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Subpart A-—Administrative Provisions
£ Back to Top

§40.1 Wheo does this regulation cover?

(@) This part tells all parties who conduct drug and alcohol tests required by Department
of Transportation (DOT) agency regulations how to conduct thess tests and what procedures

o use,



(b} This part concermns the aclivilies of ransporiation employers, safety-sensifive
transportation employees {inchuding self-employed individuals, contractors and volunteers as
covered by DOT agency regulations), and service agents.

{c}) Nothing in this part is intended 1o supersede or conflict with the implementation of the
Federal Railroad Administration's post-accident testing program (see 48 CFR 219.200).

+ Back to Top
§40.3 What do the terms used in this part mean?
in this part, the terms listed in this seclion have the following meanings:

Adufferated specimen. A specimen that has been allered, as svidenced by test resuils
showing either a subslance that is nof a normal constituent for that type of specimen or
showing an abnormal concentration of an endogencus substance.

Affiliate. Persons are affiliates of one ancther 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.
indicators of control include, but are not limifed 0! interdocking management or ownership:
shared interest among family members; shared facilities or equipment; or commeon use of
employees. Following the issuance of a public interest exclusion, an organization having the
same or similar management, ownership, or principal emplovees as the service agent
concerning whom a public interest exclusion is in effect is regarded as an affiliate. This
definition is uged in connection with the public interest exclusion procedures of Subpart R of
this part.

Afr blank. In svidential breath testing devices (EBTs) using gas chromatography
technology, a reading of the device’s internal standard. In all other EBTs, a reading of
ambient air containing no alcohol.

Alcohol. The intoxicating agent in beverage aicohol, ethyl aleohol or other low molscular
weight alcohols, including methyl or isopropy! alcchol.

Alcohol conceniration. 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.

Alcchol confirmation test. A subsequent test using an EBT, Ioliowing a screening test
with a result of 0.02 or greater, thal provides quantitative data about the aicohal
concentration.

Alcohof 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 fo Measure Alcohol in Bodily Fluids”
because it conforms o the model specifications from NHTSA.

Alcohol sereening test, An analylic procedurs to determinge whether an employee may
have a prohibited concentration of alcohol in & breath or saliva specimen.



Afcohol testing site. A place selected by the employer where employses present
themselves for the purpose of providing breath or saliva for an alcohol test.

Alcohof use, The diinking or swallowing of any beverage, iquid mixture or preparation
{including any medication), containing aleohol.

Aliguol. A fractional part of a specimen used for testing. 1t is taken as a sample
representing the whole specimean,

Breath Alcohol Technician (BAT). A person who instructs and assists employses in the
alcchol festing process and operates an evidential breath testing device.

Cancelled test. A drug or alcohol test that has a problem identified that cannot be or has
not been corrected, or which this part otherwise requires 1o be cancelled. A cancelled testis
neither a positive nor a negative tast.

Chain of custody, The procedure used to document the handling of the urine spacimen
from the ime the employes gives the specimen to the collector untit the specimen is
destroyed. This procedure uses the Federal Drug Testing Custody and Control Form (CCF)
as approved by the Office of Management and Budget.

Coltection containsr. A container inio which the employes urinates to provide the
specimen for a drug test.

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

Colfector. A person who instructs and assists employees al a collection site, who
receives and makes an initial inspection of the specimen provided by those employees, and
who initiates and completes the CCF.

Confirmatory drug test. A second analylical procedure performed on a different aliquot of
the original specimen to identify and guantify the presence of a specific drug or drug
metabolite.

Confirmatory vafidity fest. A second test performed on a different aliquot of the original
urine specimen fo further support a validity test resull,

Confirmed drug lest. A confirmation test resull received by an MRG from a laboratory.

Consortium/Third-parly administrator (G/TPA). A service agent that provides or
coordinates the provision of a variety of drug and alcohol testing services to employers,
CITPAs typically perform administrative tasks concerning the operation of the employers’
drug and alcchol {esting programs. This term includes, but is not limited to, groups of
employers who join togsether 1o administer, as a single entity, the DOT drug and alcohol
testing programs of its members. C/TPAs are not "employers” for purposes of this part.



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

Designated employer represeriative (DER). An employes authorized by the emplover to
taks immediate action{s} fo remove employees from safely-sensitive duties, or cause
employees o be removed from these covered duties, and fo make required decisions in the
testing and evaluation processes. The DER also recelves test resulls and other
communications for the employer, consistent with the requirements of this part. Service
agents cannot act as DERs.

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

DOT, The Department, DOT Agency. These lerms encompass all DOT agencies,
including, but not limited to, the Federal Aviation Administration (FAA), the Federal Raiiroad
Administration {(FRA), the Federal Motor Carrier Safety Administration (FMCS8A), the Federal
Transit Administration (FTA), the National Highway Traffic Safety Administration (NHTSA),
the Pipeline and Hazardous Materials Safely Administration {(PHMSA), and the Office of the
Secretary {O8T). For purposes of this part, the Uniled States Coast Guard (USCG), in the
Department of Homeland Security, is considered to be a DOT agency for drug festing
purposes only since the USCG requiation does not incorporate Part 40 for its alcohol testing
program. These terms include any designee of a DOT agency.

Lrugs. The drugs for which tests are required under this part and DOT agency
regulations are marijuana, cocaing, amphetamines, phencyclidine (PCP), and opicids.

Employes. Any person who s designated in a DOT agency regulation as subisct to drug
testing and/or alcohol testing. The term includes individuals currently performing safety-
sensitive funclions designated in DOT agency regulations and applicants for employment
subject to pre-employment testing. For purposes of drug testing under this part, the term
employes has the same meaning as the term “doner” as found on CCF and related guidance
materials produced by the Depariment of Health and Human Services.

Employer. A person or enlity employing one or more employees (including an individual
who i self-employed} subject to DOT agency reguiations requiring compliance with this part.
The term includes an employer's officers, representatives, and management personnegl.
Service agenis are not emplovers for the purposes of this parl.

Error Correction Training. Training provided to BATs, collectors, and screening test
technicians {STTs) following an error that resulied in the cancellation of a drug or aicohol test.
Error correction training must be provided in person or by a means that provides real-time
ohservation and interaction between the instructor and traines.

Evidential Breath Testing Device (EBT). A device that is approvad by the National
Highway Traffic Safety Administration (NHTSA) for the evidential testing of breath at the .02
and .04 alcohol concentrations, and appears on ODAPC's Wab page for “Approved



Evidential Breath Measurement Devices” because i conforms with the model specifications
avaiable from NHTSA,

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

inftial drug test (also known as a "Screening drug test”]. The test used {o differentiate a
negative specimen from one that requires further testing for drugs or drug metabolites.

initial specimen validity lesl. The first lest used to defermine if a urine spacimen is
adulterated, diluted, substituted, or invalid.

invalid drug test. The result reported by an HHS-certified laboratory in accordance with
the criteria established by HHS Mandatory Guidelines when a positive, negative, adulterated,
or substituled result cannot be established for a specific drug or specimen validity test.

invalid result. The result reporied by a laboratory for a urine specimen that contains an
unideniified adulterant, contains an unidentified interfering substance, has an abnormal
ohysical characteristic, or has an endogenous substance at an abnormal concentration that
nrevents the laboratory from completing testing or oblaining a valid drug test result.

Laboratory. Any U.S. laboratory cerlified by HHS under the National Laboratory
Certification Program as meeting the minimum standards of Subpart C of the HHS
Mandatory Guidelines for Federal Workplace Drug Testing Programs: or, in the case of
foreign laboratories, a laboratory approved for participation by DOT under this part.

Limit of Detection {LOD). The lowes! concentration at which a measurand can be
identified, but {for guantitative assays) the concentration cannot be accurately calculated.

Limit of Quaniitation. For guantilative assays, the lowest concentration at which the
identity and concentration of the measurand can be accurately established,

Medical Review Officer (MRO). A person who 18 a licensed physician and who is
responsible for recelving and reviewing laboratory resulis generated by an employer's drug
testing program and evaluating medical explanations for cerlain drug test results,

Negative resuft. The result reported by an HHS-cerlified 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-negalive specimen. A urine specimen that is reported as adulteraied, substituted,
pasitive {for drug(s} or drug metabolite(s)), andfor invalid.

Office of Drug and Alcohol Policy and Compliance (CDAPC). The office in the Office of
the Secretary, DOT, that is responsible Tor coordinating drug and aicohol testing program
matters within the Department and providing information concerning the implementation 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 detection of the drug or drug
metabolites, or affects the reagents in either the initial or confirmatory drug test.

Primary specimen. In drug testing, the urine specimen bottle that is opsned and tested
by a first laboratory o determine whether the employee has a drug or drug metabolite in his
or her system; and for the purpose of validity testing. The primary specimen is distinguished
from the split specimen, defined in this section.

Fositive result. The result reported by an HMHS-certified iaboratory when a specimen
containg a drug or drug metabolite equal to or greater than the cutof concenirations.

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

Reconfirmed, The result reported for a split specimen when the second laboratory is
able to corroborate the original result reported for the primary specimen.

Refrasher Training. The training reguired pericdically for guslified collectors, BATs, and
STTs o review basic requirements and provids instruction concerning changes in technology
{e.g., new testing methods that may be autheorized) and amendments, inferpretations,
guidance, and issues concemning this part and DOT agency drug and alcohol testing
regulations. Refresher training can be provided by any appropriate means {(e.g., classroom
instruction, internet application, CD-ROM, video).

Fejected for testing. The result reported by an HHS-certified laboratory when no tests
are performed for a specimen because of g fatal flaw or a correctable flaw that is not

corrected.
Screening drug fest. See Initial drug fest definition above.

Screening Test Technician (STT). A person who instructs and assists employees in the
alcohol testing process and operales an ASD.

wecretary. The Secretary of Transportation or the Secretary's designes,

Service agent. Any person or entity, other than an smployse of the emplover, who
provides services to employers and/or employees in connection with DOT drug and alcchol
tesling reqguirements. This includes, but is not limited o, collectors, BATs and STTs,
laboratories, MROs, substance abuse professionals, and C/TPAs. To act as service agentis,
persons and organizations must meet DOT qualifications, if applicable. Service agents are
not emplovers for purposes of this part.

Shipping container. A container thal is used for transporting and protecting urine
specimen botlles and associated documents from the collection site to the laboratory,



Specimen boftle. The bottle that, after being sealed and labeled according to the
procedures in this part, is used o hoid the urine specimen during transportation to the

jaboratory.

Spiit specimen. In drug testing, a part of the urine specimen that is sentto a first
laboratory and retained unopened, and which Is transported to a second isboratory in the
avent that the emplovee requests that i be tested following a verified positive test of the
primary specimen or a verified adulierated or substifuted test result.

split specimen coliection. A collaction in which the urine collected is divided into two
separate specimen botties, the primary specimen (Botlle A) and the spiit specimen {Bottle 8).

Stand-down. The practice of temporarily removing an employee from the performance of
safety-sensitive functions based only on a report from a laboratory fo the MRQ of & confirmed
positive test for a drug or drug metabolite, an adulterated test, or a substituted test, before
the MRO has compleled verdfication of the test result.

Subsiance Abuse Professional (SAF). A person who evaluates emplovees who have
violated a DOT drug and alcohol regulation and makes recommendations concerning
education, treatment, Tollow-up testing, and aftercare.

Substituted specimen. A uring specimen with creatinine and specific gravity values that
are so diminished or so divergent that they are not consistent with normal human urine.

Verified fest. A drug test result or validity testing result from an HHS-certified laboratory
that has undergone review and final determination by the MRO.

{66 FR 79526, Dec. 19, 2000, as amended at 66 FR 41950, Aug. 9, 2001; 71 FR 48384, Aug. 23,
2006; 71 FR 58347, Sept. 22, 2006; 73 FR 35369, June 25, 2008; 75 FR 498861, Aug. 18, 2010: 78
FRGB577, Sepl. 27, 2011; 80 FR 19553, Apr, 13, 2015; 81 FR 52365, Aug. 8, 2018; 82 FR 52243,
Nov. 13, 2017]
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§40.58 Who issues authoritative interpretations of this regulation?

ODAPC and the DOT Office of General Counsel (OGC) provide written interpretations of
the provisions of this part. These wrilten DOT interpretations are the only official and
authoritative interpretations concerning the provisions of this part. DOT agencies may
incorporate ODAPC/OGC interpretations in written guidance they issue concemning drug and
alcohol testing maiters. Only Part 40 interpretations issued after August 1, 2001, are
considered valid,

& Back to Top
§40.7 How can you get an exemption from a requirement in this regulation?

(a) If you want an exemption from any provision of this part, you must reguest it in writing
from the Office of the Secretary of Transportation, under the provisions and standards of 48



CFR part 5. You must send requests for an exemption {o the following address: Department
of Transporiation, Deputy Assistant General Counsel for Regulation and Enforcement, 1200
New Jersey Avenue, SE., Washington, DC 20580,

{b) Under the standards of 49 CFR part &, we will grant the request only if the request
documents special or exceptional circumstances, not likely to be generally applicable and not
contemplated in connection with the rulemaking that established this part, that make your
compliance with a specific provision of this part impracticable.

{c} If we grant you an exemption, vou must agree to take steps we specify 1o comply with
the intent of the provision from which an exemption is granted.

{d) We will issue wrilten responses io all exemption requests.
& Backio Top
Subpart B—Emplover Responsibilities
£ Back io Top
840.11 What are the general responsibilities of employers under this regulation?

{a) Az an employer, you are responsible for mesting all applicable requirements and
procedures of this part.

{b} You are responsibie for all actions of your officials, representatives, and agents
(including service agents) in carrying out the requirements of the DOT agency regulations.

{z) All agreements and arrangements, writlen 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 require compliance with all
applicable provisions of this part and DOT agency drug and aleohol {esting regulations.
Compliance with these provisions is a material term of all such agreements and
arrangements.

L Back o Top
§40.13 How do DOT drug and alcohol tests relate to non-DOT tesis?
{a} DOT tests must be completely separate from non-DOT tests in all respecis.

{by DOT tests must lake priority and musl be conducted and completed before a8 non-
DOT fest is begun. For example, vou must discard any excess urine left over from a DOT
test and collect a separate void for the subsequent non-DOT test.

{c) Except as provided in paragraph (d) of this section, vou must not perform any tests
on ROT urine or breath specimens other than those specifically authorized by this part or
DOT agency regulations. For example, you may rnot test a DOT urine specimen for additional



drugs, and a laboralory s prohibiied from making a DOT urine spacimen avallable for a DN&
fast or other types of specimen dentily testing.

o) The singte axception to paragraph (¢} of this seclion is when a DOT drug test
coflection is conducted as part of a physical examination required by ROT agenoy
reguiations. it s permissible 1o conduat required medicat! tesis relataed (o this physical
sxamination {e.@., for glucoss) on any wrine remsining in fhe collsction container after the

¥

grug tesl uring speaimens have baen sealad inlo the specimen botias.

{a} No one is parmilied o change or disregard the resulis of DOT tesis based on the
resuils of non-DOT tosts. For axample, ag an emplover vou musi not disregard a verified
positive DOT drug test result becauss the employes prasants a negative test result from a
hiood or uring specimen collected by the empioyes’s physiclan or a DNA test result
purporting 1o guestion the identily of the DOT specimen.

{f} As an ampioyar, vou must not use the COF or the ATF In vour non-RDOT drug and
alcohol testing programs. This prohibition includes the use of the DOT forms with references
to BOT programs and agendies orossed oul, You also must always use the COF and ATF for
all your DO T-mandated drug and aleshol tests.

$ Back to Top
S40.14  What collsction information must employers provide to collectors?

Ag an employer, or an emplover's service agent—or example a GTPA, vou must ensurs
the collector has the following information when conducting a wing specimen collection for
VORE

{a) Full name of the smploves beaing iested.
(b} Emploves S8N or 1D number,
(o) Laboratory name and address {can be pre-printed on the CCFL

(o} Employer name, address, phone number, and fax number {can be prea-printed on the
COF at Step 1.4},

{o} DER information required al §40.35 of this parl,

{1 MRO name, address, phone number, and fax sumber {can be pre-printed on the CCOF
at Step -8

{g) The BOT Agency which reguiates the amployes's safely-sensifive duties {the
chackmark can pre-printad in the appropriate box on the COF at Slep 1-0,

{h} Test reason, as appropriaie: Pre-employment; Random; Reasonabls
Suspicion/Reasonable Cause; Post-Accident; Return-to-Duty; and Follow-up.

{1 Whethar the {astig o be observad or not {see §40.87 of this parth.



Lo

{i) {(Optienaly CTPA name, addrass, phone, and fax number {can be pre-printed on the
CCOF).

174 FR G9107, Sept, 27, 2010
% Back o Top

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

{a) As an employer, you may use a sarvice agent to perform the tasks needed to comply
with this part and DOT agency drug and aicohol testing reguiations, consistent with the
requirements of Subpart Q and other applicable provisions of this part.

{b} As an employer, you are responsible for ensuring that the service agenis you use
meet the gualifications 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 qualifications reguired by §840.121{e)).

(¢} You remain responsible for compliance with all applicable requirements of this part
and other DOT drug and aicohol testing regulations, even when you use a service agent. If
vou violate this part or other DOT drug and aleohol 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 defense in an enforcement action
initiated by a DOT agency in which your alleged noncompliance with this part or a DOT
agency drug and alcoho! regulation may have resulted from the service agent's conduct.

{dd} As an employer, you must not permit a service agent to act as your DER.

* Backto Top

§40.17 Is an employer responsible for obtaining information from its service agents?

Yes, as an employer, you are responsible for obtaining information required by this part
from your service agents. This is frue whether or not you choose to use a CfTPA as an
intermediary in transmitting information to you. For example, suppose an applicant for a
safety-sensitive job takes a pre-employment drug test, but there is a significant delay in vour
receipt of the test result from an MRO or C/TPA. You must not assumes that "no news is good
news” and permit the applicant to perform safely-sensitive duties before receiving the result.
This is a viclation of the Department’s regulations.

£ Back to Top
§40.18 {[Resarved]
£ Backto Top

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



{a) As an employer, you are prehibited from standing employees down, except
consistent with a waiver a DOT agercy granis under this section.

{b} You may make a reguest to the concemad DOT agency for a waiver from the
prohibition of paragraph (a} of this section. Such a waiver, if granted, permits you o stand an
employes down following the MRO's receipt of a laboratory report of a confirmed positive test
for a drug or drug metabolite, an adulterated test, or a substituted test pertaining to the
employes.

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

{2} Before taking action on a waiver request, the concered DOT agency coordinates
with other DOT agencies that regulate the employer's other covered employees.

{3) The concerned DOT agency provides a writfen response to each employer thal
petitions for a waiver, setting forth the reasons for the agency's decision on the waiver
reqguest.

{c} Your request for a waiver must include, as a minimum, the following elemenis:
{1} Information about your organization:

{1} 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;

(it} Data showing the number of confirmed laboratory positive, adulterated, and
substituted test results for your employees over the two calendar years preceding your
waiver request, and the number and perceniage of those test results that were verified
positive, adulierated, or substituted by the MRO;

{iii} Information about the work situation of the employees subject {o stand-down,
including a descriplion of the size and organization of the unil{s) in which the employees
work, the process through which employees will be informed of the stand-down, whether
there is an in-house MRO, and whether your organization has a medical disqualification or
stand-down policy for employees in situations other than drug and alcohol testing; and

(iv} A statement of which DOT agencies regulate your employees.

{2} Your proposed written company policy conceming stand-down, which must include
the foliowing elemeants:

(i} Your assurance that you will distribute copies of vour writlen policy fo all employees
that it covers;



{ii) Your means of ensuring that no information about the confirmed positive, adulterated,
or substituted test result or the reason for the emplovee’s temporary removal from
performance of safety-sensitive functions becomes available, directly or indirectly, to anyone
in your organization {or subseguently fo another employer) cther 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 coverad employee will be subject to stand-down only
with respect to the aclual performance of safety-sensitive duties;

{v} Your means of ensuring that you will not take any action adversely affecting the
emplovee’s pay and benefits pending the completion of the MRO's verification process. This
includes continuing 1o pay the employee during the period of the stand-down in the same
way you would have paid him or her had he or she not been siood down;

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

{vii} Your means of ensuring that, in the event that the MRO verifies the test negative or
cancels i—

{A) You retum the smployee immediately to the performance of safety-sensifive duties;

{B} The employee suffers no adverse personnel or financial conseguences as a result;
and

{C) You maintain no individually identifiable record that the emploves had a confirmed
laboratory positive, adulterated, or substituted test result {i e., vou maintain a record of the
test only as a negative or cancelled est).

{d} The Administrator of the concerned DOT agency, or his or her designes, may grant a
waiver request only if he or she delermines that, in the context of your organization, there is a
high probatility that the procedures you propose will effectively enhance safety and protect
the interests of employees in fairness and confidentiality.

{1} The Administrator, or his or her designee, may impose any conditions he or she
deams appropriate on the grant of & waiver.

{2) The Administrator, or hig or her designee, may immediately suspend or revoke the
waiver if he or she determines that you have failed to protect effectively the interests of
employees in fairness and confidentiality, that you have failed to comply with the
requirements of this section, or that you have falled to comply with any other conditions the
DOT agency has attached to the walver.



{e) You must not stand employees down in the absence of a waiver, or inconsistant with
the terms of your waiver, If you do, you are in viclation of this part and ROT agency drug
testing regulations, and you are subject to enforcemant action by the DOT agency just as you
are for other violations of this part and DOT agency rules.

1 Back to Top
§40.23 What actions do employers take after receiving verified test results?

(&) As an employer who receives a verified positive drug test resulf, you must
immediately remove the employee involved from performing safety-sensitive functions. You
must take this action upon receiving the initial report of the verified positive test result. Do not
wail to receive the wrillen 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 immeadialely remove the employes involved from
performing safety-sensitive funclions. You must take this action on receiving the initial report
of the verified adulterated or substituled {est resull, Do not wait to receive the written report
or the resuft of 3 split specimen test.

{c) As an employer who receives an alcohol test result of 0.04 or higher, vou must
immediately remove the emiployee involved from performing safety-sensitive functions. if yvou
receive an alcohol test resuit of 0.02-0.039, you must temporarily remove the employee
involved from performing safety-sensitive functions, as provided in applicable DOT agency
regulations. Do not wail to receive the written report of the result of the test.

{d} As an employer, when an employee has a verified positive, adulterated, or
substituted test resuli, or has otherwise viclated a DOT agency drug and alcehol regulation,
you must not relurn the employes {0 the perfermance of safety-sensitive functions until or
urdess the employee successiully completes the return-to-duly process of Subpart O of this

part.

