (30 mL for the primary 
specimen and 15 mL for the split) of urine 
that must be poured into the bottles. 

d. Must be designed so that the required 
tamper-evident bottle seals made available 
on the CCF fit with no damage to the seal 
when the employee initials it nor with the 
chance that the seal overlap would conceal 
printed information. 

e. Must be wrapped (with caps) together in 
a sealed plastic bag or shrink wrapping sepa-
rate from the collection container; or must 
be wrapped (with cap) individually in sealed 
plastic bags or shrink wrapping; or must 
have peelable, sealed lid or other easily visi-
ble tamper-evident system. 

f. Plastic material must be leach resistant. 
3. Leak-Resistant Plastic Bag 
a. Must have two sealable compartments 

or pouches which are leak-resistant; one 
large enough to hold two specimen bottles 
and the other large enough to hold the CCF 
paperwork. 

b. The sealing methodology must be such 
that once the compartments are sealed, any 
tampering or attempts to open either com-
partment will be evident. 

4. Absorbent material 
Each kit must contain enough absorbent 

material to absorb the entire contents of 
both specimen bottles. Absorbent material 
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must be designed to fit inside the leak-re-
sistant plastic bag pouch into which the 
specimen bottles are placed. 

5. Shipping Container 
a. Must be designed to adequately protect 

the specimen bottles from shipment damage 
in the transport of specimens from the col-
lection site to the laboratory (e.g., standard 
courier box, small cardboard box, plastic 
container). 

b. May be made available separately at col-
lection sites rather than being part of an ac-
tual kit sent to collection sites. 

c. A shipping container is not necessary if 
a laboratory courier hand-delivers the speci-
men bottles in the plastic leak-proof bags 
from the collection site to the laboratory. 

APPENDIX B TO PART 40—ORAL FLUID 
COLLECTION KIT CONTENTS 

1. Oral Fluid Collection Device 

a. A single device, which can be subdivided 
in the employee’s presence into an ‘‘A’’ spec-
imen and a ‘‘B’’ split specimen bottle suffi-
cient for laboratory testing, that is either of 
the following: 

(1) An oral fluid collection device made to 
collect a sufficient amount of oral fluid to 
permit an HHS-certified laboratory to ana-
lyze the specimen(s). For example, a device 
that directs the oral fluid into two separate 
collection bottles. 

(2) A device that uses buffering solution 
that collects a specimen using a single pad 
or dual pads joined for insertion together 
into the same region of the mouth, which 
can be subdivided into two separate collec-
tion bottles. Such a buffered device may use 
a diluent (or other component, process, or 
method that modifies the volume of the test-
able specimen). The volume specifications 
for the device must be consistent with those 
set by HHS. 

b. Must have unit markings or other indi-
cators that demonstrate the adequacy of the 
volume of oral fluid specimen collected. 

c. Must be sufficiently transparent to per-
mit a visual assessment of the contents 
without opening the specimen bottle. 

d. Must be individually packaged in an eas-
ily visible tamper-evident system. 

e. Must have the device’s expiration date 
on the specimen bottles sent to the labora-
tory (i.e., the shortest expiration date of any 
component). 

f. Must not have components that substan-
tially affect the composition of drugs and/or 
drug metabolites in the oral fluid specimen 
and/or interfere with an accurate analysis of 
the specimen. 

g. Must maintain the integrity of the spec-
imen during storage and transport so the 
specimen can be tested in an HHS-certified 
laboratory. 

h. Must be designed so that the required 
tamper-evident bottle seals made available 

on the CCF fit without concealing the expi-
ration date on the bottles, without damage 
to the seal when the collector dates and the 
employee initials it. 

i. Must be approved by HHS for use by the 
specific HHS-certified laboratory that will 
test the specimen gathered by this device. 

2. Instructions 

Must include the manufacturer’s instruc-
tions within the device’s packaging. The in-
structions must provide sufficient detail to 
allow for an error-free collection when the 
instructions are followed. 

3. Leak-Resistant Plastic Bag 

a. Must have two sealable compartments 
or pouches that are leak-resistant; one large 
enough to hold two specimen bottles and the 
other large enough to hold the CCF paper-
work, as applicable. 

b. The sealing methodology must be such 
that once the compartments are sealed, any 
tampering or attempts to open either com-
partment will be evident. 

4. Absorbent Material 

Each kit must contain enough absorbent 
material to absorb the entire contents of 
both specimen bottles. Absorbent material 
must be designed to fit inside the leak-re-
sistant plastic bag pouch into which the 
specimen bottles are placed. 