(e} As an employer who receives a drug test result indicating that the employee’s
specimen was dilule, take action as provided in §40.197.

{f} As an emplover who receives a drug test result indicating that the employee’s urine
spacimen test was cancelled because it was invalid and that a second collection must take
place under direct observation—

{1) You must immediately direct the employee to provide a new specimen under direct
ohsearvation.

(<) You must not attach consequences 1o 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 employes.



{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.q., check DOT and FMCSA) as for the original
collection,

(5} You must ensure that the coliector conducts the collection under direct observation.

{9) As an emplover who receives a cancelled test result when a negative result is
reqguired {e.q., pre-employment, return-to-duty, or foliow-up test), you must direct the
employee {¢ provide ancther specimen immediately.

(h}) As an employer, you may also be required to take additional actions required by DOT
agency regulations (g.g., FAA rules require some positive drug fesls {o be reported 1o the
Federal Air Surgeon).

{i} As an employer, you must not alter a drug or alcohol test result transmitied to you by
an MRO, BAT, or C/ITPA,

(65 FR 79526, Dec. 18, 2000, as amendead al 71 FR 48384, Aug. 23, 2008; 73 FR 35870, June 25,
2008; 75 FR 58107, Sepl. 27, 2010]
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§40.25 Must an employer check on the drug and alcohol testing record of emplovess
it is intending to use o perform safety-sensitive duties?

{a) Yes, as an employer, vou must, after obtaining an employee’s writlen consent,
reguest the information about the employee listed in paragraph (b} of this section. This
requirement applies only to employees seeking to begin performing safety-sensitive duties
for you for the first time (i.e., a new hire, an employee transfers info a safety-sensitive
position;. If the emplovee refuses to provide this written consent, you must not permit the
smploves 10 perform safety-sensitive functions.

{b} You must request the information listad in this paragraph (b} from DOT-reguilated
empioyers who have employed the emplovee during any pericd during the two years befors
ihe date of the employes’s application or transfer:

{1} Alcohol tests with a result of 0.04 or higher aicohol concentration;

{2} Verified positive drug lests;

{3) Refusals to be tested (including verified adulterated or substituted drug test results);
(4) Other vielations of DOT agency drug and alcohol testing regulations; and

(5} With respect to any employee who violated a DOT drug and alcohol regulation,
documentation of the employee’s successful compistion of DOT return-to-duty requirements
{including follow-up tests). If the previous employer does not have information about the
return-do-duty process {e.g., an amployver who did not hire an emplovee who tasted positive
on a pre-gmployment test), you must seek to oblain 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 regulations.

{(d} if feasible, you must obtain and review this information before the employes first
performs safety-sensitive functions. If this is not feasible, yvou must obiain and review the
information as soon as possible. However, you must not permit the employee to perform
safety-sensitive functions after 3¢ days from the date on which the employee first performed
safety-sensitive funclions, unless you have obtained or made and documented a good faith
effort to obtain this information.

{e} i you oblain information that the employee has violated a DOT agency drug and
aicohol regulation, you must not use the employee to perform safety-sensitive functions
unless you also oblain information that the emploves has subseguently complied with the
return-to-duty reguirements of Subpart O of this part and DOT agency drug and alcohol
reguiations.

{f) You must provide to each of the employers from whom you reqguest information under
paragraph (b) of this section writien consent for the release of the information cited in
paragraph (a) of this section.

{g} The release of information under this seclion must be in any writlen form {e.g., fax, e-
maii, lefter) that ensures confidentiality. As the previcus employer, you must maintain a
written record of the information released, including the date, the party to whom it was
released, and a summary of the information 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, writlen consent, immediately
release the requested information to the employer making the inquiry.

{1} As the employer requesting the information required under this section, you must
maintain a written, confidential record of the information you obtain or of the good faith efforts
you made to oblain the information. You must retain this information for three vears from the
date of the emplovee's first performance of safety-sensitive duties Tor you,

{i} As the emplover, vou must also ask the emploves whether he or she has fested
positive, or refused fo test, on any pre-employment drug or alcohol test adminisiered by an
employer to which the employes applied for, but did not oblain, safety-sensitive
fransporiation work covered by DOT agency drug and alcohol testing rules during the past
two vears. If the employee admits that he or she had a posifive test or a refusal to test, you
must not use the employee {o perform safety-sensitive funclions for you, until and unless the
amployee documents successiul completion of the return-to-duty process (see paragraphs
{b}5) and {e) of this section).

§ Back to Top

§40.26 What form must an employer use to report Management Information System
(MBS data to a BOT agencv?



L - - TomaA T T

As an employer, when you are required 1o report MIS data to a BOT agency, vou must
use the U5, Department of Transportation Drug and Alcohol Testing MIS Data Collection
Form to report that data. You must use the form and instructions referenced at Appendix H to
par! 40. You must submit the MIS report in accordance with rule requirements {e.¢., dates for
submission; selection of companies reguired to submil, and method of reporting) established

by the DOT agency regulating your operation.
(84 FR 16773, Apr. 23, 201¢]
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§40.27 May an emplovyer require an employee to sign a consent or release in
connection with the DOT drug and alcoho! testing program?

No, as an employer, vou must nol require an employes 1o sign a conseni, release,
waiver of liability, or indemnification agreement with respect {o any part of the drug or alcohol
testing process covered by this part (including, but not limited fo, collections, laboratory
testing, MRO and SAP services).

[66 FR 41950, Aug. 9, 2001]
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§40.29 Where iz other information on employer responsibilities found in this
regulation?

You can find other information on the responsibilities of employers in the following
sections of this part:
&40, 3—Digfinition,
§40.35—Information about DERs that employers must provide collectors.,
340.45—Madifying CCFs, Use of foreign-language CCFs.
§40.47—Use of non-Federal forms for DOT tasts or Federal CCFs for non-DOT tests.
§40.67—Requirements Tor direct cbservation.
§40.173—Responsibiity to ensure test of split specimen.
840.193—Action in “shy bladder” situations,
§40.197—Actions following report of a dilute specimen,
§40.207—Actions following a report of a cancelled drug test.
§40.208—Actions foliowing and consequences of non-fatal flaws in drug tests.
§40.215—Iinformation about DERs that amployers must provide BATs and STTs.
840225 -Modifying ATFs,; use of foreign-language ATFs.
§40.227—Use of non-DOT forms for DOT tests or BOT ATFs for non-DOT tests,
840.235 {c} and {dj—responsibility {o follow Instructions for ASDs,



840,255 (b}-receipt and storage of aleohol test information.

840.285 (ci-{a}—actions in "shy lung” situations,

§40.287 —Cancellation of aloohol tests.

§40.271—Actions in “correctable flaw” situalions in alcohaol tasts.
§40.273—Actions following cancelled tests in alcohoi tests.

§40 275—Actions in "non-fatal flaw” situations in aleohol tesis.
§540.287 40,2588 —Responsibilfilies concerning SAP services.
§840.285-40.297—Prohibilion on seeking second SAP evaluation or changing SAP recommaendation.
§40.303—~Responsibiliies concerning aftercare recommendations.
§40.305~Raesponsibilities concerning return-to-duty dacision.

40, 30%—Responsibilities concerning follow-up tests.

§40.321—CGeneral confidentiality requirement.

§40.323—Releass of confidential information in [igaton.
§40.331—Cther circumstances for the refease of confidential information.
§40.333—Record retention requirements.

§40.345—Choice of who reports drug testing information to emplovers.

[65 FR 79526, Dec. 19, 2000. Redesignated at 66 FR 41830, Aug. 8, 2001, as amended at 82 FR
2244, Nov. 13, 2017}
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Subpart C—Urine Collection Personnel

& Back to Top

§40.31 Who may collect urine specimens for DOT drug testing?

{a} Coliectors meeting the reguirements of this subpart are the only persons authorized
to collect urine specimens for DOT drug testing.

{b} A collector must meet training requirements of §40.33.

{c} As the immediale supervisor of an employee being tested, you may not act as the
collector when that employee is tested, unless no other collector is available and vou are
permitted 1o do so under DOT agency drug and alcohol reguilations.

{cd} You must not act as the colleclor for the employes being tested if you work for a
HHS-certified laboratory (8.¢., as a technician or accessionsr) and could link the employes
with a urine specimen, drug testing result, or laboratory report.

% Back to Top



840.33 What training requiremsents must a collector meet?

To be permitted to act as a coliector in the DOT drug testing program, you must meet
gach of the requirements of this section:

(@) Basic information. You must be knowledgeable about this part, the current “ROT
Urine Specimen Collaction Procedures Guidelines,” and DOT agency regulations applicable
to the employers for whom you perform collections. DOT agency regulations, the DOT Urine
Specimen Collection Procedures Guidelines, and other materials ars available from QDAPC
{Department of Transportation, 1200 New Jersey Avenue SE., Washinglon DC, 20580, 202-
366-3784, or on the ODAPC Web site (htfps:www.iransportation.gov/odapc). You must keep
current on any changes to these materials. You must subscribe o the ODAPC list-serve at:
httpsfwww fransportation. govicdapoigel-odapo-emaii-updates.

{b) Qualification training. You must receive qualification training meeting the
requirements of this paragraph. Qualification {raining must provide instruction on the
following subjects:

{1} All steps necassary fo complete a collection correctly and the proper completion and
transmission of the CCF;

(2} "Problem” collections {e.g., situations like “shy bladder” and attempts to {amper with a
sSpecimeny,

{3} Fatal flaws, correctable flaws, and how to correct problems in collections; and

{4) The collector's responsibility for maintaining the integrity of the collection process,
ensuring the privacy of emplovees being tested, ensuring the security of the specimen, and
avoiding conduct or statements that could be viewed as offensive or inappropriate;

{c} Inftial Proficiency Demonstration. Following your completion of qualification training
under paragrapgh (b} of this saction, you must demonstrate proficiency in collections under
this part by completing five consscutive error-free mock collections.

{1} The five mock collections must include two uneventful collection scenarios, one
insufficient guantity of urine scenario, one temperature cut of range scenario, and one
scenario in which the employee refuses o sign the CCF and initial the spacimen bottle
tamper-gvident seal. '

{2} Another person must monitor and evaluate your performance, in personorby a
means that provides real-time observation and interaction belween the instructor and trainee,
and atiest in writing that the mock collections are “error-free.” This person must be a gqualified
collector who has demonstrated necessary knowledge, skills, and abilitias by

{1} Regularly conducting DOT drug test collections for a period of at least a vear;

{i1} Conducting collector training under this part for a year; or



{iiiy Successfully compleling a "train the {rainer” course.

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

(&) Refresher training. No less frequently than every five years from the date on which
you satisfactorily complete the requirements of paragraphs (b} and {c) of this section, you
must complete refresher training that meets all the requirements of paragraphs (b) and {¢} of

this section.

{fy Error Correction Training. If you make a mistake in the collection process that causes
a test lo be cancelled (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 notified of the error that
fed to the need for retraining.

(1} Brror correction training must be provided and vour proficiency documented in writing
by a person who meets the requirements of paragraph {c)}{2) of this section.

{2} Error corraction fraining is required to cover only the subject matter area(s) in which
the error that caused ths test to be cancelied oocurred.

(3} As part of the error correction training, you must demonsirate your proficiency in the
coliection procedures of this part by completing three consecutive error-fres mock
collections. The mock collections must include one uneventful scenario and two scenarios
related {0 the area(s) in which your error(s) occurred. The person providing the training must
monitor and evaluate your performance and atlest in writing that the mock collections were
“‘arror-free.”

(g} Documeniafion. You must maintain documentation showing that you currently mest
all requiraments of this section. You must provide this documentation on request to DOT
agency representaglives and o emplovers and C/TFAs who are using or negotiating to use
YOUN services.

165 FR 78526, Dec. 18, 2000; 66 FR 3885, Jan. 17, 2001, as amended at 68 FR 41950, Aug. 2,
2001; 82 FR 52244, Nov. 13, 2017}
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§40.358 What information about the DER must employers provide {o collectors?

As an employer, you must provide {o 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.

£ Back to Top

§40.37 Where is other information on the role of collectors found in this regulation?



You can find other information on the role and functions of colleciors in the following
sections of this part:
§40.3—Definition.
§40.43—5teps to prepare and secure coilection sites.
§R40.45.40 47—Use of CCF.
§540.48-40.51—Use of collsction kit and shipping maierials.
§540.61-40.63—Preliminary steps in collections.
§40.65~Role in checking specimens,
§40.67—Role in directly ohserved coliections.
£40.6%—Role in monitored collections.
§40.71—Role in split specimen collections.
§40.73—Chain of custody completion and finishing the collection process.
§40.191—Action in case of refusals to take test.
§40.183~Action in "shy bladder” situations.
§40.198-40. 205 Collector errors in tests, effects, and means of correction,

[65 FR 78526, Dec. 10, 2000, as amended at 82 FR 52244, Nov. 13, 2017)
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Subpart D—Collection Sites, Forms, Equipment and Supplies Used in
DOT Urine Collections

& Back to Top
§40.41 Where does a urine collection for a DOT drug fest take place?

{2} A urine collection for a DOT drug test must take place in a coliection 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} I you are operaling a collection site, you must have all necessary persennael,
materials, equipment, faciliies and supervision fo provide for the collection, temporary
storage, and shipping of urine spacimens to a laboratory, and a suitable clean surface for

writing.

(d) Your collection site must include a facility for urination described in either paragraph
{e} or paragraph (I} of this section.

{8) The first, and preferred, type of facility for urination that a coliection site may include
is a single-loile! room, having a full-length privacy door, within which urination can ooour,



e i oy L] -

{1} No one but the employee may be present in the room during the collection, except for
the observer in the event of a directly ocbserved oollection.

(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 reguirement by securing all sources of water and other substances that could
be used for adulteration and substitution (e.g., waler faucels, soap dispensers) and providing
moist towelettes oulside the closed room.

{f1 The second type of facility for urination that a collection site may include is a multistall
restroom.

{1} Such a site must provide substantial 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-stali restroom, you must either—

(i} Secure all sources of water and other substances that could be used for adulteration
and substitution {e.g., waler faucels, soap dispensers) and place bluing agent in all toilets or
secure the foilels o prevent access; or

(i1} Conduct all collections in the facility as monitored collections (see §40.89 for
procedures). This is the only circumstance in which vou may conduct a monitored collection,

{3} No one but the employee may be present in the multistall restroom during the
collection, except for the monitor in the event of a monitorad collection or the obhserver in the

event of a directly observed collection.

{g) A collection site may be in a medical facility, a mobile facility {e.g., avan), a
dedicated coliection Tacility, or any other location meeting the requirements of this section.
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§40.43 What steps must operators of collection sites take to protect the security and
integrity of urine collections?

{a) Collectors and operators of collection sites must take the steps listed in this section
to prevent unauthorized access that could compromise the integrily of collections.

{b} As a collector, you must do the following before each collection o deter tampering
with specimens:

{1} Secure any water sources or otherwise make them unavailable to employvess {e.g.,
turn off water inlet, tape handles fo prevent opening faucets);

{2) Ensure that the water in the loilet is blue;

{3} Ensure that no soap, disinfectants, cleaning agents, or other possible adulterants are
present



(4} inspect the site to ensure that no foreign or unauthorized substances are present;
{8} Tape or ctherwise secure shut any movable folet tank top, or put biuing in the tank;
(6} Ensure that undetected access {e.g., through a doer 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 following sach
coliection to ensure the site's continued integrity.

{c} if the collection site uses a facility normally used for other purposes, like a public rest
room or hospital examining room, you must, as a collector, also ensure before the collection
that:

{1} Access to collection materials and specimens is effectively restricted; and

{2} The facility is secured against access during the procedure to ensure privacy o the
smployee and prevent distraction of the collector. Limited-access signs must be posted.

{d} As a collector, you must take the following additional steps to ensure security 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 emplovee is in the
period for drinking fluids in a “shy bladder” situation (ses §40.193(b}}, you may conduct a
collection for another employee.

(2) To the greatest extent you can, keep an employse's oollection container within view
of both you and the employee between the time the ampioyee hes urinated and the
spacimen is sealed,

{(3) Ensure you are the only person in addition to the employee who handiss the
specimen before it is poured into the bottles and sesled with tamper-evident seals.

{4} In the time between when the employes gives you the specimen and when you seal
the specimen, remain within the collection site,

(5} Maintain personal control over gach 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 collected or stored.

{1} Only emplovees being tested, collectors and other coliection site workers, DERs,
employee and employer representatives authorized by the employer (e.g., emplover policy,



collective bargaining agreement), and DOT agency representatives are authorized persons
for purposes of this paragraph ().

{2) Except for the observer in a directly observed coliection or the monitor in the case of
a monitored collection, you must not permil anyone to enter the urination facility in which
empovess provide specimens.

{3} You must ensure that all authorized persons are under the supervision of a collector
at all times whean permitied into the site.

{4} You or the collector may remove any person who obstructs, interferes with, or causes
a delay in the collaction process.

(f) if you are operating a collection site, you must minimize the number of persons
handling specimens.
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§40.45 What form is used fo document a DOT urine collection?

{8} The Federal Drug Testing Custody and Control Form (CCF) must be used io
document every urine collection required by the DOT drug testing program. You may view
this form on the Department's Web site (flip/www.iransportation. gow/odape) or the HHS
Web site (Atipfeww workplace. samhsa.gov).

{b} You must not use a non-Federal form or an expired CCF to conduct a DOT urine
coliection. As a laboratory, C/TPA or other party that provides CCFs to emplovers, collection
sites, or other customers, you must not provide copies of an expired CCF to these
parficipants. You must also affirmatively notify 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 outsids the border of the form, other information needed
for biliing or other purposes necessary {0 the collection process.

{2} The CCF must include the namaes, addresses, telephone numbers and fax numbers
of the employer and the MRO, which may be preprinted, typed, or handwritten. The MRO
information must inciude the specific physician's name and address, as opposed to only &
generic clinic, health care organization, or company name. This information is required, and it
is prohibited for an employer, coliector, sarvice agent or any other party to omit it In addition,
a C/TPA's name, address, fax number, and telephone number may be includad, but is not
required. The emplover may use a C/TPA's address in place of its own, but must continue to
include its name, telephone number, and fax number.

{3} As an employer, in Step 1-D of the CCF vou may preprint the box for the DOT
Agency under whose authonty the test will acour,



{4} As a collector, you may use a CCF with your name, address, felephone number, and
fax number preprinted, but under no circumstances may you sign the farm before the
coliection event.

{5} When using an electronic CCF, you mus! establish adequate confidentiglity and
sgcurity measures o ensure that confidential employes 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 electronic form.

{d} Under no circumstances may the CCF transmit personal identifying information about
an employee (other than a social security number (SSN) or other employee identification (ID)
rumber) to a laboratory.

{&) 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 amployes and collector understand and can use the form in that language.

{f} An employer who uses an electronic CCF must ensure that the collection site, the
primary and split laboratories, and MRQO have compatible systems, and that the employee
and any other program participants in the testing process will receive a legible copy of the
CCF.

60 FR 79626, Dec. 19, 2000, as amended at 66 FR 415850, Aug. 8, 2001; 75 FR 58107, Sept. 27,
2010, 76 FR 59577, Sept. 27, 2011; 80 FR 18553, Apr. 13, 2015; 82 FR 52244, Nov. 13, 2017]
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§40.47 May employers use the CCF for non-Federal collections or non-Federal forms
for BOT collections?

{a) No, a3 an empicyer, you are prohibited from using the COF for non-Federal urine
callections. You are also prohibited from using non-Federal forms for DOT wine coliections.
Doing sither subjecis you {o enforcement action under DOT agency regulations.

{0} (1} in the rare case where the collector, either by misiake or as the only means fo
conduct a test under difficult circumstances {e.g., post-accident or reasonable suspicion test
with insufficient time o 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 laboraiory 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
prablem you must foliow the procedures of B40.2056{bH2).

65 FR 79526, Dec. 18, 2000, as amendead at 66 FR 41850, Aug. 8, 2001]
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§40.4% What materizls are used to collect urine specimens?



For each DOT drug test, vou must use a collection kit mesting the requirements of
Appendix A of this part.
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§40.51 What materials are used to send urine specimens to the laboratory?

{a} Except as provided in paragraph {b} of this section, you must use a shipping
containar that adequately protects the specimen bottles from shipment damage in the
transport of specimens from the collection site o the laboratory.,

{b} You are not required lo use a shipping container if a laboratory courier hand-delivers
the specimens from the collection site to the laboratory.

£ Back fo Top

Subpart E—Urine Specimen Collections
t Back to Top
§40.61 What are the preliminary steps in the collection process?
As the collector, you must take the following steps before actually beginning a collection:

{a) When a speciiic time for an employee’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 BER o determine the appropriate interval within which the
DER has determined the employes is authorized 10 arrive. If the employee’s amrival is
delayed beyond that ime, you must notify the DER that the emplovee has not reported for
testing. In a situation where a C/TPA has nolified an owner/operator or other individual
empioyee fo report for testing and the emplovee does not appear, the C/TPA must notify the
employee that he or she has refused to test (see §40.181(&)Y 11

{b) Ensure thatl, when the smiployes enters the colleclion sile, vou 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 o urinate or because an authorized emplover or employee
representative is delayed in arriving.

{1} If the employee is also going to take a DOT alcohol test, you must, {o the greatest
gxtent practicable, ensure that the aicohol test is completed before the urine collection
procaess begins.,

Example fo paragraph (Bi(1): An employes enters the test site for both a drug and an alcohol test,
Normally, the collector would wail until the BAT had completed the alcohoi test process hefore beginning the
drug test process. However, there are some sliuations in which an excaption to this normal practice would be
reasonabis. One such situation might be if several psople ware waiting for the BAT to conduct alcohol tests,
but a drug testing collecior in the same facility were free. Someone waiting might be abie 1o compiets a drug
test without unduly delaying his or her alcohol test. Collactors and BATs should work together, however, to
ensure that post-accident and reasonable suspicion alcohol tests happen as soon as possibie (e.¢., by moving
the employes to the head of the line for alcchol tests),



{2} if the employee neads medical attention {e.g., an injured employse in an emergency
medical facility who is required o have a post-accident test), do not delay this freatment to
collect a specimen.

(3} You must not collect, by catheterization or other means, urine from an unconscious
smgloyes to conduct a drug test under this part. Nor may you catheterize a conscious
smployes. However, you must inform an employee who normaily voids through self-
catheterization that the emploves is required to provide a specimen in that manner.

{4} i, as an emplovee, you normally void through self-catheterization, and decline to do
s, this constitutes a refussl to tast,

{c} Reguire the employee o provide posilive identification. You must see a photo 1D
issued by the employer {other than in the case of an owner-aperator or other self-employed
individual) or g Federal, state, or local government {e.g., a driver's license ). You may not
accept faxes or photocopies of identification. Positive identification by an employsr
representative (not a co-worker or another emplovee being tested) is also acceptable, if the
employee cannof produce positive identification, you must contact a DER to verify the identity
of the employes.

{dd} Iif the employee asks, provide vour identification to the employee. Your identification
must include your name and your employer's name, but does not have to include your
picture, address, or {elephone number.

{e} Explain the basic colleclion procedure o the employee, including showing the
employee the instructions on the back of the CCF.

{f} Direct the employee {0 remove outer clothing {e.g., coveralls, jacket, coat, hat) that
could be used o conceal tems or substances that could be used lo tamper with a specimen.
You must also direct the amployee 1o 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 diractions constitules a refusal to test.

{1} ¥ the employee asks for a receipt for any belongings lefl with you, you must provide
one,

{2} You must allow the employee o keep his or her wallet,

{3} You must not ask the employee (o remove other clothing {e.g., shirls, pants, drasses,
underwear), 1o remove all clothing, or to changs into a hospital or examination gown {unless
the urine collection is being accomplished simultanecusly with a DOT agency-authorized

medical examination).

(4} You must direct the empiloyee o 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 {o adulterate a specimen, the employse ¢an place the items
back inte his or her pockets. As the employes, you must aliow the collecior to make this

observation.



(511 In your dutles under paragragh (H4) of this section, vou find any material tha
could e used o tamper with a spedimen, yau st

(i) Daterming I the material appears 1o be brought 1@ the colisgtion site with the infeni to
alter the spacimen, and, if i is, condudt & directly observed collection using direct observation
procedures {ses §40.67) or

(i) Detarmine 1 the material appears 1o be inadvertently brought {o the collection site
{e.g., eys drope), secure and maintain & unfil the collection process is complated and conduct
a normal {La, unobsarvad) collaction,

(@) You must instruct the emplioves not W st medications that he or she s currently
taking on the COF (The employes may make noles of medications on the back of the
amipioves copy of the form for his or har own convaniancs, but thess notes must not be
fransmitiad 0 anyone eise )
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40,863 What steps does the collpclor taks in the collacHan process before the
emploves provides a urine specimen?

As the collector, you must take the following staps befors the emploves provides the
uring spacimen:

{a) Complate Slep 1 of the GCF

{hy mstruct the emploves o wash and dry his or her hands at this ime. You must telf the
amploves not o wash his or her hands again untif after delivering the specimen to yvou. You
must not give the amployee any further access 1o walsr or other materialy that could be used
to adulierate or dilute 8 specimen.

{0} Satect, or aliow the amployes o salect, an individually wrapped or sealed collection
confainer from x;{‘EEE:miQﬁ kit materials, Either you or the emploves, wilh both of you present,
must unwrap oF break the seal of the coliection container. You must not unwrap or break the
seal on any spacimen botle at this ime. You must nat allow the emploves (o fake anything
from the colisction kit info the room used tor urinalion axcaept the collection container,

{d} Direct the amployes o go o the room used for urination, provide a spacimen of at
ieast 45 mib, not flush the {oilel, and retum (10 you with the specimen as soon as the
armployves has completad the void,

{1} Exoepl in the case of an obeervad or & monitored collection {ses §R40.87 and 40,68},
naithar you nor anyone olse may go into the room with the amploves,

{21 As the colipcior, you may set & reasonable tme Bmit for voiding.

(&} You must pay careful attention to the emploves during the entive colleclion procass to
note any conduct that cearly indicates an atfemp! o tamper with a specimen {e.¢., substitie



urine in plain view or an attermpt to bring into the collection site an adulterant or urine
substitute). If vou detect such conduct, you must require that a collection take place
immediately under direct observation {see §40.67) and complete 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 direct ohservation and the reason

for doing so.
[65 FR 795626, Dec. 19, 2000, a5 amended at 75 FR 58107, Sept. 27, 2010}
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§40.65 What does the collector check for when the employae presents a specimen?

As g collector, you must check the following when the employee gives the collection
canfainer 1o you:

{a} Sufficiency of specimen. You must chack to ensure that the specimen contains at
feast 45 mb of urine.

{1) if it does not, you must follow “shy bladder” procadures (see §40.193(b)).

{2) When you foliow “shy bladder" procedures, you must discard the criginal specimen,
uniess another problem {i.e., temperature out of range, signs of tampering) also exists.

{3} You are never permitied to combine urine collected from separate voids to create a
specimean.

{4} You must discard any excess urine,

{b} Temperature. You must check the temperature of the specimen no leter than four
minules after the employee has given you the specimen,

{1) The acceptable temperature range is 32-38 °C/e0-100 *F

{2} You must delermine the temperature of the specimen by reading the temperature
sirip altached o the collection 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 temperalure is cutside the acceptable range, vou must mark the *Ng”
box and enter in the "Remarks” line (Step 2) your findings about the temperature,

{5) I the specimen temperaiure s oulside the acceptable range, you must immediately
conduct 2 new collection using direct observation procedures (sees §40.87).

(6} In a case where a specimen is collected under direct observation because of the
temperature being out of range, you must process both the eriginal specimen and the



specimen collected using direct abservation and send the two sets of specimens to the
faboratory, This i true even in a case in which the original specimen has insufficient volume
but the temperature is out of range. You must aiso, as soon as possible, inform the DER and
coliection site supervisor that a collection took place under direct observation and the reason
for doing so.

{7} In a case where the employee refuses o provide another specimen {see §40.191{a)
(3)) or refuses 1o provide another specimen under direct observation (see §40.181(a){4)), vou
must notify the DER. As soon as you have notified the DER, you must discard any specimen
the employee has provided previously during the collection procedure.

(o} Signs of fampering. You must inspect the specimen for unusual color, presence of
foreign objects or material, or other signs of tampering {8.g., If you notice any unusual odor).

{1) if it is apparent from this ingpection that the employee has tampsred with the
specimen {e.g.. blue dye in the specimen, excessive foaming when shaken, smell of bleach),
you must immediately conduct a new collection using direct observation procedures {see
§40.67).

{2} In a case where a specimen is collected under direct observation bacause of
showing signs of lampering, vou must process both the original specimen and the specimen
collected using direct observation and send the two sets of specimens to the laboratory. This
is frue sven in a case in which the original specimen has insufficient volume but i shows
signs of tampering. You must also, as soon as possible, inform the DER and collection site
supervisor that a collection took place under direct observation and the reason for doing so.

{3} In a case where the emplovee refuses o provide a specimen under direct
observation (see §40.181(a){(4}}, you must discard any specimen the employae provided
previously during the collection procedure. Then you must notify the DER as soon as
practicable.

65 FIR 79526, Dec. 19, 2000, as amended at 66 FR 41850, Aug. 8, 2001]
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§40.687 When and how is a directly observed collection conducted?

{a} As an employer, you must direct an immediate collection under direct observation
with no advance notice {o the employes, if,

(1) The laboratory reported to the MRO that a specimen is invalid, and the MRO
reported to vou that there was not an adeguate medical explanation for the resull;

{2} The MRO reporied to you that the original positive, adulterated, or substituted result
had {o be cancelled because the test of the spiit specimen could not be performed; or

(3} The {aboratory 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 (o you as negative-dilute and that a second collection
must lake place under direct observation (see §40.187{b){(1)).

(b} As an empioyer, you must direct a coliection under direct observation of an smployes
if the drug fest is a return-to-duly test or a follow-up test.

{c} As a collector, you must immediately conduct a coliection under direct observation if;
{1) You are directed by the DER fo do s¢ {see paragraphs (a8} and (b} of this segtion); or

{2) You observed materials brought to the coliection sile or the employee's conduct
clearly indicates an altempt to tamper with a specimen (see §840.61(TH5){)) and 40.683(e}}; or

(3} The temperature on the original specimen was out of range (see §40.65(b)5)): or {4)
The original specimen appeared o have been fampered with (see §40.85(cy{1)).

(d){(1) As the employer, you must explain to the employee the reason for a directly
chserved collection under paragraph (a} or {b} of this section.

{2} As the collector, you must explain o the employee the reason, if known, under this
part for a directly observed collection under paragraphs (¢} 1) through (3} of this section.

{&} As the collecior, you must complete a new CCF for the directly observed 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
§40.67{b})} in the "Remarks’ line {(Step 2).

{f) In a case where two sets of specimens are being sent to the laboratory because of
suspected tampering with the specimen at the collection site, enter on the "Remarks” ling of
the CCF {Step 2) for sach specimen a nolation to this effect (s.g., collection 1 of 2, or 2 of 2)
and the specimen 1D number of the other specimen.

(g} As the collector, you must ensure that the observer is the same gender as the
gmployee. You must never permit an opposite gender person {o act as the observer. The
chserver can be a different person from the collecltor and need not be a gualified collector,

{h} As the coliector, if someone else is 10 observe the collection {e.g., in order to ensure
a same gender observer), you must verbally instruct that person {o follow procedures at
paragraphs (i} and (j) of this section. If you, the collector, are the observer, vou too must
foliow these procedures.

{i) As the abserver, you musi request the employee fo raise his or her shirt, blouse, or
drass/skirt, as appropriate, above the waist; and lower clothing and underpants to show you,
by turning around, that they do not have a prosthetic device, After you have dotermined that
the employee does not have such a device, you may permit the employee to return clothing
o its proper position for cbserved urination.



(i} As the cbserver, you must watch the emploves urinate into the collection container.
Specifically, you are to waich the urine go from the employee's bady inio the coflection

container.

{k} As the observer but not the collector, you must not lake the collection container from
the employee, but you must observe the specimen as the smployee takes it to the collector

(1) As the collector, whan someone else has acted as the observer, you must include the
ohserver's name in the "Remarks” line of the CCF (Step 2).

{m} As the employee, if you decling to allow a directly observed collection required or
permitted under this section to occur, this is a refusal 1o test.

{rn) As a service agent, when you leam thal a directly observad coliection shouid have
been collected but was not, vou must inform the employer that it must direct the employee fo
have an immediate recoliection under direct obsearvation,

[65 FR 725286, Dec. 19, 2000, as amendesd at 66 FR 41950, Aug. 9, 2001; 68 FR 31626, May 28,
2003; 68 FR 64867, Nov. 9, 2004, 73 FR 35870, June 25, 2008; 73 FR 80223, Aug. 26, 2008; T3 FR
62910, Cct, 22, 2008; 73 FR 70284, Nov. 20, 2008; 74 FR 37952, July 30, 2009; 82 FR 52244, Nov,

13, 2017}
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§40.69 How is a monitorad collection conducted?

{a} As the collector, you must secure the room being used for the monitored collection so
that no one except the employee and the moniior can enter it until after the collection has

been completad.

{b} 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, doclor, physician's
assistant, technologist, or technician licensed or certified fo practice in the |urisdiction in
which the collection takes place}. The monitor can be a different person from the coliector
and need not be a qualified collecior.

{c} As the collector, if someone else is to monitor the colleclion {e.q., in order {o ensure a
same-gender monitor), vou must verbally instruct that person o follow the procedures of
paragraphs {d} and (e} of this section. If you, the collector, are the monitor, vou must follow
these procedures.

{d} As the monitor, you must not waich the empioyee urinate into the collection
container. if you hear sounds or make other observations indicating an attempt to tamper
with a spacimen, there must be an additional collection under direct observation (see
£§40.63{e), 40.65{c), and 40.67(h)).

{e} As the monitor, you must ensure that the employee takes the collection container
direcily to the collecior as soon as the employee has exited the enclosure.



{f} As the oollector, when someone elfse has acted as the monitor, you must note that
parson's name in the "Remarks” line of the COF {(Step 2L

{0} As the employee being tested, I you decline to permit a collection authorized under
this section {0 be moniltorad, i is a refusal o tesl

[B5 FR 79526, Dec. 19, 2008, as amendad al 66 FE 418581, Aug. 8, 2001}
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840.71 How does the collestor prepare the specimens?

{a} All collections under DOT agency drug testing reguiations must be split specimen
collections.

(b} As the coliector, you must take the following steps, in order, after the employee
brings the wrine specimen 1o you. You must {ake these steps in the pregsence of the
employes,

{1} Check the box on the CCF (Btep 2) indicating that this was a split specimen
collection.

{2} You, not the employee, must first pour at least 30 mb of urine from the collection
container into one specimen bottle, to be used for the primary specimen,

{3} You, not the employee, must then pour at least 15 mL of uring from the collection
confainer into the second specimen bottie to be used for the split specimen.

(4) You, not the employee, must place and secure {ie., tighten or snhap) the lids/caps on
the botlles.

{5) You, not the employee, must seal the bottles by placing the tamper-evident bottle
seals over the botlle capsilids and down the sides of the botlles.

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

{7} You must then ensure that the employee inilfals the famper-evident botlle seals for
the purpose of certifying that the bottles contain the spacimens he or she provided. if the
amployee fails or refuses to do so, you must note this in the “Remarks” line of the CCF (Step
2} and complete the coliection process.

{8} You must discard any urine left over in the collection container after both specimen
hotlles have been appropriately filled and sealed. There is one exception to this reguirement:
you may use excess urine to conduct clinical tests (e.g., protein, glucose) if the collection
was conducted in conjunction with a physical examination required by a DOT agency
regulation. Neither yvou nor anyone else may conduct further testing {such as adulteration
testing) on this excess urine and the smployee has no legal right to demand that the excess
uring be turned over to the employee.



(65 FR 78526, Dec. 18, 2000, as amended at 86 FR 41851, Aug. 8, 2001]
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§40.73 How is the collection process completed?

{a) As the collector, when using the paper CCF, you must do the following things to
complets the collection process. You must complete the steps called for in paragraphs (a){1)
through {7} of this seclion in the employee’s presence.

(1) Direct the employee to read and sign the cerlification statement on Copy 2 (Step 5}
of the CCF and provide date of birth, printed name, and day and evening contact telephone
numbers, If the employes refuses o sign the CCF or to provide date of birth, printed name,
or telephone numbers, you must note this in the "Remarks” iine (Step 2) of the CCF, and
complete the collection. If the employes refuses to fill out any information, you must, as a
minimum, print the employes's namae in the appropriate place.

(£} 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 collection, signing the
statement, and entering the name of the delivery service fransferring the specimen to the
laboratory,

{3} Ensure that all copies of the CCF are legible and complets.
{4} Remove Copy 5 of the CCF and give it to the employes.

{6} Place the specimen bettles and Copy 1 of the CCF in the appropriate pouches of the
piastic bag.

(8} Secure both pouches of the plastic bag.
{7} Advise the emplovee that he or she may leave the collection site.

{8} To prepare the sealed plastic bag containing the specimens and CCF for shipment
vou must:

(I} Place the sealed plastic bag in a shipping container {e.g., standard courier box)
designed to minimize the possibility of damage during shipment. (More than one sealed
plastic bag can be placed inlo a single shipping container if you are doing multiple
collections.}

{it} Seal the coniainer as appropriate.

(i} If a laboratory courier hand-delivers the specimens from the coliection site to the
laboratory, prepare the sealed plastic bag for shipment as directed by the courler service.

{(9) Send Copy 2 of the CCF {o the MRO and Copy 4 to the DER. You must fax or
otherwise transmil these copies o the MRO and DER within 24 hours or during the next



business day. Keep Copy 3 for at least 30 days, unless otherwise specified by applicable
DOT agency regulations.

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

(¢} As a collector or collection site, you must ensure that each spedimen vou collect is
shipped {o a laboratory as quickly as possible, but in any case, within 24 hours or during the

naxt business day.

{65 FR 78526, Dec, 19, 2000, as amended &t 71 FR 48384, Aug. 23, 2008, B0 FR 19553, Apr. 13,
20153
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Subpart F—Drug Testing Laboratories
L Back to Top

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

{a) As a drug testing laboratory located in the U.S., you are parmitted to participate in
DOT drug testing only if you are certified by HHS under the National Laboratory Certification

Program {(NLCP) Tor all testing required under this part.

{b} As a drug testing laboratory located in Canada or Mexico which is not cerlified by
HHS under the NLCP, you are permitied to participate in DOT drug testing only if:

{1) The DOT, based on a writlen recommendation from HHS, has approved your
laboratory as meeting HHS laboratory certification siandards or deemed your laboratory fully
equivalent o a faboratory meeting HHS laboratory certification standards for all testing
required under this part; or

{2) The DOT, based on a written recommendation from HHS, has recognized a
Canadian or Mexican certifying organization as having equivalent laboratory certification
standards and procedures to those of HHS, and the Canadian or Mexican certifying
organization has certlified your laboratory under those equivalent standards and procedures.

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

part.

{d} § DOT determines that you are in noncompliance with this part, you could be subject
te PIE proceedings under Subpart R of this part. If the Depariment issuss a PIE with respect
to you, you are ineligible to participate in the DOT drug testing program sven if you continue
to meet the requirements of paragraph {a) or {b) of this section.

% Back to Tap



£40.83 How do laboratories process incoming specimens?
Ag the laborgtory, you must do the following when vou recsive a DOT specimen:

{a) You are authorized 1o receive only Copy 1 of the CCF. You are not authorized io
recelive other coples of the CCOF or any copies of the aloohol testing form.

(b} You must comply with applicable provisions of the HHS Guidelines concerning
accessioning and progeasing uring drug spacimens,

(o) You must inspect each specimen and COF for the following “fatal flaws”™
{1} There is no CCF;

{2} In cases where a specimen has been collected, there is no spacimen submilied with
the CCF;

{3) There is no printed collector’s name and no collector's signature;
{4) Two separate collections are performed using one CCF;
{5) The specimen D numbers on the specimen bottle and the CCF do not maich;

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

(7) There is an insufficient amount of urine in the primary botlle for analysis, unless the
specimens can be redesignaled {(see paragraph (h) of this section),

{d) When you find a specimen meeting the criteria of paragraph {c) of this section, you
must document your findings and stop the testing process. Report the result in accordance
with §40.87(a}3)} .

{g) You must inspact each CCF for the presence of the collector's signature on the
certification statement in Step 4 of the CCF. Upen 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 business days from
the date on which you initiated action to comect the flaw.

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

{3} i the flaw is not correcled, report the resulf as rejecled for testing in accordance with
§40.97{a)(3).

{f) If you determine that the specimen temperature was not checked and the “Remarks”
line did not contain an entry regarding the temperature being outside of range, you must then
attempt {o correct the problem by following the procedures of §40.208.



{1} In such & case, you must continue your efforts o correct the problem for five
business days, bafore you report the resuit,

{2} When you have obtained the correction, or five business days have elapsed, report
the result in accordance with §40.87{a).

{q} If you determine that a CCF that fails to meet the requirements of §40.45(a) (e.g., 2
non-Federal form or an expired Federal form was used for the collection), you must attempt
to correct the use of the improper form by following the procedures of §40.205{0){2).

{1} In such a case, you must retain the specimen for a minimum of § business days from
the date on which you initiated action o correct the problem.

{2} If the problem(s) is not corrected, you must rejact the test and raport the result in
accordance with §40.87{(a}{3).

{h} if the CCF i1s marked indicating that a splif specimen collaction was collected and if
the split specimen does not accompany the primary, has leaked, or 15 otherwise unavailable
for testing, vou must still test the primary specimen and follow appropriate procedures
outlined in §40.175{b) regarding the unavailability of the splif specimen for testing.

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

{i} The primary gpecimen appears to have leaked out of its sealed bottle and the
laboratory believes a sufficient armount of urine exists in the split specimen to conduct ail

appropriaie primary laboratory {esting; or
{ii} The primary specimen is labeled as Botlle B, and the split specimen as Bottle A; or

{iii} The laboratory opans the split specimen instead of the primary spacimen, the
primary specimen remains sealed, and the laboratory believes a sufficient amount of wine
exists in the split specimen o condudt all appropriate primary laboratory testing; or

{iv} The primary specimen seal is broken but the spiit specimen remains sesled and the
laboratory believes a sufficient amount of urine exists in the split specimen to conduct all
appropriate primary laboratory {esting.

{<} In situations outlined in paragraph {g){1) of this section, the laboratory shail mark
through the "A° and write *B,” then inflial and date the change. A corresponding change shall
be made to the other botlle by marking through the "B” and writing "A,” and inilisling and
dating the change.

{i} A notation shall be made on Copy 1 of the CCF (Step 5a) and on any iaboratory
internal chain of cuslody documents, as appropriate, for any fatal or correctable flaw,

{65 FR 79526, Dac. 19, 2000, as amended at 66 FR 41951, Aug. 9, 2001; 71 FR 48384, Aug. 23,
2006; 73 FR 35970, June 25, 2008, 75 FR 58107, Sept. 27, 2010; 82 FR 52244, Nov 13, 20171
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§40.85% What drugs do isboratories test for?

As & laboratory, you must test for the following five drugs or classes of drugs in a DOY
drug tast. You must not test “BOT specimens” for any other drugs,

{a) Marijuana metabglites.

{b} Cocaine metabolifes.

(cy Amphetamines.

{d} Opioids.

(&} Phencyclidine {(PCP).

[82 FR 52244, Nov. 13, 201
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§40.87 What are the cutoff concentrations for drug tesis?

7]

{a} As a laboratory, you must use the cutoff concentrations displayed in the following
table for initial and confirmatory drug tests. All cutoff concentrations are expressed in
nanograms per milliliter (ng/mlL.). The {able follows:

initial test Confirmatory test Confirmatery test cutoff

initial tost analyle cutoff! analyte conceniration

Marfuana metabolites (THCAY 50 ng/mt?® THCA 15 ngiml.

Cooaine metabolife 180 ngfmi? Benzoylesgoning 1100 ng/mL.
{Benzoylecgonine} _ ;

Codeins/ 2000 no/mlL Codeine 2000 ngimi.

Morphine _ Morphing 2000 ng/ml..
Hydrocodone/ 300 ng/mil. Hydrocodone 100 ngiml..
‘Hydromorphone Hydromaorphons 100 ng/ml..

Oryeodons! 100 ngdmil Oxyecadons 100 ngdml.,
Ouymorphonsg Uxymorphone 100 ngfmi.,
S-Acetyimorphine 10 ngfmb E-Soafvimaivhe Wk,
Fhencycliding 23 ngfmi. Pranveohiding 28 ngfmd.,
Aaphetaming/ SO0 ngfml Amphetamine 250 ng/ml.