5. Shipping Container 

a. Must be designed to adequately protect 
the specimen bottles from damage during 
shipment of the specimens from the collec-
tion site to the laboratory (e.g., standard 
courier box, small cardboard box, plastic 
container). 

b. May be made available separately at col-
lection sites rather than being part of an ac-
tual collection device sent to collection 
sites. 

c. A shipping container is not necessary if 
a laboratory courier hand-delivers the speci-
men bottles in the leak-resistant plastic 
bags from the collection site to the labora-
tory. 

[88 FR 27651, May 2, 2023] 

APPENDIX C TO PART 40 [RESERVED] 

APPENDIX D TO PART 40—DOT DRUG 
TESTING SEMI-ANNUAL LABORATORY 
REPORT TO EMPLOYERS 

The following items are required on each 
laboratory report: 

Reporting Period: (inclusive dates) 
Laboratory Identification: (name and address) 
Employer Identification: (name; may include 

Billing Code or ID code) 
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C/TPA Identification: (where applicable; name 
and address) 

A. URINE SPECIMENS 

1. Urine Specimen Results Reported (Total 
Number) By Test Reason 

(a) Pre-employment (number) 
(b) Post-Accident (number) 
(c) Random (number) 
(d) Reasonable Suspicion/Cause (number) 
(e) Return-to-Duty (number) 
(f) Follow-up (number) 
(g) Type of Test Not Noted on CCF (number) 

2. Urine Specimens Reported 

(a) Negative (number) 
(b) Negative and Dilute (number) 

3. Urine Specimens Reported as Rejected for 
Testing (Total Number) by Reason 

(a) Fatal flaw (number) 
(b) Uncorrected Flaw (number) 

4. Urine Specimens Reported as Positive (Total 
Number) by Drug 

(a) Marijuana Metabolite (number) 
(b) Cocaine Metabolite (number) 
(c) Opioids (number) 
(1) Codeine (number) 
(2) Morphine (number) 
(3) 6–AM (number) 
(4) Hydrocodone (number) 
(5) Hydromorphone (number) 
(6) Oxycodone (number) 
(7) Oxymorphone (number) 
(d) Phencyclidine (number) 
(e) Amphetamines (number) 
(1) Amphetamine (number) 
(2) Methamphetamine (number) 
(3) MDMA (number) 
(4) MDA (number) 

5. Urine Adulterated (Number) 

6. Urine Substituted (Number) 

7. Urine Invalid Result (Number) 

B. ORAL FLUID SPECIMENS 

1. Oral Fluid Specimen Results Reported (Total 
Number) by Test Reason 

(a) Pre-employment (number) 
(b) Post-Accident (number) 
(c) Random (number) 
(d) Reasonable Suspicion/Cause (number) 
(e) Return-to-Duty (number) 
(f) Follow-up (number) 
(g) Type of Test Not Noted on CCF (number) 

2. Oral Fluid Specimens Reported 

(a) Negative (number) 
(b) Negative and Dilute (number) 

3. Oral Fluid Specimens Reported as Rejected 
for Testing (Total Number) by Reason 

(a) Fatal flaw (number) 
(b) Uncorrected Flaw (number) 

4. Oral Fluid Specimens Reported as Positive 
(Total Number) by Drug 

(a) Marijuana (number) 
(b) Cocaine and/or Cocaine Metabolite (num-

ber) 
(c) Opioids (number) 
(1) Codeine (number) 
(2) Morphine (number) 
(3) 6–AM (number) 
(4) Hydrocodone (number) 
(5) Hydromorphone (number) 
(6) Oxycodone (number) 
(7) Oxymorphone (number) 
(d) Phencyclidine (number) 
(e) Amphetamines (number) 
(1) Amphetamine (number) 
(2) Methamphetamine (number) 
(3) MDMA (number) 
(4) MDA (number) 

5. Oral Fluid Adulterated (Number) 

6. Oral Fluid Substituted (Number) 

7. Oral Fluid Invalid Result (Number) 

[88 FR 27651, May 2, 2023] 

APPENDIX E TO PART 40—DRUG TESTING 
SEMI-ANNUAL LABORATORY REPORT 
TO DOT 

Mail, fax or email to: U.S. Department of 
Transportation, Office of Drug and Alcohol 
Policy and Compliance, 1200 New Jersey Ave-
nue SE, Washington, DC 20590. 