Methamphetamine Methamphetamine 250 ng/mi.
IMDMAYMDAS 500 ng/mi. MDMA 250 ngimt..
MDA 250 ng/mil..

TFor grouped analyies (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 analyta from the group identified ag
the target analyte. The cross-reactivily of the immunocassay o the other analvte(s) within the
group must be B0 percent or greater; if nol, separale immunoassays must be used for the

anabies within the groun.
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Alternate technology: Either one analyile or all analytes from the group must be used for
calibration, depending on the technolegy. Al least one analyie within the group must have a
conceniration equal to or greater than the initial test culoff or, alternatively, the sum of the
analvies present {i.e., equal to or greater than the laboratony's validated limit of
quantification} must be egual to or greater than the initial test cutoff,

ZAn immunocassay must be calibrataed with the {arget analyie, A-8-tetrahydrocannabinol-
g-carboxylic acid (THCA).

SAlternate technology (THCA and Benzoviecgonine): When using an altemate
technology initial test for the specific target analytes of THCA and Benzovilecgonine, the
faboratory must use the same cutoff for the initial and confirmatory tests (.e., 15 ng/mi for
THCA and 100ng/ml for Benzoylecgonine).

“Methylenedioxymethamphetamine (MDMA).

SMethvienedioxyamphetamine (MDA).

(b On an initial drug test, yvou must report a result below the culoff conceniration as
negative. if the result is at or above the cutofl 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 cutolf concentration as confirmed positive.

{d} You must report quantitative values for morphine or codeine at 15,000 ng/mi or
above.

(65 FR 78528, Dec. 18, 2000, as amended al 78 FR 48882, Aug. 18, 2010; 77 FR 28473, May 4,
2012; B2 FR 52244, Nov. 13, 2017}
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§40.89 What Is validity testing, and are laboratories reguired to conduct it?

{a) Specimen validity testing is the svaluation of the specimen fo determine if it is
consistent with normal human urine. The purpose of validity testing is to determine wheather
certain adulterants or foreign substances were added 1o the urine, if the urine was diluted, or
if the specimen was substituted.

(b} As a laboratory, you must conduct validity testing.

{65 FR 785826, Dec. 18, 2000, as amsanded at 868 FR 41881, Aug. 9, 2001, 73 FR 35870, June 25,
2008}
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§40.91 What validity tests must [aboratories conduct on primary specimens?



dilute or

imen is

{b} As a laboratory, vou must consider the primary specimen o be substituted when the

{1} The creatinine conceniration is greater than or egual to 2 mg/dl but less than 20
creatinine concentration is less than 2 mg/dL and the specific gravity is less than or equal to

myg/dl., and
{2) The specific gravity is greater than 1.0010 but less than 1.0030 on a single aliquot.

{e) If you determine that the specimen is invalid and HHS guidelines direct you to
contact the MRO, vou must contact the MRO and togsther decide if testing the primary

specimen by another HMS ceriified laboratory would be useful in being able to report a

{2} Reactions or responses characieristic of an adulterant obtained during initial or
positive or aduiterated test result,

{d} You must perform additional validily tests on the primary specimen when the
confirmatory drug tests (8.g., non-recovery of internal standards, unusual response); or

following conditions are observed:
{a} As a laboratory, you must consider the primary specimen to be dilute when:

{3) Possible unidentified interfering substance or aduiterant.

{1} Abnormai physical characleristics;
1.0010 or greater than or equal to 1.0200 on both the initial and confinmatory creatinine tests

and on both the inftial and confirmatory specific gravity tests on two separate aliquots.

§40.93 What criteria do laboratories use {0 establish that a spec

66 FR 79526, Dec. 18, 2000, as amendead at 69 FR 64867, Nov. 9, 2004]
substituted?

6% FR 64867, Nov. 9, 2004]
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§40.85 What are the adulterant cudolf concentrations for initial and confirmation
tests?

a; As a leboratory, you must use the culolf concentrations for the initial and confirmation
¢ ¥ ¥

adutterant lesting as required by the HHMS Mandatory Guidelines and you must use two
sapargie aliguots—one for the initial test and another for the confirmation test.

{bt} As a laboratory, you must report resulls at or above the cutoffs {or for pH, at or above
or below the values, as appropriale) as adulterated and provide the numerical value that
supporis the adulterated resuit,

{73 FR 38870, June 25, 2008]
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§40.96 What criteria do laboratories use to establish that a specimen is invalid?

(&) As a laboratory, you must use the invalid test result criteria for the initial and
confirmation lesting as required by the HMS Mandatory Guidelines, and vou must use two
separate aliquots—one for the inilial test and another for the confirmation test.

{b} As a laboratory, for a specimen having an invalid result for one of the reasons
cutlined In the HHS Mandatory Guidslines, yvou must contact the MRO to discuss whethar
sending the specimen to another HHS cerlifled laboratory for testing would be useful in being
able to report a positive or adulterated resulf.

{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 vaiue that
supports the invalid result, where appropriate, such as pH.

{(d) As a iaboratory, you must report the reason a test result is invalid,
{73 FR 35970, June 25, 2008]
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§40.97 What do laboratories report and how do they report it?

{a} As g laboralory, you must report the results for each primary specimen. The result of
a primary specimen will fall into one of the following three categories, However, as g
laboratory, you must report 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 following, as appropriats:

{1y Negative, or

{ii} Negative-dilute, with numerical values for creatinine and specific gravity.



{2) Calegory 2: Non-negative Results. As a laboratory, whan you find a specimen to be
non-negative, you must report the test result as being one or more of the following, as
appropriata:

{i} Positive, with drug{s)ymetabolite(s) noted, with numerical values for the drug(s) or
drug metabolife(s).

(i} 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 gravity,

(it} Adulterated, with adulterant(s} noted, with confirmatory test values {when
applicable), and with remark{s);

{iv} Substituted, with confirmatory test values for creatinine and specific gravity; or

{v} Invalid result, with remark(s}. Laboratories will report actual values for pH results.

(3} Category 3: Rejected for Testing. As a laboratory, when you reject a specimen for
testing, you must report the result as being Rejected for Testing, with remarik(s).

{b} As a laboratory, you must report laboratory resuits directly, and only, to the MRO at
his or her place of business. You must not report results to or through the DER or 2 service
agent {e.qg., C/TPA).

{1} Negative results: You must fax, courier, mail, or electronically transmii 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 results report electronically {i.e., computer data
file).

(i} If you elect fo provide the laboratory results report, you must inciude the following
glerments, as & minimum, in the report format:

{A) Laboratory name and address;

(B} Employer's name {you may inciude LD, or account number);
(C) Medical review officer’s name;

{13} Specimen LD, number;

(£) Donor's SSN or employee LD, number, if provided;

{F)} Reason for test, if provided;

(&) Collector's name and telephone number;

{H} Date of the collection;

{1y Date received at the laboratory;



(4} Date certifying sclentist releasead the results:
(i Certifying scientist's namse;
{L} Resuils (e.g., posilive, aduiterated) as listed in paragraph {(a) of this secticn: and

(M} Remarks section, with an explanation of any situation in which a corractable flaw has
baen corrected.

{ii} You may release the lzboratory results report only after review and approval by the
certifying scientist. It must reflect the same test resull information as contained on the CCF
signed by the cerlifying scientist. The information contained in the Iaboratory results report
may not contain information that does not appear on the CCF.

{iii} The results report may be transmitied through any means that ensures accuracy and
confidentiality. You, as the labaoratory, together with the MRGO, must ensure that the
information is adequately protected from unauthorized access or release, both during
transmission and in storage.

(2} Non-nagative and Rejected for Testing results: You must fax, courier, mail, or
glectronically transmit a legible image or copy of the fully-completed Copy 1 of the CCF that
has been signad by the certifying scientist. In addition, you may provide the electronic
laboratory results report following the format and procedures set forth in paragraphs (bY1)(H)
and (i} of this section.

{C} In ranamilling {aboratory results to the MRO, you, as the laboratory, together with the
MRQ, must ensure that the information is adequately protected from unauthorized access or
release, both during transmission and in storage. if the results are provided by fax, the fax
connection must have a fixed telephone number accessible only to authorized individuals,

{d} You must transmit test results o the MRO in a timely manner, preferably the same
day that review by the certifying scientist is completed.

{e}(1) You must provide quantitative values for confirmed positive drug test results fo the
MRO,

{2} You must provide the numerical values that support the adulierated {when
applicable) or substituted result, without a reguest from the MRO.

{3} You must also provide to the MRO numerical values for creatinine and spacific
gravity for the negative-dilute {es! result, without a request from the MRO.

{f} You must provide gquantitative values for confirmed opiate resuits for marphine or
codeine at 15,000 ng/mi or above, aven if the MRO has not requested guantitative values for

the test result,

{65 FR 78528, Dec. 18, 2000, as amended at 66 FR 418851, Aug. 8, 2001, 88 FR 31628, May 2B,
2003, 68 FR 64867, Nov, 8, 2004, 73 FR 35070, June 25, 2008, 75 FR 49862, Aug. 18, 2010: 73 FR
50107, Sept. 27, 2010, 77 FR 20473, May 4, 2012]
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§40.8%8 How long does the laboratory refain specimens after festing?

{a} As a laboratory testing the primary spacimen, you must retain a specimen that was
reported with positive, adulterated, substituted, or invalid results for a minimum of one vear.

{b} You must keep such a specimen In secure, long-term, frozen storage in accordance
with HHES requirements,

{c} Within the one-year period, the MRQO, the employee, the employar, or a DOT agency
may regquest in writing that vou retain a specimen for an additional period of time (e.g., for the
ourpose of preserving evidence for litigation or a safety investigation). If you receive such a
request, vou must comply with . If you do not receive such a request, you may discard the
specimen at the end of the year.

{d} If you have not sent the split specimen 1o another laboratory for testing, you must
retain the split specimen for an employee's fest {or 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 requirements of
paragraphs (a} through {d) of this section with respect 1o the split specimen,

£ Rack to Top
§40.101 What relationship may a laboratory 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 interest with the MRO's responsibilities
for the employer. You may not derive any financial benefit by having an employer use &
specific MR,

{b) The following are examples of relalionships between laboratories and MROs that the
Depariment regards as creating conflicts of interest, or the appearance of such conflicts. This
following list of examples is not intended to be exclusive or exhaustive:

{1} The laboratory employs an MRQO who reviews test resulls produced by the
laboratory;

{2} The laboratory has a contract or relainer with the MRO for the review of test resulls
produced by the laboraiory;

{3} The laboratory designates which MRO the employer is 1o use, gives the employer a
slaie of MROs from which to choose, or recommends certain MROs:

{4} The laboratory gives the emplover a discount or other incentive to use & particular
MRO;



{5} The laboratory has its place of business co-located with that of an MRO or MRO siaff
who review iest resulls produced by the laboratory; or

{8} The laboratory permiis an MRO, or an MRED's organization, to have a financial
interest in the laboratory.

L Back to Top
§49.107 Who may inspect laboratories?

As a laboratory, you must permit an inspection, with or without prior notice, by ODAPC, a
DOT agency, or a DOT-regulated employer that contracts with the laboratory for drug testing
under the DOT drug testing program, or the designee of such an employer.

% Back to Top
§40.10% What documeniation must the laboratory keep, and for how long?

{a} As a iaboratory, you must refain all records periaining to sach employes urine
specimen for a minimum of two vears.

{3} As a laboralory, vou must also kaep for two vears employer-specific data required in
&§40.111.

(c} Within the two-year period, the MRO, the employee, the employer, or a DOT agency
rmay request in writing that you retain the records for an additional pericd of time {e.g., for the
purpose of preserving evidence for litigation or a safety investigation). If vou receive such a
request, you must comply with it. if you do not receive such a request, you may discard the
records at the end of the two-year period.

+ Back o Top

§40.111 When and how must a laboratory disclose statistical summaries and other
information it maintains?

{a) As a laboratory, you must fransmit an aggregate statistical summary, by employer, of
the data listed in Appendix B o this parl 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 Hikely that information about an
employee's test result can be readily inferred, you must not send a summary if the employer
has fewer than five aggregate tesis resulis.

{3} The summary must be sent by January 20 of each year for July 1 through December
31 of the prior vear.

{4) The surmmary must also be sent by July 20 of sach year for January 1 through June
30 of the current vear,



{b) When the emplover requesis a summary in response {0 an inspection, audit, or
review by a DOT agency, vou must provide it unless the employer had fewser than five
aggregate test resulls. In that case, you must send the employer a report indicating that not
anough {esting was conducted to warrant a sumimary. 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.

(¢} As a laboratory, you must transmit an aggregats statistical summary of the data listed
int Appendix C to this part 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 vear for January 1 through June 30 of the current year.

{65 FR 78526, Dec. 19, 2000, as amended af 73 FR 35571, June 25, 2008]
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§40.113 Where is other information concerning laboratories found in this reguiation?
You can find more information concerning laboratories in several sections of this part;

§40.3—Definition.

§40.13-Frohibition on making specimens avallable for other purposes,
§40.31—Conflicts of interest conceming collectors.

8§40, 47— aboratory rejections of test for improper form.
840.126—Conflicts of interest conceming MRUOs,

§40.175—Roie of first laboratory in split specimen tests,

§40.177—Role of second laboratory in split spaciman tests {drugs).
§40.179—Role of second laboratory in split specimen tests {adulterants).
§40.181—Rele of second laboratory in split specimen tests {substitution).
£840.183-40.185Transmission of split specimen test resuits o MRO,
§840.201-40.205—Role in correcting errors.

§40.329-Release of information to employees,

£40.331—Limits on release of information.

§40.355—Fole with respect to other service agents,
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Subpart G—Medical Review Officers and the Verification Process
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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} Credeniials. You must be a licensed physician {Doctor of Medicine or Osteopathy). If
you are a icensed physician inany ULS,, Canadian, or Mexican jurisdiction and mset the
other reguirements of this section, you are authorized {o perform MRCO services with respect
to all coversd employees, wherever they are located. For example, if you are licensed as an
M.D. in one state or provinee in the U.S., Canada, or Mexico, you are not limited to
performing MRO funclions in that state or province, and you may perform MRO functions for
employees in other states or provinces without bacoming licensed {o praclice medicine in the
other jurisdictions.

{b) Basic knowledge. You must be knowledgeable in the following areas:

{1} You must be knowledgeable about and have dlinical experience in controlied
substances abuse disorders, including detailed knowledge of alternative medical
expianations for laboratory confirmed drug test resuits.

{2} You must be knowledgeable about issues relating to adulterated and substituted
specimeans as well as the possible medical causes of spacimens having an invalid result,

{3} You must be knowiedgeable about this part, the DOT MRO Guidelines, and the DOT
agency regulations applicable to the employers for whom yvou svaluate drug test resulls, and
you must Keep current on any changes o these materials. You must subscribs to the
QDAPC list-serve al hifps/www. fransportation.gov/odape/get-odapc-email-updates. DOT
agency regulations, DOT MRO Guidelines, and other materials are available from ODAPC
{Department of Transportation, 1200 New Jersey Avenuse SE, Washington, DC 20590, 202-
366-3784), or on the QDAPRPC Web site (hlfp.Ywww.fransportation. gov/odape).

{c) Qualification training. You must receive qualification training mesting the
requirements of this paragraph {c}.

{1} Quakification training must provide instruction on the following subjscts:

{i} Collection procedures for urine specimens;

{ii} Chain of custody, reporting, and recordkeeping;

(ili) interpretation of drug and validity tests results;

(iv} The role and responsibilities of the MRO in the DOT drug testing program;

{v} The interaction with other participants in the program (e.g., DERs, 3APs); and

{vi) Provisions of this part and DOT agency rules applying to employers for whom you

review test results, including changes and updates o this part and DOT agency rules,
guidance, inlerpretations, and policies affecting the performance of MRO functions, as well



as issues that MROs confront in carrying out thelr duties under this part and DOT agency
rules.

(2} Faollowing vour completion of qualification training under paragraph {(c){(1) of this
section, you must satisfactorily complete an examination administered by a nationally-
recognized MRG certification board or subspecially board for medical practitioners in the field
of meadical review of DOT-mandated drug tests. The examination must comprehensively
cover all the elements of gualification fraining listed in paragraph (¢){1) of this section.

{3} You must meet the requirements of paragraphs (a), (b}, and (¢} of this section before
vou begin to perform MRO functions.

{d) Reguaiification training. Dunng sach five-year period from the dale on which you
satisfaciorily completed the examination under paragraph {c}{2) of this section, you must
complete requalification training.

{1} This requalification training must meet the requirements of the gualification training
under paragraph {c){1} of this section.

{2} Following your completion of requalification training, you must satisfactorily complete
an examination administered by a naticnally-recognized MRO certification board or
subspecialty board for medical practitioners in the field of medical review of DOT-mandated
drug tests. The examination must comprehensively cover all the elements of gualification
training lsted in paragraph {¢){(1) of this section,

{e) Dacurmentation. You must maintain documentation showing that you currently meet
all requirementis of this section. You must provide this documentation on requast to DOT
agency reprasentatives and o employers and C/THAs who are using or negotiating to use
YOUF services.

65 FR 79526, Dec. 18, 2000, as amended at 66 FR 41851, Aug. 8, 2001; 75 FR 48882, Aug. 16,
2010; 82 FR 52245, Nov. 13, 2017]
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§40.123 What are the MRO’s responsibilities in the DOT drug testing program?

As an MRO, you have the following basic responsibilities:

{a} Acting as an independent and impartial "gatekesper” and advocate for the accuracy
and integrity of the drug testing process.

() Providing a quality assurance review of the drug testing process for the specimens
under your purview. This includes, but is not imited to:

{1} Ensuring the review of the CCF on all specimen collections for the purposes of
determining whether there is a problem thal may cause a (est {0 be cancelied {ses §840.189-
40.203). As an MRQO, you are not required to review laboratory internal chain of custody



documentation. No one is permitied {o cancel a test because you have not reviewed this
documentation;

{2} Providing feadback to employers, collection siles and laboratories regarding
performance issues where necessary; and

{3} Reporting to and consulting with the ODAPC or a relevant DOT agency when vou
wish DOT assistance in resolving any program issue. As an smplover or service agent, you
are prahibited from limiting or attempting to limit the MRO's access fo DOT for this purpose
and from retalisting in any way against an MRO for discussing drug testing issuses with DOT.

{<} You must determine whether there is a legitimate medical explanation for confirmed
positive, adulterated, substituted, and invalid drug tests results from the laboratory.

{d) While vou provide medical review of employees’ test results, this part does not deem
that you have established a doctor-patient relationship with the employees whose tesls you
review.

(&) You must act to investigate and correct problems where possible and notify
appropriate parties {e.g., HHS, DOT, emplovers, service agents) where assistance is needed,
{e.g., cancelled or problematic tests, incorrect resulis).

{f) You must ensure the timely flow of {ast resulls and other information to employers,
(G} You must protect the confidentiality of the drug testing information.

{h} You must perform all your functions in compliance with this par and other DOT
agency regulations.

165 FR 798526, Dec. 19, 2000, as amended at 82 FR 52245, Nov. 13, 2017}
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§40.125 What relationship may an MRO have with a laboratory?

As an MRO, you may not enter into any refationship with an employer's laboratory that
creates a conflict of interest or the appearance of a conflict of interest with your
responsibilities to that employer. You may not derive any financial benefit by having an
employer use a specific laboratory. For examples of relationships between laboratories and
MROs that the Department views as creating a conflict of interest or the appearance of such
a conflict, see 840.101b).

% Back o Top
§40.127 What are the MRO's functions in reviewing negative test results?

Az the MRO, you must do the following with respect 1o negative drug test results you
receive from a laboratory, prior to verffying the result and releasing it {o the DER;



{a} Review Copy 2 of the CCF to determing if there are any fatal or comrectable errors
that may require you to initiate corrective action or {0 cancel the test (see §840.198 and
40.203).

(b} Review the negative laboratory test result and ensure that it is consistent with the
irformation contained on the CCF,

{c) Before you report a negative test result, 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
gmployes’s signalure,; and

(2} A legible copy {fax, photocapy, image) of Copy 1 of the CCF or the electronic
taboratory results report that conveys the negative laboratory test result.

{d) if the copy of the documentation provided to you by the collector or laboratory
appears unclear, you must request that the collector or laboratory send you a legible copy.

{g) On Copy 2 of the CCF, place a check mark in the "Negative” box {Step 8), provide
your name, and sign, initial, or stamp and date the verification statement.

{f) Report {he result in g confidential manner {see 8§40.163-40.167).

{g) Staff under your direct, personal supervision may perform the administrative
functions of this section for you, but only you can cancel a test. If you cancel a laboratory-
confirmad negative resull, check the "Test Cancelled” box {Step 8) on Copy 2 of the CCF,
make appropriate annotation in the "Remarks” line, provide your name, and sign, inifial or
stamp and date the verificalion statement.

{1} On specimen resulls that are reviewsd by vour staff, you are responsible for assuring
the quality of their work.

{2) You are required to personally review at least § percent of all CCFs reviewed by vour
staff on a guarterly basis, including all results that required a corrective action. However, you
need not review more than 500 negative resulls in any guarier.

{3} Your review must, as a minimum, include the CCF, negative laboratory test result,
any accompanying corrective documents, and the report sent to the employer. You must
corect any emors that you discover. You must take aclion as necessary (o ensure
compliance by your staff with this part and document your correclive action. You must atiest
to the quality assurance review by initialing the CCFs that you revisw,

(4} You must make these CCFs easlly identifiable and retrievabie by you for review by
DOT agencies.

[65 FR 78526, Dec. 18, 2000, as amendead at 86 FR 41851, Aug. ¢, 2001]
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{40,188 What are the MROMs functions in reviewing lsboratory confirmed none
negative drug test results®?

(@} As the MRQ, you must do the ollowing with respect to confirmed positiva,
aduliersted, substituted, or invalld drug tests you raceive from 2 aboratory, before yvou verify
the resull and release i o the DER:

{1} Raeview Copy 2 of the CCF o deferming if there are any faial or correctable arors
that may reguire you to cancs! the fest {zes §840.188 and 40.203). Staff undar your direct,
parsonal suparvision may conduct this administrative review for you, but only you may verify
oFr cancel & test,

{2} Review Copy 1 of the COF and snsure that s consistent with the information
centained an Copy 2, that the test resull i3 legible, and that the certifying scientist signed the
form. You are not required o review any other documentation generated by the laboratory
during thew analysis or handling of the spachnen {a.q., the aboratory internal chain of
custody).

{3} i the copy of the documeniation provided to you by the coliactor or laboraiory
appears unclear, you must reguest that the collector or laboratory send you a legible copy.

{4} Exeept in the circumsiances spelled out in 840133 |, conduct a verification interview.
Thiz interview must include divect contact in parson or by telephone batwsan you and the
empioves. You may initiate the verification process based on the asborstory resulls report,

{5} Verify the lest resull, consistent with the reguivements of §§40.138 through 40,145,
40,188, and 40,160, as:

{iy Negative; or
{ily Cancsllad; or
(i Posifive, andfor refusal o {est becauss of adulteration or substitution.

(b} Before you reporl @ verified negative, positive, test cancelled, refusal 1 test bacause
of adulteration or substitution, you must have in your possession the following documents:

{1} Copy £ of the COF, & legible copy of i, or any other OOF copy containing the
ampioyea’s sighature; and

{2} Alegible copy (Tax, pholocopy, image} of Copy 1 of the CCF, contalning the certifying
soientist’s signature,

{¢} With respedd to verified positive test results, plage a checkmark in the "Positive” box
in Step 8§ on Copy 2 of the CCF, indicate the drug{symelabolifels) verified positive, and sign
and dats the verification statament,

(e} } you cancel a laboratory confirmed positive, adulterated, substifuted, or invalid drug
fast rancet chack tha “fast cannellad” hny (Stan &) on e P of the O0OF make annranriats
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annotation in the "Remarks” line, sign, provide your name, and date the verification
statement,

(e} Report the result in a confidential manner (see §840.163-40.187).

{f} With respect to adulteration or substitution test resulls, check the "refusal to test
hecause:” box (Step 8} on Copy 2 of the CCF, check the "Adulterated” or “Substituted” box,
as appropriate, make appropriate annolation in the "Remarks” line, sign and date the
verification statement.

{g) As the MRO, your actions concerming reporting confirmed positive, adulterated, or
substituted results to the employer before you have completed 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 reguirements of §40.21 , you
may report to the DER that you have received an employee's {aboralory confirmed positive,
adulterated, or substiluted test result, consistent with the terms of the walver the employer
received. You must not provide any further details about the test result (¢.¢., the name of the
drug involved).

(2} If the employer does not have a siand-down policy that meels the requirements of
§40.21, you must not inform the employer that vou have received an employee's laboratory
confirmed positive, adulterated, or substituted test result until yvou verify the test result, For
example, as an MRO employed directly by a company, you must net tell anyone on the
company’s staff or management that you have received an employee's laboratory confirmed
test result.

{65 FR 79528, Dec. 19, 2000, as amended at 86 FR 41952, Aug. 9, 2001; 73 FR 35971, June 25,
2008; 75 FR 59107, Sept. 27, 2010}
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§40.131 How does the MRO or DER notify an employee of the verification process
after receiving laboratory confirmed non-negative drug test results?

{a} When, as the MRO, vou receive a confirmed positive, adulterated, substiiuted, or
invalid test result from the faboratory, you musi contact the employse directly (i.e., actually
talk to the emplovee), on a confidential basis, to determine whather the emplovee wanis to
discuss the test resull. In making this contact, you must explain {o the employee thal, if he or
she declines to discuss the result, you will verify the test as positive or as a refusal {o test
because of adulteration or substitution, as applicable.

{b} As the MRQ, staff under your personal supervision may conduct this initial contact for
YOLL

{1} This stalf contact must be limited to scheduling the discussion between you and the
employees and explaining the consequences of the employee’s dedlining to speak with you
{i.e., that the MRO will verify the test without input from the employee). If the emplovee



declines o speak with you, the staff person must document the emploves's decision,
including the date and time.

{2} A staff person must not gather any medical information or information concerning
possible explanations for the test result.

{3} A staff person may advise an employee 1o have medical information (2.4.,
prescriptions, information forming 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 smployee, face-to-face or on the
phone, your staff must not inquire If the employee wishes fo speak with you.

(c) As the MRO, you or your staff must make reasonable efforts fo reach the employes
al the day and evening telephone numbers listed on the CCF. Reasonable efforts include, as
a minimum, three attempts, spaced reasonably over a 24-hour pariod, to reach the employee
at the day and evening telephone numbers listed on the CCF. If you or your staff cannot
reach the employee directly after making these sfforts, vou or your staff must take the
following steps:

{1) Document the efforts you made {o contact the employee, including dates and times.
if both phone numbers are incorrect {(e.g., disconnected, wrong number}, vou may fake 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.
{1} You must simply direct the DER to inform the employse to contact vou,

(it} You must not inform the DER that the employes has a confirmed positive,
adulteraied, subsiituled, or invalid test resuilt.

(i) You must document the dates and times of your atlempts lo contact the DER, and
you must document the name of the DER you confacted and the date and time of the

contact.

{d) As the DER, vou must attempt to contact the employee immediately, using
procedures that protect, as much as possible, the confidentiality of the MRC's request that
the employee contact the MRO. If you successiully contact the employes {i.e., actually {alk to
the empioyes}, vou must documsnt the date and lime 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 consequences 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 elss working for the employer that you are
sesking {o coniact the emploves on behalf of the MRO.

{2} If, as the DER, you have made all reasonable efforts to contact the employee but
tfatled to do s0, you may place the employes on temporary medically unguslified status or



medical leave. Reasonabie efforts include, as a minimum, three altempts, spaced reasonably
over a 24-hour period, {o 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 sfforts.

{ii) If, as the DER, you are unable to contact the employee within this 24-hour pericd,
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 fime of this aftemptad

contact.

[65 FR 79526, Dec. 18, 2000, as amended at 66 FR 419562, Aug. B, 2001, 68 FR 31626, May 28,
2003, 89 FR 84867, Nov. 9, 2004]
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840.133 Withowt interviewing the employes, under what circumstances may the MRO
verify a test result as positive, or as a refusal to tesi because of adulteration or
substitution, or as cancelied 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 (o {est because of adulteration or substitution,
only after interviewing the smployes as provided in §8§40.135-40.145 . Howsver, there are
three circumstances in which you may verify such a result without an interview:

(1) You may verify a test resull as a positive or refusal to test, as applicable, if the
emploves expressly dedlines the opportunity to discuss the test with you. You must maintain
complete documentation of this oceurrence, including notation of informing, or atiempting to
inform, the employee of the consequences of not exercising the oplion to speak with the you.

{2} You may verify a test rasull as a positive or refusal {o test, as applicable, if the DER
has successfully made and documented a contact with the employee and instructed the
employee to contact you and more than 72 hours have passed since the time the DER
contacied the emploves,

{3} You may verify 5 test result as a positive or refusal to test, as applicable, if neither
vou nor the DER, after making and documenting all reasonable efforts, has been able {o
contact the employee within ten days of the date on which the MRO receives the confirmed

test result from the laboratory.

{b} As the MRO, you may verify an invalid test result as cancalled {with instructions to
recoliect immediately under direct observation) without interviewing the emploves, as
provided at §40.159:

{1} If the employee expressly declines the opportunity to discuss the test with you:

{2) i the DER has successiully made and documented a contact with the emplovee and
instructed the employee to contact you and more than 72 hours have passed since the time
the NER ronftacied the emnloves: or



B i R e e e I I T R A A T S

{3} if neither you nor the DER, after making and documenting all reasonable efforts, has
heen able o contact the employee within ten days of the date on which you received the
confirmed invalid test result from the laboratory,

{c} As the MRO, after you verify a test resuit as a positive or as a refusal to test under
this section, you must document the date and fime and reason, following the instructions in
§40.163. For a cancelled test due to an invalid result under this section, you must follow the
instructions in §40.158{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 employes {o present information to vou within 60 days
of the verification o document that serious iliness, injury, or other circumstances unavoidably
precluded contact with the MRO and/or BER in the times provided. On the basis of such
information, you may reopen the verification, allowing the emplovee to present information
concerning whether there is a legiimate medical explanation of the confirmed test result.

{65 FR 795626, Dec. 19, 2000, as amended at 73 FR 355671, June 25, 2008]
{ Back to Top

§40.135 What does the MRQ tell the employee at the beginning of the verification
interview?

{a} As the MRO, you must tell the employee that the laboratory has determinsd that the
employee’s test result was positive, adulierated, substituted, or invalid, as applicable. You
must aiso 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 intendew process to the employee and inform the
employee that your dacision will be based on information the employee provides in the
interview.

{c} You must explain that, if further medical evaluation is needed for the verification
process, the employee must comply with youwr request for this evaluation and that failure o
do 80 is eguivalent of expressly dedlining fo discuss the test resull.

() As the MRO, you must warn an employvee who has a confirmed positive, adulterated,
substifuted or invalid test that you are required to provide to third parties drug test resuit
information and medical information affecting the performance of safety-sensitive dufies that
the employee gives you in the verification process without the emplovee'’s consent (see
§40.327).

{1} You must give this warning to the employee before oblaining any medical information
as part of the verification process.

(2} For purposes of this paragraph (d), medical information includes information on
medications or other substances affecting the performance of safely-sensitive duties that the
employea reports using or medical conditions the employee reporis 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 §40.283(g}}, DOT, ancther Federal safely agency {e.g., the NTSB}, or any state
safety agency as required by stale law.

{e) You must also advise the employes that, before informing any third party about any
medication the emplovee is using pursuant {0 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 o have the prascribing physician confact you to
determine if the medicalion can be changed {o one that does not make the employes
medically ungualified or does nol pose a significant safety risk. H, in your reascnable medical
judgment, a medical qualification issue or a significant safely risk remains after you
communicate with the employee’s prescribing physician or after § business days, whichever
is shorter, vou must follow §40.327. f, a5 the MRQ, you receive information that eliminates
the medical qualification issue or significant safety risk, you must transmit this information {o
any third party to whom you praviously 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)
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§40.137 On what basis does the MRO verify test resulls involving marijuana, cocaine,
amphetamines, semi-synthetic oplolds, or PCP?

{a} As the MRO, you must verify a confirmed positive test result for marijuana, cocaine,
amphetamines, semi-synthelic opicids {i.e., hydrocadons, hydromorphong, oxycodons, and
oxymorphone}, and/or PCP unless the employee presents a legitimate medical explanation
for the presence of the drug(symetabolite(s} in his or her system. In determining whether an
gmployee’s legally valid prescription consistent with the Controlied Substances Act for a
substance in these categories constitutes a legitimals medical explanation, you must not
question whether the prescribing physician should have prescribed the substance,

{b) You must offer the employee an opporiunity to present a legitimate medical
explanation in all cases.

{c} The employee has the burden of proof that a legitimals medical explanation exists.
The employee must present information meeting this burden at the time of the verification
interview. As the MRO, you have discretion to exiend the time available to the emplovee for
this purpose for up to five days before verifying the test result, if yvou determine that there is &
reasonable basis {o believe that the employee will be able o produce relevant evidence
concerning a legitimaie medical explanation within that time.

(d) If you delermine that there is a legitimate medical explanation, you must verify the
test result as negative. Otherwise, you must verify the test result as positive.

(e} In determining whether a legitimate medical explanation exists, you may consider the
employee's use of a medication from a foreign country. You must exercise your professional



udgment consistently with the following principles:

{1} There can be a legitimate medical explanation only with respect fo a substance that
is obtained legally in a foreign country.

{2} There can be a legitimate madical explanation only with respect {6 & substance that
has a legitimate medical use. Use of a drug of abuse (s.g., heroin, PCP, marijuana) or any
ather substance {see §40.151{f) and (g}) that cannot be viewed as having a legitimate
medical use can never be the basis for a legitimale 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 explanation only if it
I8 used consistently with its proper and intended medical purpose.

{4} BEven if you find that there is a legitimate medical explanation under this paragraph
{e} and verify a test negative, you may have a responsibility to raise fithess-for-duty
considerations with the employer (see §40.327).

[65 FR 79528, Dec, 19, 2000, as amended at 82 FR 52245, Nov. 13, 2017]
4+ Back fo Top

§40.138 On what basis does the MRO verify test resuits involving 8-acetylmorphine,
codeine, and morphine?

As the MROQ, you must proceed as follows whean vou receive a laboratory confirmed
positive oplate resull:

{a) if the laboratory confirms the presence of 8-acetylmorphine {6-AM) in the specimen,
you must verify the test result positive.

{h) In the absence of 6-AM, if the Iaboratory confirms the presence of either morphine or
codeine at 15,000 ng/mL or above, you must verify the test resulf positive uniess the
employee presents a legitimale medical explanation for the presence of the drug or drug
metabolite in his or her system, as in the case of other drugs (ses §40.137). Consumption of
food products {(8.9., poppy seeds) must not be considered a legitimate medical explanation
for the emplovee having morphine or codeine at thase concentrations.

{c} For all other codeing and morphine positive results, you must verify a confirmed
positive test result only if vou determine that there is clinical evidencs, in addition to the urine
test, of unauthorized use of any opium, opiate, or opium derivative {i.&., morphine, cadeine,
or heroin).

(1) As an MRO, itis your responsiblility to use your best professional and sthical
judgement and discretion to determine whether there is clinical evidence of unauthorized use
of opiates. Examples of information that you may consider in making this judgement include,
but ars not limited fo, the following:

i Reeant naadis tracks:
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{ii} Behavioral and psychological signs of acute opiate intoxication or withdrawal;

(i} Clinical history of unauthorized use recent enough o have produced the laboratory
test resuit;

{iv) Use of a medication from a foreign country. See §40.137{g) for guidance on how to
make this determination.

{2} In order to establish the clinical evidence referenced in paragraphs (1)) and (i) of
this section, personal observation of the emplovse is essential.

{i} Therefore, you, as the MR, must conduct, or cause another physician to conduct, a
face-to-face examination of the employee.

{fi} No face-to-face examination is needed in establishing the clinical evidence
referenced in paragraph ({1 or (iv) of this section.

{3} To be the basis of a verified positive resull for codeine or morphine, the olinical
evidence you find must concermn a drug that the iaboratory found in the specimen. (For
axample, if the test confirmed the presence of codeine, and the employes admits fo
unauthorized use of hydrocodane, you must not verify the test positive for codeine. The
admission must be for the substance thal was found through the actual drug fest.)

{4} As the MRO, you have the burden of astablishing that there is dinical evidence of
unauthorized use of oplates referenced in this paragraph {¢). if you cannot make this
determination {e.g., there is not sufficient clinical evidence or history), you must verify the test
as negative. The emplovea does not need to show you that a lsgifimate medical explanation
axists if no clinical evidences is established.

[77 FR 28473, May 4, 2012, as amended at 82 FR 52245, Nov. 13, 2017]
£ Back to Top
§40.141 How does the MRO obiain information for the verification decision?

As the MRO, you must do the following as you make the determinations needed for a
verification decision:

{a} You must conduct a medical interview. You must review the employse's medical
history and any other relevant biomedical factors presented {o vou by the employes. You
may direct the employee to undergo further medical evaluation by you or another physician.

{b} If the emplovee asserts that the presence of a drug or drug metabolite in his or her
spacimen results from taking prescription medication {(i.e., a legally valid prescription
consistent with the Controlled Substances Act), you must review and take all reasonable and
necessary steps o verify the authenticlty of all medical records the emplovee provides. You
may contact the employee’s physician or other relevant medical personnei for further

information. You may requast an HHS-cerlified laboratory with validated protocols {zee
S840 Bl{e in eoneliet testing for N sterenisomers of amnhetaming and mathamnhetamine
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or testing for {elrahvdrocannabivarin {THC- V) when verifying iab results, as you determine
NeCassary,

85 FR 78528, Daec. 18, 2000, as amended at 82 FR 52245, Nov, 13, 20177
£ Backto Top

§40.143 [Reserved]
2 Backio Top

§40.145  On what basis does the MRO verify test resulls iwvelving adulleration or
subsiitution?

{a} As an MRQ, when you receive g laboratory report that & specimen is adulterated or
substituted, you must freat that report in the same way you reat the laboratory's report of a
confirmed positive for a drug or drug metabolits.

{&) You must follow the same procadures used for verification of a confirmed positive test
for & drug or drug melabolite (see §EA0 12840135, 40141, 80181, excapt as otherwise
provided in this section,

{0} In the verification interview, you must explain the iaboratory findings o the emploves
and address tschnical questions or issues the empioyes may raiss.

{cd} You must offer the emploves the opportunity i present a legitimate medics!
explanation for the faboratory findings with respect to prasencs of the adulterant in, or the
craatining and spacific gravity findings for, the speciman,

{8} The employes has the burden of proof that there s 8 legilimatls medical explanation.

{1} To meet this burden in the case of an adullerated specimen, the emploves must
gemaonstrate that the adulterant found by the aboratory entered the specimen through
physiological means,

{2} To meet this burden in the case of @ substituted specimen, the employes must
demonsirale that he or she dig produce or could have produced urine through phvsidlogical
means, meeting the creatining concantration criterion of less than 2 mg/dl and the spacific
gravily oriteria of less than or equal to 10010 or greater than or aqual to 1.0200 {(see
R40.83{bn.

{3} The empioyves must present information meesting this burden af the fime of the
varification inferview. As the MRGO, you have discretion 1o extend the time avaliabla to the
amployes for this purpose for up to e days before verifving the specimen, f vou determing
thal there v @ reasonable basis o believe that the emploves will be abls o produce relevant
gvidence supporling a legitimate madical explanation within that lime,

{1} As the MRO or the amployer, you are nol reaponsible for amranging, condusting, or
payving for any studiss, examinations or analyses o determine whether a legitimate medicat



explanation exisis.

{g) As the MRO, you must exercise your best professional judgment in deciding whether
the emplovee has established a legitimate medical explanation,

{1} If you determine that the emploves’s explanation does not present a reasonable
basis for concluding that there may be a legitimate medical explanation, you must report the
test fo the DER as a verified refusal to test because of adulteration or substitution, as
applicable.

{2} If you believe that the employee’s explanation may present a reasonable basis for
concluding thatl there is a legitimate medical explanation, you must dirsct the employee to
gbtain, within the five-day period set forth in paragraph (e}(3} of this section, a further medical
evaluation. This evaluation must be performed by a licensed physician (the “referral
physician”}, acceptable to you, with expertize in the medical issues raised by the employes's
explanation. (The MRO may perform this evaluation if the MRO has appropriate expertise )

{i} As the MRO or employer, you are not responsible for finding or paying a referral
physician. However, on reguest of the empioyee, you must provide reasonable assistance fo
the employee’s efiorts to find such a physician. The final choice of the referral physician is
the employee's, as long as the physician is acceptable to you.

{ii} As the MRO, you must consult with the referral physician, providing guidance o him
or her concerming his or her responsibilities under this section. As part of this consuitation,

you must provide the Tollowing information to the referral physician:

{A} That the emplovee was required {o take a DOT drug test, but the laboratory reported
that the specimen was adullerated or substituted, which is treated as a refusal io test:

{B) The consequences of the appropriate DOT agency regulation for refusing to take the
required drug test;

{C) That the referral physician must agree {o 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 employes and consider any
evidence the employee presenis concering the employee's medical explanation. You may
conduct additional tests {o determine whether there is a legitimate medical explanation. Any
additional urine tests must be performed in an HHS-certified laboratory.

{4) As the referral physician, you must then make a writfen recommendation to the MRO
about whether the MRO should determing that there is 3 legitimate medical explanation. As
the MRO, you must seriously consider and assess the referral physician's recommendation
in deciding whether there is a legitimate medical explanation.



{5} As the MRQO, if you determine that there is a legitimale medical explanation, vou must
cancel the test and inform ODAPC in writing of the determination and the basis for it {a.g.,
referral physician’s findings, evidence proaducead by the employes)}.

(6} As the MRQ, if yvou determine that there is not a legitimate medical explanation, you
must report the test fo the DER as a verified refusal to test because of aduiteration or
substitution.

{h} The following are examples of types of evidence an employee could present to
support an assertion of a legitimate medical explanation for a substifuted resuit.

{1} Medically valid svidence demonsirating that the employes is capable of
physiologically producing wrine meeting the creatinine and specific gravity criteria of
§40.93(b).

{i) To be regarded as medically valid, the evidence must have been gathered using
appropriate methodology and controls to ensure its accuracy and reliability.

{ii} Assertion by the employee that his or her personal characleristics {e.g., with respect
to race, gender, weight, diet, working conditions) are responsible for the substituted result
does not, in itself, constitute a legitimate medical explanation. To make a case that there is a
legitimate medical explanation, the employee must present evidence showing that the cited
personal characteristics actually result in the physiclogical production of urine meeting the
creatinine and specific gravily criteria of §40.83(b).

{2} Information from a medical evaluation under paragraph {g) of this section that the
individual has a medical condition that has been demonstrated {0 cause the emplovee t©
physiologically produce urine meeting the creatinine and specific gravity criteria of §40.93(h).

{i} A finding or diagnosis by the physician that an employee has a medical condifion, in
itself, doas not constitule a legitimate medical explanation,

{ity To establish thers is a legitimate medical explanation, the employee must
demonsirate that the cited medical condition actuaily results in the physiological production of
urine meeting the creatinine and specific gravity criteria of 840.93(b}.

[65 FR 765626, Dec. 18, 2000, as amended at 68 FR 31626, May 28, 2003; 69 FR 64867, Nov. 8,
2004]
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§40.147 [Reserved]
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§48.148 May the MRO change a verified drug tost result?

{a) As the MRO, you may change a verified tesi result only in the following situations:



{1} When you have reopened a verification that was done without an interview with an
employee {see §40.133{d}).

{2} If vou receive information, not available to you at the time of the original verification,
demonstrating that the laboratory made an error in identifving (e.g., a paperwork mistake) or
testing {e.¢., a false positive or negative) the employee's primary or split specimen. For
example, suppose the faboratory originally reported a positive test result for Employee X and
a negative resull for Employee Y. You verified the test resulis as reported to you. Then the
faboratory notifies you that it mixed up the two lest results, and X was really negative and Y
was really positive. You would change X's test resull from positive to negative and contact Y
to conduct a verification inferview.

{3} Hf, within 80 days of the original verification decision-—

{1} You receive informalion that could not reasonably have been provided to you at the
time of the decision demonstrating that there is a legitimate medical explanation for the

presence of drug{s¥metabolites) in the employeg’s specimen; or

(i) You receive credible new or additional evidence that a legitimate medical explanation
for an adulterated or substituied result exists,

Example fo paragraph (83(3); I the employee's physiclan providas you a valid preseription that he or she
falled to find at the lime of thes original verification, you may change the test resuit from positive to negative if
you conclude that the prescription provides a jegitimate medical explanation for the drug(sy metabolite(s) in
the employves’s specimen.