Fax: (202) 366–3897. 
Email: ODAPCWebMail@dot.gov. 
The following items are required on each 

report: 
Reporting Period: (inclusive dates) 
Laboratory Identification: (name and address) 
1. Specimen Type: 
—oral fluid or urine 
2. DOT agency 
—FMCSA, FAA, FRA, FTA, PHMSA, or 

USCG 
3. Test Reason 
—Pre-Employment, Random, Reasonable 

Suspicion/Cause, Post-Accident, Return- 
to-Duty, Other, and Follow-up 

A. DOT Specimen Results Reported (total 
number) 

B. Negative Results Reported (total number) 
1. Negative (number) 
2. Negative-Dilute (number) 
C. Rejected for Testing Results Reported 

(total number) By Reason 
1. Fatal flaw (number) 
2. Uncorrected Flaw (number) 
D. Positive Results Reported (total number) 

By Drug 
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1. Marijuana or Marijuana Metabolite (num-
ber) 

2. Cocaine and/or Cocaine Metabolite (num-
ber) 

3. Opioids (number) 
a. Codeine (number) 
b. Morphine (number) 
c. 6–AM (number) 
d. Hydrocodone (number) 
e. Hydromorphone (number) 
f. Oxycodone (number) 
g. Oxymorphone (number) 
4. Phencyclidine (number) 
5. Amphetamines (number) 
a. Amphetamine (number) 
b. Methamphetamine (number) 
c. MDMA (number) 
d. MDA (number) 
E. Adulterated Results Reported (total num-

ber) By Reason (number) 
F. Substituted Results Reported (total num-

ber) 
G. Invalid Results Reported (total number) 

By Reason (number) 

[88 FR 27652, May 2, 2023] 

APPENDIX F TO PART 40—REPORT FOR-
MAT: SPLIT SPECIMEN FAILURE TO 
RECONFIRM 

Mail, fax, or submit electronically to: U.S. 
Department of Transportation, Office of 
Drug and Alcohol Policy and Compliance, 
1200 New Jersey Avenue SE, Washington, DC 
20590. 

Fax: (202) 366–3897. 
Submit Electronically: https:// 

www.transportation.gov/odapc/mro-split-speci-
men-cancellation-notification. 

The following items are required on each 
report: 

1. MRO name, address, phone number, and 
fax number. 

2. Collection site name, address, and phone 
number. 

3. Date of collection. 
4. Specimen I.D. number. 
5. Specimen type. 
6. Laboratory accession number. 
7. Primary specimen laboratory name, ad-

dress, and phone number. 
8. Date result reported or certified by pri-

mary laboratory. 
9. Split specimen laboratory name, ad-

dress, and phone number. 
10. Date split specimen result reported or 

certified by split specimen laboratory. 
11. Primary specimen results (e.g., name of 

drug, adulterant) in the primary specimen. 
12. Reason for split specimen failure-to-re-

confirm result (e.g., drug or adulterant not 
present, specimen invalid, split not col-
lected, insufficient volume). 

13. Actions taken by the MRO (e.g., noti-
fied employer of failure to reconfirm and re-
quirement for re-collection). 

14. Additional information explaining the 
reason for cancellation. 

15. Name of individual submitting the re-
port (if not the MRO). 

[88 FR 27652, May 2, 2023] 

APPENDIX G TO PART 40—SAP EQUIVA-
LENCY REQUIREMENTS FOR CERTIFI-
CATION ORGANIZATIONS 

1. Experience: Minimum requirements are 
for three years of full-time supervised expe-
rience or 6,000 hours of supervised experience 
as an alcoholism and/or drug abuse coun-
selor. The supervision must be provided by a 
licensed or certified practitioner. Supervised 
experience is important if the individual is 
to be considered a professional in the field of 
alcohol and drug abuse evaluation and coun-
seling. 

2. Education: There exists a requirement of 
270 contact hours of education and training 
in alcoholism and/or drug abuse or related 
training. These hours can take the form of 
formal education, in-service training, and 
professional development courses. Part of 
any professional counselor’s development is 
participation in formal and non-formal edu-
cation opportunities within the field. 

3. Continuing Education: The certified coun-
selor must receive at least 40–60 hours of 
continuing education units (CEU) during 
each two year period. These CEUs are impor-
tant to the counselor’s keeping abreast of 
changes and improvements in the field. 

4. Testing: A passing score on a national 
test is a requirement. The test must accu-
rately measure the application of the knowl-
edge, skills, and abilities possessed by the 
counselor. The test establishes a national 
standard that must be met to practice. 

5. Testing Validity: The certification exam-
ination must be reviewed by an independent 
authority for validity (examination reli-
ability and relationship to the knowledge, 
skills, and abilities required by the coun-
seling field). The reliability of the exam is 
paramount if counselor attributes are to be 
accurately measured. The examination pass-
ing score point must be placed at an appro-
priate minimal level score as gauged by sta-
tistically reliable methodology. 