{4} If you receive the information in paragraph {(a)(3) of this section after the 80-day
period, you must consult with ODAPC prior fo changing the result.

{5) When you have made an administrative error and reported an incorrect resuit.

(b} If you change the result, you must immediately notify the DER in writing, as provided
in §840.183-40.165.

{) You are the only person permifted to change a verified test result, such as a verified
positive test result or a determination that an individual has refused (o test because of
adulteratior or substifution. This is because, as the MRQ, you have the sole authority under
this part to make medical determinations leading to a verified test (e.g., a determination that
there was or was not a legitimate medical explanation for a laboratory test result). For
exampie, an arbitrator is not permitied (o overturn the medical judgment of the MRO that the
eimployes failed {0 present a legitimate medical explanation for a positive, adulterated, or
substituted test result of his or her specimen.

[65 FR 785826, Dec. 18, 2000, as amended at 66 FR 41952, Aug. 8, 2001; 73 FR 38371, June 25,
2008]
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§40.151 What are MROs prohibited from doing as part of the verification process?



Ag an MRO, you are prohibited from doing the Tollowing as part of the verification
process:

{8} You muslt not consider any evidence from tests of urine samples or other body fluids
or lissues {g.¢., blood or halr samples) that are not collected or tested in accordance with this
part. For example, if an emplovee telis vou he went to his own physician, provided a urine
specimen, sent it to a laboratory, and received a negative test resulf or a DNA test resuit
questioning the identity of his DOT specimen, you are required {o ignore this test result.

(b} it is not your function 10 make decisions about factual disputes betwesn 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 collecior leff the area or left open
urine containers where other people could access them).

{c}) It is not your funclion 1o defermine whether the employer shouid have directed that a
test ocour, For example, if an employee telis vou that the emplover misidentifiad her as the
subject of a random test, or directed her (o take a reasonable suspicion or post-accident test
without proper grounds under a DOT agency drug or alcohol regulation, vou must inform the
employee that you cannot play a role in deciding thess issues.

(d) It is not your function to consider explanations of confirmed positive, adulterated, or
substiluied test resuits that would not, even if true, constitute a legitimate medical
explanation. For sxample, an employee may tall you that someone slipped amphetamines
info her drink at a party, that she unknowingly ingested a marfjuana brownis, or that she
traveled in a closed car with several people smoking crack. MROs are uniikely to be able to
verify the facts of such passive or unknowing ingestion stories. Even if true, such stories do
not present a legitimate medical explanation. Conseguently, vou must not declare & test as
nagative based on an explanation of this kind.

{e) You must not verify a test negative based on information that a physician
recommended thal the emplovee use a drug listed in Schedule | of the Controlled
Substances Act, {s.g., under a slale law that purports to authorize such recommendations,
such as the "meadical marijuana” laws that some states have adopisd).

{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 a8 a basis
for verifying a cocaine test result as negative. Consuming or using such a product is not a
jegitimaie medical explanation.

{3} You must not accept an assertion that there is a legitimate medical explanation for
the presence of PCP, 6-AM, MDMA, MDA, or MDEA in a spacimen.

{h} You must not accept, as a legitimate medical explanation for an adulterated
spacimen, an assertion that scap, bleach, or glutaraldehyde entered a specimen through
physiclogical means. There are no physiclogical means through which these substances can

anier a specimen.



{1} You must notf accept, as a legitimate medical explanation for a substituled specimen,
an assertion that an employee can produce urine with no detectable creatinine. There are no
physiological means through which a person can produce a urine specimen having this
characteristic.

(65 FR 79526, Dec. 19, 2000, as amended at 66 FR 41052, Aug. 8, 2001; 75 FR 49863, Aug. 18,
20101
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§40.153 How does the MRO notify emplovees of their right to a tost of the spiit
specimen?

{a) As the MRO, when you have verified a drug test as positive for a drug or drug
metabolite, or as a refusal 10 test because of adulteration or substitution, you must notify the
smployee of his or her right to have the split specimen tested. You must also notify the
smplovee of the procedures for reguesting a test of the split specimen.

{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 musti tell the employes how {o contact you to make this request. You must
provide felephoneg numbers or cther information that will allow the emplovee to make this
reguest. As the MRO, you must have the ability to recelve the emplovee's calls at all times
during the 72 hour period {¢.g.. by use of an answering machine with a "ime stamp” feature
whan there is no one in your office {o answer the phone),

{d} You must tell the employee that if he or she makes this request within 72 hours, the
employer must ensure thatl 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 employes that additional tests of the specimen e.g., DNA {ests) are
not authorized.

¥ Back {o Top
§40.155 What does the MRO do when a negative or positive fest resuit is also dilute?

{a} When the laboratory reporis that a specimen is dilute, you must, as the MRO, report
o tha DER that the specimen, in addition to being negative or positive, is dilute.

(b} You must check the “dilute” box (Step 8) on Copy Z of the CCF.

{c} When you report a dilute specimen to the DER, you must explain to the DER the
employer’s obligations and choices under §40.197, {o include the requirement for an
immeadiate reccllection under direct observation if the creatinine concentration of a negative-
dilute specimen was greater than or equal to Zmg/dL but less than or equal to Smg/dL.



{d} if the employee's recolfection under direct observation, in paragraph {¢} of this
section, results in another negative-dilute, as the MRO, you must:

{1} Review the CCF o ensure that there is documentation that the recollection was
directly aheerved.

{2} f the CCF documentation shows that the recoliection was directly observed as
required, report this result o the DER as a negative-dilute result.

{3} if CCF documentation indicates thal the recollection was not directly observed as
required, do not report & result but again sxplain (o the DER that there must be an immediate

recoiiection under direct ohservation.

G5 FR 76ha6, Dec. 18, 2000, as amended &t 56 FR 41952, Aug. 9, 2001; 68 FR 31628, May 28,
2C03; 80 FR 64867, Nov. §, 2004, 73 FR 35871, June 25, 2008}
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§40.157 [Reserved]

% Back to Top

§40.158 What does the MRO do when a drug test result is invalid?

(a) As the MRQ, when the laboratory reports that the test result is an invalid result, you
must do the Tollowing:

(1) Discuss the laboratory results with a certifying scientist to determine if the primary
speciman should be tesied at ancther HHS certified laboratory. If the laboratory did not
contact you as required by §§40.91(¢e) and 40 .96(c), you must contact the laboratory.

{2} If you and the laboratory have determined that no further testing is necessary,
contact the employee and inform the employee that the specimen was invalid. In contacting
the employee, use the procedures set forth in §40.131.

{3} After explaining the limits of disclosure (see §§40.135(d) and 40.327), vou must
determine if the employee has a medical explanation for the invalid result. You must inquire
about the medications the employese may have taken.

{4) If the employee gives an explanation that is acceptable, you must:

{i} Place a check mark in the "Test Cancelled” box {Step 8) on Copy 2 of the CCF and
enter “Invalid Result” and "direct observation collection not required” on the "Remarks” iine.

(i} Report to the DER that the test is cancelled, the reason for cancellation, and that no
further action is required unless a negative test resull is required {{ &., pre-employment,
return-to-duty, or follow-up tests).

{iii} if a negative test resull is required and the medical explanation concerns a situation

i ik the amiabnuvan hae o sarmanoant ar lans tarm maninal samditinm that seach wse Rim A
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her from providing a valid specimen, as the MRO, vou must follow the procedures outlined at
§40.160 for determining if there is clinical evidence that the individual Is an illicit drug user,

(5} i the emplovee is unable to provide an explanation and/or a valid prescription for a
medication that interfered with the immunoassay test but denies having adulterated the
specimen, you must:

{i} Place a check mark in the "Test Cancelled” box {Step 8) on Copy 2 of the CCF and
enter “Invalid Result” and “direct observation collection reguired” on the "Remarks” line.

{ily Raport to the DER that the test is cancelled, the reason for cancellation, and that a
sacond collection must take place immediately under direct observation.

(iif} Instruct the employer to ensure thal the emplovee has the minimum possible
advance notice that he or she must go to the collsction site,

{6} When the test resull is invalid because pH is greater than or equal to 8.0 but less
than or equal to 9.5 and the employee has no other medical explanation 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 likely {0 have
existed between the time of collection and transportation of the spscimen to the laboratory,
and the length of lime between the specimen collection and arrival at the laboratory.

(i) You may talk with the collection site and laboratory o discuss time and temperature
issues, including any pertinent information regarding specimen storage.

(iii} i you determine that time and temperature account for the pH value, you must
cancel the lest and take no further action, as provided at paragraph (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 direct another coilection under direct observation, 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 i,
or any other copy of the CCF containing the employee’s signature,

{c} If the emploves admits io having adulierated or substituted the specimen, yvou must,
on the same day, write and sign your own statement of what the employee fold you. You
must then report a refusal to test in accordance with §40.163 .

(d} If the employee admils to using a drug, you must, on the same day, write and sign
your own statemeant of what the smplovee {old vou. You must then report that admission {o
the DER for appropriste action under DOT Agency regulations. This test will be reported as
cancelled with the reason noted.



(e} If the emplovee’s reccllection {required af paragraph {a)(5} of this section) resuits in
anocther 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 documentiation that the recollection was
directly observed.

{2} If the CCF review indicates that the recollection was directly observed as required,
document that the employee had ancther specimen with an invalid result for the same
reason.

{3} Foliow the recording and reporting procadures at (a}{4){i} and (i} of this section.

{4} I a negative result is required {i.e., pre-employment, return-to-duty, or follow-up
tests), follow the procedures at §40.160 for determining if there is clinical evidence that the
individual is an illicit drug user,

{5) If the recollection was not directly observed as required, do nol report a result but
again explain to the DER that there must be an immediate recoliection under direct
ohsarvation.

{fy if the employee’s recollection {required at paragraph (a}(5) of this section) resulis in
another invalid result for a different reason than that reporied for the first specimen, as the
MRO, you must

{1) Review the CCF {o ensure that there is documentation that the recollection was
directly observed.

{2) If the CCF review indicates that the recollection was directly observed as reguired,
document that the employee had ancther specimen with an invalid result for & different
reason.

{3} As the MRO, you should not contact the employee to discuss the result, but rather
direct the DER to conduct an immaediate recollection under direct observation without prior

notification 1o the emploves,

(4} If the CCF documentation indicates that the recoliection was not directly observed as
required, do not report a resuit bul again explain to the DER that there must be an immediate
recollection under direct observation.

{g} If, as the MRO, vou receive 3 laboratory invalid result in conjunction with a positive,
adulterated, and/or substituted resuit and you verify any of those results as being a positive
and/or refusal o test, you do not report the invalid result unless the split specimen fails to
reconfinm the result{s} of the primary specimen.

{65 FR 78528, Dec. 15, 2000, as amended at 73 FR 35872, June 25, 2008, 75 FR 48883, Aug. 16,
20107
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§40.180 What does the MRO do when a valid test result cannot be producad and a
negative result is required?

{a} if 3 valid test result cannot be produced and a negative result is required, {under
R40.158 (a) b} and {e}{4)), as the MR, you must determine if there is clinical evidenca
that the individual is currently an illicit drug user. You must make this determination by
personally conducting, or causing to be conducted, a medical evaluation. In addition, if
appropriate, you may also consult with the employee’s physician to gather information you
need to reach this determination.

{b} If you do not perscnally conduct the medical evaluation, as the MRQ, vou must
ensura thal one is conducted by a licensed physician acceptable to you.

{¢) For purpases of this section, the MRO or the physician conduciing the evaluation
may conduct an allernative test {e.g., blood) as part of the medically appropriate procedures
in determining clinical evidence of drug use.

{d} If the medical evaluation reveals no clinical evidence of drug use, as the MRO, you
must report this {o the employer as a negative test resull with written notations regarding the
medical examination. The report must also state why the medical examination was reguired
{i.e., either the basis for the determination that a permanent or long-term medical condition
axists or because the recollsction under direct observation resulted in another invalid resulf
for the same reason, as appropriate} and for the defermination that no signs and symptoms
of drug use exist.

{1} Check “Negative” (Step 8) on the CCF.

(2} Sign and date the CCF,

(e) if the medicai evaluation reveals clinical evidence of drug use, as the MRC, you must
report the resull {0 the employer as a cancelled test with written notations regarding the
resulis of the medical 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 receollection under direct observation resulted in
another invalid result for the same reason, as appropriate) and siate the reason for the
determination that signs and symptoms of drug use exist. Because this is a canceiled test, i
does not serve the purpose of an actual negative test result {i.e., the emplover is not
authorized to allow the employees to begin or resume performing safety-sensitive functions,
because a negative test result is needed for that purposel.

[73 FR 35872, June 28, 2008]
L Backio Top
§40.181 What does the MRO do when a drug test specimen is rejected for testing?

As the MRO, when the laboratory reports that the specimen is rejected for testing (e.g,,
because of a fatal or uncorrected flaw), you must do the following:



{a} Place a check mark in the “Test Cancelled” box (Step 8) on Copy 2 of the CCF and
gntar the reason on the “Ramarks” line.

{b} Report to the DER that the test is cancelled and the reason for canceliation, and that
no further action is reguired unless a negative test is required {e.g., in the case of a pre-
empioyment, return-to-duty, or follow-up test).

{c} You may only report a test cancelled because of a rejected for testing test result
when you are in possession of a legible copy of Copy 1 of the CCF. In addition, vou must
have Copy 2 of the CCF, a legible copy of it, or any other copy of the CCF eontaining the
emplovee's signature,
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§40.162 What must MROs do with multiple verified results for the same testing
event?

{a) If the testing event is one in which there was one specimen coliection with multiple
verified non-negative results, as the MRQO, vou must report 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 adulteraied, as the MRO, you should report
the positives and the refusal (o the DER.

{b} If the tesling event was one in which two separate spacimen collections (e6.g., a
specimen out of temperature range and the subsequent observed collection) were seni to the
laboratory, as the MRO, you must;

{1} I both specimens were verified negative, report the resull as negative.

{2) If either of the specimens was verifisd negative and the other was verified as one or
more non-negative{s}, report the non-negative resuli(s) only. For example, if you verified one
spacimen as negative and the other as g refusal to test because the second specimen was
substituted, as the MRO vou should report only the refusal {o the DER.

(i} if the first specimen is reporied as negative, but the result of the second specimean
has not been raported by the laboratory, as the MRO, you should hold—not report—the
result of the first specimen until the resulf of the second specimen is received.

(i} If the first specimen is reported as non-negative, as the MRO, you should report the
result immediatsly and not wait {0 receive the result of the second specimen.

{3} If both specimens were verified non-negative, report all of the non-negative resulis.
For exarnple, if you verified one specimen as positive and the other as a refusal o test
because the specimen was aduiterated, as the MRO, you shouid report the positive and the
refusal resulls to the DER.

{c) As an exception {o paragraphs (a) and (b) of this section, as the MR, vou must
follow procedures at §40.158(g) when any verified non-negative result is aiso invalid,



73 FR 35872, June 25, 2008, as amended gt 82 FR 52245, Nov. 13, 2017}
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§48.163 How does the MRO report drug test results?
{a) As the MRQ, it is your responsibility to report all drug test resulis to the emplover.

(b} You may use a signed or stamped and dated legible photocopy of Copy 2 of the CCF
to report lest resulls.

{c} If you do not report test results using Copy 2 of the CCF for this purpose, vou must
provide a written report (e.g.. a letter) for sach test resull. This report must, 25 a minimum,

include the following information:
{1} Full name, as indicated on the CCF, of the emplovee lested;
(2} Specimen ID number from the CCF and the donor S8N or emplovee 1D number;
{3) Reason for the test, if Indicated on the CCF {e.g., random, post-accident);
{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 resull was verified by the MRO;

{7} For verified positive tests, the drug{symetabolite(s) for which the {est was positive;
{8} For cancellad tests, the reason for cancedlation; and

{9} For refusals to test, the reason for the refusal determination {e.q., In the case of an
adulterated test resuif, the name of the adulierant).

{d) As an exception o the reporting requirements of paragraph (b) and (¢} of this section,
the MRO may report negative resulls using an electronic data file.

{1} ¥ vou report negatives using an electronic data file, the report must contain, as a
minimum, the information specified in paragraph {¢) of this section, as applicable for negative
testi resulis.

{2} in addition, the reportmust contain 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 releasead.

{#} You must retain a signed or stamped and dated copy of Copy 2 of the CCF in vour
records. I you do not use Copy 2 for reporting results, you must maintain 2 copy of the
signed or stamped and dated letter in addition to the signed or stamped and dated Copy 2. I



you use the electronic data file o report negatives, you must maintain a retrievable copy of
that report in a format suitable for inspection and auditing by a DOT representative.

{f} You must not use Copy 1 of the CCF {o report drug test results,

{g} You must not provide guantitative values to the DER or C/TPA for drug or validity test
results. However, you must provide the test information in your possession to a 3AP who
consults with you (ses §40.293(g)).

{h} You must maintain reports and records refated {0 negatives and cancelled rasults for
one year, you must maintain reports and records related {0 positives and refusals for five
years, unless otherwise specified by applicable DOT agency regulations.

66 FR 471952, Aug. 8, 2001, as amended at 75 FR 48883, Aug. 16, 2010, 75 FR 58107, Sept. 27,
2010; 76 FR 68578, Sept. 27, 2011]
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§40.165 To whom does the MRO transmit reporis of drug test resulis?

{a) As the MRO, you must report all drug test resuits {0 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, acling as an
infermediary as provided in §40.345 |, you must report the results through the designated
CITRA,

4+ Back to Top
§40.167 How are MRO reports of drug results transmitted fo the employer?

As the MRO or G/TRPA who transmils drug test results to the emplover, you must comply
with the following requirements:

{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 result or the
next business day all verified positive test results, resulls requiring an immaediate collection
under direct observation, adulterated or substifuted specimen results, and other refusals {o
test.

{1) Direct telephons contact with the DER is the preferred maethod of immediate
reporting. Follow up vour phone call with appropriate documentation (see §40.163).

{2) You are responsible for identifying yvoursell {0 the DER, and the DER must have a
means o confirm vour ideniification.

{3} The MRO's report that you transmit to the employer must contain all of the
information required by §40.183 .



{c} You must transmit the MRO's repori(s) of verified tesis to the DER so 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 writien report {see §40.163(b) and {c}).

{2} Negative resulis reported electronically (i.e., computer data file} do not require an
image of Copy 2 or the wrilten report,

{d} In transmitting {est results, you or the C/TPA and the emplover must ensure the
security of the transmission and limit access to any transmission, storage, or retrieval

systems.

(e} MRO reporls are not subject {o modification or change by anyone other than the
MRO, as provided in §40.148(c).

66 FR 79526, Dec. 18, 2000, as amended ai 66 FR 41853, Aug. 8, 2001]
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§40.168 Where is other information concerning the role of MROs and the verification
process found in this regulation?

You can find more information concerning the role of MROs in several seclions of this
oark
§a40. 3—Definition,
§840.47-40.43—Correction of form and kit errors.
§40.67—Roie in direct observation and other atypicai test situgtions.
§40.83Laboratory handling of fatal and correctable fiaws,
§40.87—Labhoratory handling of test resulls and quantitative values.
840 .99—puthorization of longer faboratory retantion of spacimens.
§44.101—Relationship with laboratories; avoidance of conflicts of interest.
840.171—Request for test of spilt specimen,
&40, 187 —Action concerning split specimen test results,
§40.193—Role in "shy bladder” situalions.
£40.195—Role in cancelling tests.
§540.199-40,.203—Documenting errors in {esls.
§40.327—Confidentiality and releass of information.
8§40.347—Transfer of records.
§401.353—Relationships with service agents.

{65 FR 78528, Dec. 18, 2000, as amended at 82 FR 52245, Nov. 13, 2017]
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Subpart H—S8plit Specimen Tests
& Backto Top

8§40.171 How does an employes request a test of a split specimen?

{8) As an employee, when the MRO has notified you that you have a verifisd positive
drug test and/or refusal to test because of adulteration or substitution, vou have 72 hours
from the time of notification to request a test of the split specimen. The request may be
verbal or in wriling. if you make this request to the MRO within 72 hours, you trigger the
requirements of this section for a test of the spiit specimen. There is no split specimen testing
for an invalid resuit.

(b} 1} If, as an emploves, vou have not reguesied a test of the split specimen within 72
hours, you may present [o the MRO information documenting that serious injury, lliness, lack
of actual notice of the verified {est result, inability to contact the MRQO (e.g., there was no one
in the MRO's office and the answering machine was not working), or other circumstances
unavoidably prevented you from making a timely request,

{2} As the MRO, if you conciude from the employeg’s information that there was a
legitimate reason for the employes's failure to confact you within 72 hours, you must direct
that the test of the spiit specimen take place, just as you would when there is a timely
reqguest.

{c} When the employee makes a timely request for a test of the split specimen under
paragraphs {a) and {b) of this section, you must, as the MR, immediately provide written
notice o the laboratory that tested the primary specimen, directing the laboratory o forward
the split specimen ¢ a sscond HHS-cerlified laboratory. You must also document the date
and time of the employee's request.

165 FR 78528, Dec. 18, 2000, as amended at 73 FR 35872, June 25, 2008]
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§40.173 Who is responsible for paying for the test of a spiit specimen?

{a} As the employer, vou are responsible for making sure {e.g., by esiablishing
appropriate accounts with laboratories for testing split specimens) that the MRQO, first
iaboratory, and second laboratory perform the functions noted in §840.175-40.185 in a timely
manner, once the employee has made a limely reguest for a tes! of the split specimen.

{b) As the employer, you must not condition your compliance with these reguirements on
the employee's direct paymaent to the MRO or laboratory or the employee’s agreement to
reimburse you for the costs of testing. For example, # you ask the employee to pay for some
or ali of the cost of testing the split specimen, and the emplovee is unwilling or unable fo do



80, you must ensure thal the test akes place in a timely manner, even though this means
that you pay for it

(o} As the emplover, you may seek payment or reimbursement of all or part of the cost of
the split specimen from the employee {e.g., through your writlen 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 smployer ensures that the testing is conducted as required and the
resulis released appropriately.

L Back to Top
§40.175 What steps does the first laboratory take with a split specimen?

{a} As the laboratory at which the primary and split specimen first arrive, you must check
10 see whether the split specimen is available for testing.

{b}) if the split specimen is unavailable or appears insufficient, you must then do the
following:

{1) Continue the tesling process for the primary specimen as you would normally. Report
the results for the primary specimen without providing the MRO information regarding the
unavailable split specimen.

(£} Upaon receiving a letter from the MRO instructing you to forward the split specimen to
another laboratory for testing, report to the MRO that the spiit specimen is unavailable for
testing. Provide as much information as you can about the cause of the unavailability.

{c) As the laboratory that tested the primary specimen, vou are not authorized to open
the split specimen under any circumstances {except when the split specimen is redesignated
as provided in §40.83).

{d} When vou receve written notice from the MRO instructing vou to send the split
specimen ¢ ancther HHS-osriified laboratory, you must forward the following items to the
second laboratory:

{1} The spht specimen in its original specimen botlle, with the seal intact;
{2} A copy of the MRO's wriiten request; and

{3} A copy of Copy 1 of the CCF, which identifies the drug(s)¥metabolite(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
emplovee. nadvertent disciosure does not, howeaver, cause a fatal flaw.

{f} This subpart does not prescribe who gets to decide which HHS-certified laboratory is
used 1o test the spht specimen. Thal decision is left to the parties involved.

& Back to Top



840177 What does the second laboratory do with the split specimen when it is tested
to reconfirm the presence of a drug or drug metabolite?

{8} As the laboratory testing the split specimen, you must test the split specimen for the
drug{s ¥drug metabolite{s) detected in the primary specimen.

{b} You must conduct this test without regard to the cutoff concentrations of §40.87.

(o} If the test fails to reconfinm the presence of the drug(sydrug metabolite(s) that were
reported posilive in the primary specimen, you must conduct validity tests in an attempt to
determine the reason for being unable 1o reconfirm the presence of the drug{s)meiabolite(s].
You should conduct the same validity tests as you would conduct on a primary specimen set
forth in §40.21,

(d} In addition, if the test Tails {o reconfirm the presence of the drug(s) drug metabolite(s)
reported in the primary specimen, you may send the specimen or an aliquot of it for testing at
ancther HHS-cerlified laboratory that has the capability to conduct ancther reconfirmalion
test.

65 FR 76528, Dec. 19, 2000, as amanded at 73 FR 35872, June 25, 2008]
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§40.179 What does the second laboratory do with the split specimen when it is tested
{o reconfinm an adulterated test result?

{a) As the laborstory testing the spli specimen, you must test the split specimen for the
adufterant detected in the primary specimen, using the confirmatory test for the adulterant
and using criteria in §40.95 and confirmatory cutoff levels required by the HHS Mandaiory

Guidelings.

(b} in addition, if the test fails o reconfirm the adulterant resull reported in the primary
specimen, you may send the specimen or an aliquot of it for testing at ancther HHS-certified
faboratory that has the capability to conduct ancother reconfirmation test,

[73 FR 35873, June 25, 2008
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§40.181 What does the second laboratory do with the split specimen when it is tested
{o reconfirm a substituted test result?

As the laboratory testing the split specimen, vou must test the splif specimen using the
confirmalory tests for creatinine and specific gravity, and using the confirmatory criteria set
forth in §40.93(b).

73 FR 35973, June 25, 2008]
£ Back o Top



§40.183 What information do laboratories report to MROs regarding split specimen
results?

{a} As the laburalory responsible for lesting the split specimen, you must report spift
specimen test resulis by checking the "Reconfirmed” box and/or the “Failed to Raconfirm”

box (Step Bib)} on Copy 1 of the CCF, as appropriate, and by providing clarifying remarks
using current HHS Mandatory Guidelines requirements.

{b} As the laboratory certifving scientist, enter vour name, sign, and date the CCF,
(65 FR 79526, Dec. 18, 2000, as amended at 73 FR 38972 June 25, 2008]
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§40.185 Through what methods and to whom must 3 laboratory report split specimen
results?

{a) As the Izboralory lesling 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 resull (o the MRO immediately, preferably on the
same day or next business day as the result is signed and released.

% Back to Top
§40.187 What does the MRO do with spiit specimen laboratory results?

As the MRQ, the split specimen laboratory results vou receive will fall into five
categories. You must take the following action, as appropriate, when a laboratory reports split
specimen resulls to you.

{a} Category 1. The laboratory reconfirmed one or more of the primary specimen resuits.
As the MRO, you must report to the DER and the employee the resuli{s) that was/were
reconfirmed.

{1} In the case of a reconfirmed positive test{s) for drug(s) or drug metabolite(s), the
positive is the final resull.

{2} In the case of a reconfirmed adulterated or substituted resulf, the refusal 1o test is the
final resuit.

{3) In the case of a combination positive and refusal to test results, the final result is both
positive and refusal to test.



{b) Category 2. The laboratory failed o reconfirm all of the primary specimen resuits
hecause, as appropriate, drug{sydrug metaboliie(s) were not detecied; adulieration criteria
were not met; and/or substitution criteria were not met. As the MRO, you must report {o the
DER and the employee that the test must be cancelled.

{1} As the MRQ, you must inform QDAPC of the failure o reconfirm using the format in
Appendix D to this part.

{2} In a case whers the spiit failed to reconfirm because the substitution criteria were not
met and the split specimen creatinine concentiration was equal to or greater than 2mg/dL but
less than or equal to Smg/dL, as the MRO, you must, in addition o step (b)(1) of this
paragraph, direct the DER to ensure the immediate coliection of another specimen from the
employes under direct observalion, with no notice given {o the employee of this collection
requirement untll immediately before the collection.

{3} in a case where the splil 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 notice given {o the employee of this collection
requirement until immediaiely before the coffection.

{c} Category 3: The laboratory failed to reconfirm all of the primary specimen resulls, and
also reporied that the split specimen was invalid, adulterated, andfor substituted.

{1} In the case where the Iaboratory failed to reconfirm ali of the primary specimen
resuits and the split was reported as mvalid, as the MRO, you must:

{i} Report (¢ the DER and the employee that the test must be cancelled and the reason
for the cancellation.

(i} Direct the DER to ensure the immediate collection of another specimen from the
employee under direct observation, with no notice given to the employee of this collection
requirement until immediately before the collection,

{iit} Inform QDAPC of the failure to reconfirm using the format in Appendix D to this part.

{2} In the case where ihe laboratory failed to reconfirm any of the primary specimen
resuits, and the split was reporied as adulterated and/or substituled, as the MRO, you must:

{i} Contact the employee and inform the employee that the laboratory has determined
that his or her split specimen is adulterated andfor substituled, as aporopriate.

(i} Follow the procedures of 340,145 to determine if there is a legitimate medical
axplanation for the laboratory finding of adulteration andfor substitution, as appropriate.

{itf} If you determine that there is a legitimate medical explanation for the adullerated
andfor substituted test resull, report {0 the DER and the employee that the test must be
cancelled; and inform QDAPC of the failure to reconfirm using the format in Appendix D to
this part.



{iv) If vou determine that there is not 8 iegitimate medical explanation for the adulterated
andfor substituled test result, vou must fake the following steps:

(A} Report the test to the DER and the smployes as g verified refusal to test, Inform the
employee that he or she has 72 hours o request a test of the primary specimen {0 determing
if the adulferant Tound in the split specimen is also present in the primary specimen and/or to
determine if the primary specimen meels appropriate substitution criteria,

{B) Except when the request is for a test of the primary specimen and is being made 1o
the laboratory that tested the pnmary specimen, follow the procedures of §§40.153, 40.171,
40173, 40179, 40,181, and 40.185, as appropriate.

(C} As the laboratory that lests the primary specimen to reconfirm the presence of the
adulterant found in the split specimen and/or o determine that the primary specimen meels
appropriate substitution criteria, report your result 1o the MRO on a pholocopy {faxed, malled,
scanned, courierad) of Copy 1 of the CCF,

{0} if the test of the primary specimen reconfirms the adulteration and/or substitution
finding of the splif specimen, as the MRO you must report the result as a refusal {o test as
provided in paragraph {a)}2) of this saction.

(£} If the test of the primary specimen fails 1o reconfirm the adulteration and/or
substitution finding of the split spacimen, as the MRO you must cancel the test, following
procedures in paragraph (b) of this section.

{d) Category 4: The laboratory failed to reconfirm one or more but not all of the primary
specimen resulls, and also reported that the split specimen was invalid, adulterated, andfor
substituted. As the MRO, in the case where the laboratory reconfirmed one or mare of the
primary specimen result{s}, you must follow proecedures in paragraph (a) of this section and:

{1} Report that the split was also reported as being invalid, adulterated, and/or
subslituled {as appropriaie).

{2} Inform the DER to take action only on the reconfirmed resuli(s).

{e) Category 5: The splif specimen was not available for testing or there was no split
iaboratory available 10 test the specimen, As the MRO, vou must;

{1} Report to the DER and the emplovee that the test must be cancelled and the reason
for the canceliation;

{2} Direct the DER to ensure the immediate recoliection of another specimen from the
emplovee under direct observation, with no notice given to the employee of this collection
requirement until immediately befors the collection; and

{3} Notify DDAPC of the Tailure to reconfirm using the format in appendix D 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 andfor the
“Failed to Reconfirm” box, or the “Test Cancelled” box, as appropriate.

{2}, Enter your name, sign, and dale.

{3} Send a legibile copy of Copy 2 of the COF (or a signed and daled lelter, see §40.183)
to the employer and keep a copy for your racords. Transmit the document as provided in

R40.167.
[73 FR 35873, dune 25, 2008, as amended at 75 FR 58108, Sept. 27, 2010]
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§40.183 Where is other information concerning split specimens found in this
regulation?

You can find more information concerning splif specimens in several sections of this
part,
£440. 3—Definition.
§40.65—Quantity of split specimen.
§40.67Directly observed test when split speciman iz unavailable.
§840.71-40 73—Collection process for split specimens.
§40.83—1 sboratory accessioning of split specimens.
§40.88—Laboratory retention of split specimens.
§40.153—MRO notice to emploveeas on tests of spiit specimen.
§§40.193 and 40.201—MRO actions on insufficient or unavallable split specimens.

APpPENDIX I 10 PART 40-—REPORT FORMAT FOR SPLIT SPECIMEN FAILLRE TO RECONFIRM,

65 FR 79828, Dec. 18, 2000, as amended at 82 FR 52245, Nov. 13, 2017}
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Subpart IProblems in Drug Tests
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§40.191 What is a refusal to take a DOT drug test, and what are the conseguences?
{a} As an emplovees, you have refused {o take a drug test if you:

{1} Fail to appear for any test {except a pre-employment {est) within a reasonable time,
as determined by the employer, consistent with applicable DOT agency regulations, after
beaing directad to do so by the employer. This includes the failure of an employee {including
an ownar-operator) o appear for & test when called by a C/TPA (ses §40.61(a));



{2) Fail to remain al the lesting site uniif the testing process is complets; Provided, That
an employee who leaves the testing site before the testing process commences (see §40.63
(c)) for a pre-employmaent test is not deemed 10 have refused o test;

{3} Fail to provide a urine specimen for any drug test required by this part or DOT
agency regulations; Provided, That an employee who does not provide a urine spacimen
because he or she has left the testing site before the testing process commences {see
840.83 {c)) for a pre-employment test is not desmed {o have refused o test;

{4} In the case of a directly observed or monitored collection in a drug {est, fail to permit
the observalion or monitoring of your provision of a specimen (ses §840.67(1) and 40.89(g});

{8} Fail to provide a sufficient amount of urine when directed, and it has been
determined, through a required medical evaluation, that there was no adequate medical
explanation for the fallure (see §40.193(d}2));

(6} Fail or decling o lake an additional drug est the emplover or collector has directed
you to take {see, for instance, §40.187(b));

{7} Fail to undergo a medical examination or evaluation, as directed by the MRO as part
of the verification process, or as directed by the DER under §40.193(d). In the case of a pre-
employment drug test, the employes is deemed {0 have refused to test on this basis only if
the pre-employment lest is conducted following a contingent offer of employment, If there
was no contingent offer of employment, the MRO will cancel the test; or

{8} Fail to cooperate with any part of the {esling process {8.g., refuse to empty pockels
when direcled by the collector, behave in a confrontational way that disrupts the collection
process, fail o wash hands after being directed o do so by the collector).

{9) For an observed collection, fail to follow the observer's instructions (o raise vour
clothing above the waist, lower clothing and underpants, and to turn around to permit the
observer (o determine if you have any type of prosthetic or other device that could be used to
interfers with the collection process.

{10} Pessess or wear a prosthelic or other device that could be used to interfere with the
collection process.

{11) Admit to the coliector or MRO that vou adulterated or substituted the specimen.

(b} As an employee, if the MRG reports that you have a verified adulierated or
substituted test result, you have refused to take a drug test

{c} As an smployes, it you refuse {0 take g drug test, vou incur the consequences
specified under DOT agency regulations for a violation of those DOT agency regulations.

{d) As a ocollector or an MRO, when an employes refuses o participate in the part of the
testing process in which you are involvad, 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 employee’s name on Copy 2 of the CCF}, immediately notify the
DR by any means {e.g., telephone or secure fax machine) that ensures that tha refusal
notification is immediately received. As a referral physician (e.g., physician evaluating a "shy
bladder” condition or a claim of a legitimate medical explanation in a validity testing situation),
you must notify the MRO, who in turn will notify the DER.

{1} As the collector, you must note the refusal in the "Remarks” line (Step 2), and sign
and date the CCR.

{2} As the MRO, you must note the refusal by checking the "Refusal to Test” box in Step
& on Copy 2 of the CCF, checking whether the specimen was adulterated or substituled and,
if adulterated, noting the adulterant/reason. I there was another reason for the refusal, check
“Other” in Step 6 on Copy 2 of the CCF, and note the reason next o the “Other” box and on
the “Remarks” lines, as neaded. You must then sign and date the CCF.

{&) As an employee, when you refuse 1o take a non-DOT test or to sign a non-DOT form,
you have not refused to take a DOT test. There are no consequences under DOT agency
regulations for refusing to take a non-DOT fest.

f65 IR 78528, Dec. 18, 2000, as amended al 868 FR 41853, Aug. 8, 2001; 68 FR 31626, May 28,
2003, 71 FR 48384, Aug. 23, 2006; 73 FR 35974, June 25, 2008; 75 FR 53108, Sept. 27, 2010]
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§40.183 What happens when an employse does not provide a sufficient amount of
urine for a drug test?

{a} This section prescribes procadures for situations in which an employee does not
provide a sufficient amount of urine to permit a drug test ({2, 45 mb of urine).

{b} As the collgctor, you must do the following:

{1) Discard the insufficient spacimen, except where the insufficient specimen was out of
temperature range or showed evidence of adulteration or tampering {see §40.65(b} and {c)).

{2} Urge the employee to drink up to 40 ounces of fluid, distributed reasonably through a
pericd of up to three hours, or until the individual has provided a sufficient urine specimen,
whichever ocours first. It is not a refusal {o test if the emploves declines to drink, Document
on the Remarks line of the CCF (Biep 2), and inform the employee of, the time at which the
three-hour period beging and ends.

{3} If the emplovee refuses o make the attempt 1o provide a new urine specimen or
leaves the collection site before the collection process is complete, you must discontinue the
collection, note the fact on the "Remarks” line of the CCF (Step 2}, and immediately notify the
DER. This is a refusal to test.

{4} If the employee has not provided a sufficient specimen within three hours of the first
unsuccessful attempt to provide the specimen, you must discontinue the collection, note the
fart nn the "Ramarks” line of the OOF {Stan 2 and immadiately notify the DIFER Yo moast
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also discard any qpammpn the emplovee previously provided to include any specimen that is

“out of temperature range” or shows signs of tampering. In the remarks section of the CCF
that vou will distribute to the MRO and DER, note the fact that the employee provided an “out
of temperature range specimen’ or "specimen that shows signs of tampering” and that it was
discarded because the employee did not provide a second sufficient specimen.

{5} Send Copy 2 of the CCF {o the MRO and Copy 4 o 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, when the collecior informs you that the employee has not provided &
sufficient amount of urine (see paragraph (b}{4) of this seclion), you must, after consulting
with the MRO, direct the employee o oblain, within five days, an evaluation from a licensad
physician, acceptable to the MRO, who has expertise in the medical issues raised by the
employee’s fallure to provide a sufficlent specimen. (The MRO may perform this evaluation if
the MRO has appropriate expertise.)

{1} As the MRO, if another physician will perform the evaluation, you must provide the
ather 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 urine to compiste the test;

(i} The consequences of the appropriate DOT agency regulation for refusing o take the
required drug test;

{iil} That the referral physician must agree to follow the requirements of paragraphs (d)
through {g} of this section.

{2) [Reserved]

{d} As the referral physician condugting this evaluation, you must recommend that the
MRO make one of the following deternminations:

{1} A medical condition has, or with a high degree of probability could have, preciuded
the employee from providing a sufficient amount of urine. As the MRO, if you accept this
recormmendation, you must:

{i} Check “Test Cancelled” (Step 8) on the CCF, and
(i) 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 probability could have, preciuded the employee from providing a sufficient
amount of urine. As the MRO, if you accept this recommendation, vou 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 "Reimarks” lines, as needed.

{ilY Bign and rate tha OOF
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{e} For purposes of this paragraph, a medical condition includes an ascerlainable
physiological condition (.g., a urinary system dysfunction) or a medically documented pre-
gxisting psycholegical disorder, but does not include unsupported assertions of “situational
anxiety” or dehydration.

{f) As the referral physician making the evaluation, after completing your evaluation, vou
must provide a written statement of your recommendations and the basis for them to the
MRQ. You must not include in this slatement detailed information on the employee’'s medical
condition beyond what is necessary o explain your conclusion,

{g) 1, as the referral physician making this evaluation in the case of a pre-employment
test, you determine that the employee’s medical condition is a serious and permanent or
long-term disability that is highly likely to prevent the employse from providing a sufficient
amount of urine for a very long or indefinite period of time, you must set forth vour
determination and the reasons for it in your written statement to the MRO. As the MRO, upon
receiving such a report, yvou must follow the requirements of §40.195, where applicable,

(h) As the MRO, you must seriously consider and assess the referral physician's
recommendations in making your determinatlion about whether the employes has a medical
condition that has, or with a high degree of probability could have, preciuded the employes
from providing a sufficient amount of urine. You must report your determination to the DER in
wriling as soon as you malke it

{i) As the employer, when you receive a report from the MRO indicating thal a test is
cancelled as provided in paragraph {d}{1) of this section, you take no further action with
respect o the employee. The employee remains in the random testing pool.

[65 FR 78526, Dec. 16, 2000, as amended at 66 FR 41953, Aug, &, 2001, 75 FR 59108, Sept, 27,
2010; B2 FR 52248, Nov. 13, 2017]
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§40.195 What happens when an individua! is unable to provide a sufficient amount of
urine for a pre-employment fellow-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
preciudes him or her from providing a sufficlent specimen for a pre-employment follow-up or
refurn-to-duty test and the condition involves a permanent or long-term disabiiity. 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 conducting, or causing o be
conducted, a medical evaluation and through consultation with the employese’s physician
andfor the physician who conducted the evaluation under §40.183(d).

{2} i you do not personally conduct the medical evaluation, you must ensure that one is
conducted by a licensed physician acceptable to vou.



(3} For purposes of this section, the MRO or the physician conducting the evaluation
may conduct an alternative lest {e.q., blood) as part of the medically appropriate procedures
in determining dinical evidence of drug use,

(b} if the medical evaluation reveals no clinical evidence of drug uss, as the MR, you
must report the resull to the employer as a negative test with written notations regarding
results of both the evaluation conducted under §40.193{d} and any further medical
examination. This report must state the basis for the determination that a permanent or long-
term medical condition exists, making provision of a sufficient urine specimen iimpoessible,
and for the determination that no signs and symptoms of drug use exist.

{1} Check “Negative” (iep 6) on the CCF.
{2} SBign and date the CCF.

{c} if the medical evaluation reveals clinical evidence of drug use, as the MRO, you must
report the resull fo the employer as & cancelled test with writlen notations regarding results of
both the evaluation conducted under §40.133(d} and any further medical examination. This
repori must stale that a permanent or long-term medical condition exists, making provision of
a sufficient urine specimen impossible, and state the reason for the determination that signs
and symptoms of drug use exist. Because this is a cancelled test, it doses not serve the
purposes of a negative test {L.e., the employer is not authorized o allow the emiployes (o
begin or resume performing safety-sensitive functions, because a negative test is needed for
that purpose).

{d} For purposes of this section, permanenti or long-term medical conditions are those
physiclogical, anatomic, or psychological abnormaliies documented as being present prior o
the attemnpted collection, and considered not amenable to correction or cure for an extendead
period of time, if ever.

{1} Examples would include destruction (any cause) of the glomerular filtration system
leading to renal failure; unrepaired traumatic disruption of the urinary tract; or a severe
psychiatric disorder focused on genio-urinary maliers.

{2} Acute or temporary medical conditions, such as cystilis, urethritis or prostatitis,
though they might interfere with collection for g limited period of time, cannot receive the
same exceplional consideration as the permanent or long-term conditions discussed in
paragraph {d){1} of this ssection,

65 FR 78526, Dec. 18, 2000, as amendad at 66 FR 41853, Aug. 9, 2001}
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£40.197 What happens when an employer receives a report of a dilute specimen?

{a) As the employer, if the MRO informs you that a positive drug test was dilute, you
simply treat the test as a verified positive test. You must not direct the employee 1o take
another test based on the fact that the specimen was dilute.



{b} As an employer, If the MRO informs you that a negative test was dilute, take the
following action:

{1} if the MRO direcis you o conduct a recoilection under direct observation (le,,
because the creatinine concentration of the specimen was sgual to or greater than 2mg/dL,
but less than or egual to 5 mg/dL {see §40.165(c)), vou must do so immediately.

{2} Otherwise (i.e., if the creatinine concentration of the dilule specimen is greater than 5
mg/dl), you may, but are not reguired (o, direct the employee 10 take another fest
immediately.

(i} Such recollections must not be collected under direct abservation, unless there is
ancther basis for use of direct observation (see §40.67 (b} and {c}).

{ii} You must treal all employees the same for this purpose. For example, you must not
retest some employees and not others. You may, however, establish different policies for
different types of tesis {e.g., conduct retests in pre-employment situations, but not in random
test sifuations). You must inform your emplovees in advance of your dacisions on these

matiers.

{c} The following provisions apply to all tesis you direct an emplovee 1o take under
naragraph {b) of this section:

(1) You must ensure that the employee 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 tast you directed the emplovee o take under
paragraph (b) of this section—and not a prior test—as the test result of record, on which vou
rely for purposes of this part;

(3} It the result of the test you directed the emplovee to take under paragraph (b){1) of
this section is also negative and dilute, vou are not permitied to make the emplovee take an
additional test because the result was dilule.