6. Measurable Knowledge Base: The certifi-
cation process must be based upon measur-
able knowledge possessed by the applicant 
and verified through collateral data and test-
ing. That level of knowledge must be of suffi-
cient quantity to ensure a high quality of 
SAP evaluation and referral services. 

7. Measurable Skills Base: The certification 
process must be based upon measurable 
skills possessed by the applicant and verified 
through collateral data and testing. That 
level of skills must be of sufficient quality to 
ensure a high quality of SAP evaluation and 
referral services. 
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8. Quality Assurance Plan: The certification 
agency must ensure that a means exists to 
determine that applicant records are verified 
as being true by the certification staff. This 
is an important check to ensure that true in-
formation is being accepted by the certifying 
agency. 

9. Code of Ethics: Certified counselors must 
pledge to adhere to an ethical standard for 
practice. It must be understood that code 
violations could result in de-certification. 
These standards are vital in maintaining the 
integrity of practitioners. High ethical 
standards are required to ensure quality of 
client care and confidentiality of client in-
formation as well as to guard against inap-
propriate referral practices. 

10. Re-certification Program: Certification is 
not just a one-time event. It is a continuing 
privilege with continuing requirements. 
Among these are continuing education, con-
tinuing state certification, and concomitant 
adherence to the code of ethics. Re-certifi-
cation serves as a protector of client inter-
ests by removing poor performers from the 
certified practice. 

11. Fifty State Coverage: Certification must 
be available to qualified counselors in all 50 
states and, therefore, the test must be avail-
able to qualified applicants in all 50 states. 
Because many companies are multi-state op-
erators, consistency in SAP evaluation qual-
ity and opportunities is paramount. The test 
need not be given in all 50 states but should 
be accessible to candidates from all states. 

12. National Commission for Certifying Agen-
cies (NCCA) Accreditation: Having NCCA ac-
creditation is a means of demonstrating to 
the Department of Transportation that your 
certification has been reviewed by a panel of 
impartial experts that have determined that 
your examination(s) has met stringent and 
appropriate testing standards. 

[65 FR 79526, Dec. 19, 2000. Redesignated at 88 
FR 27651, May 2, 2023] 

APPENDIX H TO PART 40—DRUG AND AL-
COHOL TESTING INFORMATION THAT 
C/TPAS MAY TRANSMIT TO EMPLOY-
ERS 

1. If you are a C/TPA, you may, acting as 
an intermediary, transmit the information 
in the following sections of this part to the 
DER for an employer, if the employer choos-
es to have you do so. These are the only 
items that you are permitted to transmit to 
the employer as an intermediary. The use of 
C/TPA intermediaries is prohibited in all 
other cases, such as transmission of labora-
tory drug test results to MROs, the trans-
mission of medical information from MROs 
to employers, the transmission of SAP re-
ports to employers, the transmission of posi-
tive alcohol test results, and the trans-

mission of medical information from MROs 
to employers. 

2. In every case, you must ensure that, in 
transmitting the information, you meet all 
requirements (e.g., concerning confiden-
tiality and timing) that would apply if the 
party originating the information (e.g., an 
MRO or collector) sent the information di-
rectly to the employer. For example, if you 
transmit MROs’ drug testing results to 
DERs, you must transmit each drug test re-
sult to the DER in compliance with the re-
quirements for MROs set forth in § 40.167. 

DRUG TESTING INFORMATION 

§ 40.25: Previous two years’ test results 
§ 40.35: Notice to collectors of contact infor-

mation for DER 
§ 40.61(a): Notification to DER that an em-

ployee is a ‘‘no show’’ for a drug test 
§ 40.63(e): Notification to DER of a collection 

under direct observation 
§ 40.65(b)(6) and (7) and (c)(2) and (3): Notifica-

tion to DER of a refusal to provide a 
specimen or an insufficient specimen 

§ 40.73(a)(9): Transmission of CCF copies to 
DER (However, MRO copy of CCF must 
be sent by collector directly to the MRO, 
not through the C/TPA.) 

§ 40.111(a): Transmission of laboratory statis-
tical report to employer 

§ 40.127(f): Report of test results to DER 
§§ 40.127(g), 40.129(d), 40.159(a)(4)(ii); 40.161(b): 

Reports to DER that test is cancelled 
§ 40.129(e): Report of test results to DER 
§ 40.129(g)(1): Report to DER of confirmed 

positive test in stand-down situation 
§§ 40.149(b): Report to DER of changed test re-

sult 
§ 40.155(a): Report to DER of dilute specimen 
§ 40.167(b) and (c): Reports of test results to 

DER 
§ 40.187(a)–(e) Reports to DER concerning the 

reconfirmation of tests 
§ 40.191(d): Notice to DER concerning refusals 

to test 
§ 40.193(b)(3): Notification to DER of refusal 

in shy bladder situation 
§ 40.193(b)(4): Notification to DER of insuffi-

cient specimen 
§ 40.193(b)(5): Transmission of CCF copies to 

DER (not to MRO) 
§ 40.199: Report to DER of cancelled test and 

direction to DER for additional collec-
tion 

§ 40.201: Report to DER of cancelled test 

ALCOHOL TESTING INFORMATION 

§ 40.215: Notice to BATs and STTs of contact 
information for DER 

§ 40.241(b)(1): Notification to DER that an 
employee is a ‘‘no show’’ for an alcohol 
test 

§ 40.247(a)(2): Transmission of alcohol screen-
ing test results only when the test result 
is less than 0.02 
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§ 40.255(a)(4): Transmission of alcohol con-
firmation test results only when the test 
result is less than 0.02 

§ 40.263(a)(3) and 263(b)(3): Notification of in-
sufficient saliva and failure to provide 
sufficient amount of breath 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41955, Aug. 9, 2001; 73 FR 35975, June 25, 
2008. Redesignated and amended at 88 FR 
27651, 27652, May 2, 2023] 

APPENDIX I TO PART 40—ALCOHOL TESTING FORM 

The following form is the alcohol testing form required for use in the DOT alcohol testing 
program beginning January 1, 2011. Employers are authorized to use the form effective Feb-
ruary 25, 2010. 
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[75 FR 8529, Feb. 25, 2010, as amended at 75 FR 13009, Mar. 18, 2010; 75 FR 38423, July 2, 2010. 
Redesignated at 88 FR 27651, May 2, 2023] 
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APPENDIX J TO PART 40—DOT DRUG AND ALCOHOL TESTING MANAGEMENT 
INFORMATION SYSTEM (MIS) DATA COLLECTION FORM 

The following form is the MIS Data Collection form required for use to report calendar year 
MIS data. The instructions for this form are found at https://www.transportation.gov/odapc. 
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[84 FR 16773, Apr. 23, 2019. Redesignated at 88 FR 27651, May 2, 2023] 

PART 41—SEISMIC SAFETY 

Sec. 
41.100 Purpose and applicability. 
41.105 Definitions. 
41.110 New DOT owned buildings and addi-

tions to buildings. 
41.115 New buildings to be leased for DOT 

occupancy. 
41.117 Buildings built with Federal assist-

ance. 
41.119 DOT regulated buildings. 
41.120 Acceptable model codes. 
41.125 Judicial review. 

AUTHORITY: 42 U.S.C. 7701 et seq.; 49 U.S.C. 
322; E.O. 12699, 3 CFR, 1990 Comp., p. 269. 

SOURCE: 58 FR 32871, June 14, 1993, unless 
otherwise noted. 

§ 41.100 Purpose and applicability. 
(a) This part implements the provi-

sions of 49 U.S.C. 7701 et seq. and Execu-
tive Order (E.O.) 12699, ‘‘Seismic Safety 
of Federal and Federally-Assisted or 
Regulated New Building Construction’’ 
(3 CFR, 1990 Comp., p. 269). Under the 
Executive Order the DOT is given the 
responsibility for developing and im-
plementing its own mission-appro-
priate and cost-effective regulations 
governing seismic safety. 

(b) This part applies to new DOT 
owned buildings and to new DOT 
leased, assisted and regulated build-
ings. The purpose of this part is to re-
duce risk to lives of the building occu-
pants, improve the capabilities of es-

sential buildings to function during or 
after an earthquake, and to reduce 
earthquake losses of public buildings 
and investments. 

(c) This part may be further imple-
mented by the DOT Operating Admin-
istrations. 

§ 41.105 Definitions. 

As used in this part— 
Operating Administration includes the 

Office of the Secretary. 
DOT means the U.S. Department of 

Transportation. 

§ 41.110 New DOT owned buildings 
and additions to buildings. 

(a) DOT Operating Administrations 
responsible for the design and con-
struction of new DOT Federally owned 
buildings will ensure that each build-
ing is designed and constructed in ac-
cord with the seismic design and con-
struction standards set out in § 41.120 of 
this part. 

(b) This section pertains to all build-
ing projects for which development of 
detailed plans and specifications was 
initiated after January 5, 1990. It ap-
plies to additions to existing buildings 
as well as to new buildings. It applies 
worldwide. 

(c) For DOT Federally owned build-
ings, a certification of compliance with 
the seismic design and construction re-
quirements of this part is required 
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