{4) If the resulf of the test you directed the employee to take under paragraph {(b)2) of
this section is aiso negative and dilute, you are not permitted to make the employee take an
additional test because the result was dilute. Provided, however, that if the MRO directs you
o conduct a recollection under direct observation under paragraph (b}{1) of this section, you
must immediately do so.

{5) If the employee declines {o take a test you direcled him or her to take under
paragraph {b} of this section, the smploves has refused the st for purposes of this part and
DOT agency regulations,

[58 FR 31826, May 28, 2003, as amended at 63 FR 84867, Nov. 8, 2004; 73 FR 35974, June 25,
2008]
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§40.199 What problems always cause a drug test to be cancelled?

{a} As the MRO, when the laboralory discovers a “fatal flaw” during its processing of
incoming specimens (see §40.83}, the iaboratory will report {o you that the specimen has
been “Rejected for Tasting” (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 speciman has been collected, there is no specimen submitied with
the CCF,

{3} There is no printed collector's name and no collector's signature;
{4} Two separate collections are performed using one CCF;
{8) The specimen D numbers on the specimen bottle and the CCF do not maich;

{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 urine in the
primary specimen botlle for analysis and the specimens cannot be re-designated (see
§40.83(h)).

{c} You must report the resul as provided in §40.161,
165 FR 79526, Dec. 18, 2000, as amended at 82 FR 52245, Nov. 13, 2017]
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§40.201 What problems always cause a drug test {o be cancelled and may resultin a
reguirement for another collection?

As the MRQ, you must cancel a drug test when a laboratory reports that any of the
following problems have occurred. You must inform the DER that the fest was cancelled. You
must also direct the DER to ensure that an additional collection occurs immediately, if
required by the applicable procedures specified in paragraphs (a) through (e} of this section.

(&) The laboratory reports an “Invalid Resull.” You must follow applicable procedures in
§40.159 {recoliection under direc! observation may be required).

(b} The iaboratory reports the result as "Rejected for Testing.” You must follow applicable
procedures in §40.181 {a recolleciion may be required).

{c) The laboratory reports that the split specimen failed to reconfirm all of the primary
spacimen results because the drug{s)/drug metabolite(s) were not detected; adulieration
criteria were not met; and/or substitution criteria were not met. You must follow the applicable



procedures in §40.187{b}—no recollection is required in this case, unless the split specimen
creatinine concentration for a substituted primary specimen was greater than or squal fo
2mao/dl but less than or equal to Smg/ dL, or the primary specimen had an invalid result
which was not reported to the DER. Both these cases require recollection under direct
ohservation.

{d} The laboratory repaoris that the split specimen failed to reconfirm all of the primary
specimen resulls, and that the spiit specimen was invalid. You must follow the procedures in
{40187 (c}{1)}—recollection under direct ocbservation is required in this case.

{e) The lahboratory reporis that the split specimen failed to reconfirm all of the primary
specimen results because the sphit specimen was not available for testing or there was no
spiit laboratory available to test the specimen. You must follow the applicable procedures in
§40.187{e}—recollection under direct observation is reguired in this case.

{f) The examining physician has determined that there is an acceptable medical
expianation of the employee's failure 1o provide a sufficient amount of urine. You must follow
applicable proceduraes in §40.183(d}{1} (no recollection is required in this case).

65 FR 78526, Dec. 19, 2000, as amended al 73 FR 35874, June 25, 2008]
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§40.203 What problems cause a drug test to be cancelled unliess they are corrected?

{8) As the MRO, when a laboratory discovers a “correctable flaw” during its processing
of incoming specimens {(see §40.83}, the laboratory will altempt to correct it if the laboratory
is unsuccessful in this attempt, it will report to vou that the specimen has been “Rejected for
Testing” {with the reason slated).

{b} The following is a “corractable flaw” that laboratories must atternpt to correct: The
collector's signature is emitled on the certification siatement on the CCF.

{c} As the MRO, when you discover a "correctable flaw” during vour review of the CCF,
you must cancel the test unless the flaw is correctad.

{d} The following are correctable flaws that you must altempt {o correct:

{1} The employee’s signature is omitted from the certification statement, uniess the
employee’s failure or refusal to sign is noted on the “Remarks” line of the CCF.

{2} The cerifying scientist’s signature is omilled on Copy 1 of the CCF for a positive,
adulierated, substituted, or invalid {ast resuit.

{3} The collactor uses a non-Federatl form or an expirad CCF for the test. This flaw may
be corrected through the procedure set forth in §40.205(b)2), provided that the coliection
festing process has been conducted in accordance with the procedures in this part in an
HHS-certified laboratory.



(65 FR 79526, Do, 18, 2000, a5 amended 8t 86 FR 41854, Aug. 8, 2001, 75 FR 88108, Sept. 27,
2040, 76 FR BRETE, Gept. 27, 2011, 82 FR 52248, Nov, 13, 2017}
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§40.205 How are drug test problems corrected?

(&) As a collector, you have the responsibility of trying to successfully complete a
coliection procsdure for sach employes.

{1} if, during or shortly after the collection process, you become aware of any event thal
prevents the completion of a valid test or collection {e.g., a procedural or paperwork error},
you must iry to correct the problem promptly, if doing so is practicable. You may conduct
another collection as part of this effort.

{2} If another collection is necessary, you must begin the new collection gprocedurs as
soon as possible, using a new CCF and a new collection kit.

(b} if, as a collector, laboratory, MRO, employer, or other person implementing these
drug testing regulations, you become aware of a problem that can be corrected (see
§40.203}, but which has not aiready been corrected under paragraph (a) of this section, you
must take all practicable action {o correct the problem so that the test is not cancelied.

(1} If the problem resulted from the omission of required information, you must, as the
nerson responsible for providing that information, supply in writing the missing information
and a statement that it is true and accurate. For example, suppose you are a collector, and
yvou forgot to make a notation on the "Remarks” line of the COF that the emplovee did not
sign the certification. You would, when the problem is cailed to your atlention, supply a
signed statement that the employee failed or refused to sign the certification and that your
staterment is frue and accurate. You must supply this information on the same businsss day
on which you are notified of the problem, transmilling it by fax or courier,

{2} If the problem is the use of a non-Federal form or an expired Federal form, vou must
provide a signed siatement (i.e., a8 memorandum for the record}. it must state that the
incorrect form contains all the information needed for a valid DOT drug test, and that the
incorrect form was used inadvertently or as the only means of conducting a test, in
circumstances beyond your control. The statement must also list the steps you have taken fo
prevent future use of non-Federal forms or expired Federal forms for DOT tests. For this flaw
to be corrected, the test of the apecimen must have ocourred at & 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 counier.

(3} You must maintain the written documentation of a correction with the CCF

{4} You must mark the CCF in such a way (g.¢., stamp noting correction) as to make i
obvious on the face of the CCF that vou corrected the flaw.



{c} if the correction does not take place, as the MRO vou must cancel the test.
{65 FR 78528, Dec. 18, 2000, as amendsd al 86 FR 41854, Aug. 9, 2001]
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8§40.207 What is the effect of a2 cancelled drug test?

{a) A cancelied drug test is neither positive nor negative.

{1} As an employer, you must not attach to a cancelled test the consequences of a
positive test or other viclation of a DOT drug testing reguiation {e.g., removal from a safety-
sensitive position).

{2} As an employer, you must nol use a cancelled test for the purposes of a negative test
to authorize the employee to perform safety-sensitive funclions (i e, in the case of @ pre-
employment, return-to-duty, or follow-up test).

(3} However, as an employer, you must not direct & recollection for an employes
because a test has been cancelled, except in the situations cited in paragraph (a)(2) of this
section or other provisions of this part that require another test to be conducted {8.¢.,
§840.158(a}5) and 40.187{b}{2), {c){1}, and (e).

(b} A cancelled test does not count toward compliance with DOT requirements {(e.q.,
being applied foward the number of tests neaded to meet the emplover's minimum random

testing rate).

() A cancelied DOT lest does not provide a valid basis for an employer to conduct a
non-DOT test (f e, a test under company authority),

[85 FR 78528, Dec. 18, 2000, as amended at 73 FR 35875, Juns 25, 2008]
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§40.208 What problem requires corrective action but doess not result in the
canceliation of a tesi?

{a) if, as a laboratory, collector, empioyer, or other person implementing the DOT drug
testing program, you become aware that the specimen temperature on the CCF was not
checked and the "Remarks” line did not contain an entry regarding the temperature being out
of range, you must take corrective aclion, including securing a memcorandum for the record
explaining the problem and taking appropriale action {0 ensure that the problem does not
recur.

{b} This error does not result in the canceliation of the test.

{c} As an employer or service agent, this error, even though not sufficient fo cancel a
drug test result, may subject you to enforcement action under DOT agency regulations or
Subpart R of this part.



{66 FR 41854, Aug. 8, 2001]
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£40.20% What procedural problems do nof result in the cancellation of a test and do
not reguire correction?

fa} As a collector, laboratory, MRO, empioyer or other person administering the drug
testing process, you must document any errors in the testing process of which you become
aware, even if they are not considered problems that will cause a test o be cancelled as
fisted in this subpart. Decisions about the ultimate impact of these arrors will be defermined
by other administrative or legal proceedings, subject to the limitations of paragraph (b) of this
section.

{b) No person concerned with the testing process may declare a test canceiled based on
an error that does not have a significan! adverse effect on the right of the employee o have a
fair and accurate tesl. Matllers that do not result in the cancellation of a test include, but are
not fimited to, the following:

{1} A minor administrative mistake (& g, the omission of the employee’s middle initial, &
fransposition of numbers in the employes's social security number, the omission of the DOT
Agency in Step 1-0 of the CCF)

{2} An error that does not affect employee protections under this part (e.g., the collector's
failura to add bluing agent to the toilet bowl, which adversely affacts only the ability of the
collector to datect tampering with the specimen by the emplovee);

{3} The collection of 2 specimen by a collector who is required to have been trained (see
§40.33}, but who has not met this requirement;

{4} A delay in the collection process {(see §40.61(a});

(5) Verification of & test resull by an MRO who has the basic credentials (o be qualified
as an MRC (see £40.121(a) through {(b}} but who has not met training and/or documentation
requirements {(see §40.121(c} through {&)};

{8) The failure to directly observe or monitor a collection that the rule requires or permits
to be directly observed or monitored, or the unauthorized use of direct observation or
monitoring for a collection;

(7} The fact that a test was conducted in a facility that does not meet the requirements of
§40.41,

{8} If the specific name of the courier on the CCF is omilted or erroneous;

{9} Personal identifying information is inadvertenily contained on the OCF (e.g., the
emplovee signs his or her name on Copy 1) or

{10} Claims that the semploves was improperly selected for testing,



(¢} As an employer or service agent, these types of errors, even though not sufficient to
cancel a drug test resull, may subject you o enforcement action under DOT agency
requlations or action under Subpart R of this part.

165 FR 79526, Dec. 19, 2000, as amended at 86 FR 41854, Aug. 8, 2001; 75 FR 59108, Sept. 27,
2010]
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§40.210 Are drug fesis other than urine permitted under the regulations?

No. Drug tests other than on urine specimens are not authorized for testing under this
part. Only urine specimens screened and confirmed at HHS cerlified laboratories (see
§40.81} are allowed for drug testing under this parl. Point-of-collection urine testing or instant
tests are not authorized,

182 FR 52246, Moy, 13, 2017]
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Subpart J—alcohol Testing Personnel
{ Back o Top
§40.211 Who conducts DOT alcohol fesis?

{a) Screening test technicians (5TTs) and breath alcohol technicians (BATs) meeting
their respective requirements of this subpart are the only people authorized to conduct DOT
alcohol tests.

{b) An STT can conduct only alcohol screening fests, but a BAT can conduct alcohol
screening and confirmation {estis.

{c} As a BAT- or STT-qualified immediate supervisor of a particular employee, you may
not act as the STT or BAT when that emploves is tested, undess no other STT or BAT is
available and DOT agency regulations do not prohibit you from doing so.

% Back io Top
£40.213 What training requirements musi STTs and BATs meet?

To be permitted 1o act as a BAT or 31T in the DOT alcohol testing program, vou must
mast aach of the requirements of this seclion:

{a} You must be kKnowledgeable about the alcohol testing procadures in this part and the
current DOT guidance. Procedures and guidance are available from ODAPC (Department of
Transportation, 1200 New Jersey Avenus SE., Washington, DC 20580, 202-366-3784, or on
the QDAPC Web site, Atfp.Ywww.iransporistion.gov/odape). You must kesp current on any
changes o these materials. You must subscribe to the ODAPC list-garve at

frffrme-flansnar framommrftaticon rencinniancinat mrlanc.omailomrisio e
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(b} Qualification training. You must receive qualification training mesting the
requirements of this paragraph (b}

{1} Qualification training must be in accordance with the DOT Model BAT or 877
Course, as applicable. The DOT Model Courses are available from CDAPC (Department of
Transportation, 1200 New Jersey Avenue, SE., Washington DO, 20580, 202-386-3784, or on
the ODAPC web site, hftp iwww dot.goviostidapc). The iraining can also be provided using a
course of instruction equivalent to the BOT Model Courses. On request, QDAPC will review
BAT and STT instruction courses for equivalency.

{2} Qualification training must include training fo proficiency in using the alcohol testing
procedures of this part and in the operation of the particular 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, ensuring the privacy of employees being tested, and avoiding conduct or
statemenis that could be viewed as offensive or inappropriate.

{4} The instructor must be an individual who has demonstrated necessary knowledgs,
skills, and abilities by regularly conducting DOT alcoho! tests as an 8TT or BAT, as
applicable, for a period of at least a year, who has conducied STT or BAT training, as
applicable, under this part for a year, or who has successiully completed a “rain the {rainer”

colrse.

{c} Inifial Proficiency Demonstration. Following your completion of qualification training
under paragraph (b} of this section, you must demonstrate proficiency in alcohol testing
under this part by completing seven consecutive error-free mock tesis (BATs) or five
conseculive error-free tests (ST Ts).

{1} Ancther person must monitor and evaluate your performance, in person or by a
means that provides real-lime observation and interaction betwsen the instructor and {rainee,
and attest in writing that the mock collections are “srror-free.” This person must be an
individual who meets the requirements of paragraph (b){(4) of this section.

{2) These tests must use the alcehol testing devices {e.g., EBT(s) or ASD(s)} that you
will use as a BAT or 8TT.

(3} f you are an STT who will be using an ASD that indicates readings by changes,
contrasts, or other readings in color, you must demonstrate as part of the mock test that you
are able to discern changes, contrasts, or readings coectly.

{d) You must mest the requiremnents of paragraphs (b} and {c¢) of this section before you
begin to perform STT or BAT functions.

{&) Refrasher lraining. No less frequently than svery five years from the date on which
you salisfactorily complete the requirements of paragraphs (b) and {c} of this section, you
must complete refresher training that meets all the requirements of paragraphs (b} and {¢) of

this section.



() Error Corraction Trafhing. If you make a mislake in the alcohol testing process that
causes a test fo be cancelled {L.a., a fatal or uncorrected flaw}, you must undergo error
correction fraining. This training must occur within 30 days of the date vou are notified of the
error that led to the need for relraining.

{1} &rror correction fraining must be provided and your proficiency documented in writing
by a person who meets the requirements of paragraph (b)}4) of this section.

(2) Error correction training is required {o cover only the subject matter arsa(s) in which
the error that caused the test to be cancelied ocourred,

{3} As part of the error correction training, you must demonstrate your proficiency in the
alcohol testing procedures of this part by completing three consecutive error-free mock tests,
The mock tests must include one uneveniful scenario and two scenarios related to the
area{s} in which your error{s} cccurred. The person providing the training must monifor and
gvaluale your performance and attest in writing that the mock tests were error-free.

(@) Bocumentation, You must mainiain documentation showing that vou currently mest
all requirements of this section. You must provide this documentation on request to DOT
agency representatives and to employers and C/TPAs who are negotiating to use your
servicas,

(h) Other persons who may serve as BATs or 8TTs. (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 ABD that he or she is using, as
provided in paragraph (¢} of this section.

{2} Law enforcement officers who have been certified by state or local governments to
conduct breath aicohol testing are deemed to be qualified as BATs, They are not required fo
also complele the {raining requirements of this section in order 10 act as BATs. Inorder fora
test conducted by such an officer to be accepted under DOT alcohol testing requirements,
the officer must have been certifisd by a staie 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 52248, Nav. 13, 2017]
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§40.215 What information about the DER do employers have fo provide to BATs and
8§TTs?

As an emplover, you must provide to the 5T 1s and BATs the name and telephone
number of the appropriate DER (and C/TPA, where applicable) to contact about any
problams or issues that may arise during the testing process.

$ Backto Top



£40.217 Where is other information on the role of 87 Ts and BATs found in this
regulation?

You can find other information on the role and functions of 8T Ts and BATs inthe
foilowing sections of this parh:
£40.3 —Definilions.
§40.223—Rasponsibility for supervising employess being (asiad.
§840,225-40,227 —Lse of the alechol lating form.
§8A40.241-40 245-Screening test proceduras with ASDs and EBTs.
&840, 25140, 285 Confirmation test procedyres,
£40.261—Refusals to test.
&§840.283-40. 265~ Insufficient saliva or breath,
840, 267 —Problams raguiring canceliation of tests,
§840.289-40.271—Correcting problems in tests.
L Backio Top

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

£ Back to Top
$40.221 Where does an alcohol test taka place?

{a} A DOT alcohol test must take place at an alcohol testing site meeting the
requiremeanis of this section,

{b) I you are operaling an alcohol testing site, you must ensure that it mesets the securily
requirements of §40.223.

{c} if you are operating an alcohol festing site, you must ensure that it provides visual
and aurai privacy 1o the employee being tested, sufficient to prevent unauthorized persons
from seeing or hearing lest resuifs.

{d} If vou 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 andior saliva samples, and a suitable clean surface for writing.

{e} If an alcohol testing site fully meeting all the visual and aural privacy 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 partially meets these requirements. In this case, the sife
must afford visual and aural privacy {o the emplovee o the greatest extent practicable.



{i) An alcohol testing site can be in a medical facility, a mobile Tacility {e.g., a van), a
dedicated collection facility, or any other logation meeting the reguirements of this section.

£ Baeck o Top
§40.223 What steps must be taken to protect the security of alcohol testing sites?

(a} If vou are a BAT, STT, or other person operating an alcohol lesting site, vou must
prevent Unauthorized personnal from entering the testing site.

(1) The only people vou are to {reat as authorized persons are emplovees being tested,
BATs, STTs, and other alcohol testing site workers, DERs, employee representatives
authorized by the emplover (e.g., on the basis of employer policy or labor-management
agreement), and DOT agency representatives.

(2} You must ensure that all persons are under the supervision of a BAT or STT at all
{imes when permiited into the site,

{3} You may removes any person who obsiructs, interferes with, or causes unnecessary
delay in the testing process.

{b} As the BAT or 8TT, vou must not allow any person other than you, the employee, or
a DOT agency representative {0 actually wilness the testing process (see §840.241-40.2558).

{c} If you are operating an alcohol testing site, you musl ensure that when an EBT or
ASD is not being used for testing, vou store it in a secure place.

{d) i you are operating an alcohol testing site, you must ensure that no one other than
BATs or other emplovees of the site have access {o the site when an EBT is unsecured,

{e) As a BAT or STT, to avoid distraction that could compromise security, you arg limited
to conducting an alcohol test for only one employee at a time.

(1} When an EBT screeaning iest on an esmploves indicates an alcohol concentration of
(.02 or higher, and the same EBT will be used for the confirmation test, you are not allowed
to use the EBT for a {esi on anclher employee before completing the confirmation test on the
first employes.

{2} As a BAT who will conduct both the screening and the confirmation test, vou ars {0
complate the entire screening and confirmation process on one employes before starting the
screening process on another employes.

{3) You are not allowed to leave the alcohol testing site while the lesting process for a
given employes is in progress, except {o notify a supervisor or contact a DER for assistance
in the case an employee or other person who obstructs, interferes with, or unnecessarily

delays the testing process.

& Backto Top



§40.225 What form is used for an alcohol test?

{a) The DOT Alcchal Testing Form (ATF) must be used for every DOT alcohol fest. The
ATH must be a three-part carbonless manifold form. The ATF is found in Appendix G o this
part. You may view this form on the ODAPC web site (hifp.//www.iransportation.gov/odape).

(b} As an smployer in the DOT alcohol testing program, you are not permitted to modify
or revise the ATF except as follows:

{1) You may include other information needed for billing purposes, outside the
boundaries of the form,

{2) You may use a ATF directly generated by an EBT which omits the space for affixing a
separate printed result fo the ATF, provided the EBT prints the result directly on the ATF.

(3) You may use an ATF that has the employer's name, address, and telephone number
preprinted. In addition, 8 C/TP&’s name, address, and telephone number may be included, to
assist with negative resuits,

{4} You may use an ATF in which all pages are printed on while paper. You may modify
the ATF by using colored paper, or have clearly discernable borders 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 cccurred.

{8) 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 signalure 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 employee and BAT/STT understand and can use the form in that language.

{66 FR 78526, Dec, 19, 2000, as amended at 86 FR 41854, Aug. 9, 2001; 75 FR 8529, Feb. 25,
2010; 756 FR 13008, Mar. 18, 2010; 82 FR 52248, Nov. 13, 2017]
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§40.247 May employers use the ATF for non-DOT tests, or non-DOT forms for DOT
tesis?

{a} No, as an employer, BAT, or STT, you are prohibited from using the ATF for non-DOT
aicehol tests. You are also prohibited from using non-DOT forms for DOT alcohol teste. Doing
either subjects you o enforcement action under DOT agency regulations,

{b} f the STT or BAT, either by mistake, or as the only means to conduct a test under
difficult circumstances (£.g., post-accident test with insufficient time to obtaln the ATF), uses
a non-DOT form for & DOT test, the use of a non-DOT form does not, in and of itself, require



the employer or service agent o cancel the test. However, in order for the test to be
considered valid, a signed statement must be obiained from the 8TT or BAT In accordance
with §40.271({b} .
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240.228 What devices are used to conduct alcohol screening tests?

ASDs listed on ODAPC's Web page for "Approved Screening Devices to Measurs
Alcohot in Bodily Fluids” and EBTs listed on CDAPC's Web page for “Approved Evidential
Breath Measurement Devices” are the only devices you are allowed to use {o condudt
alcohol screening tests under this parl. You may use an ASD for BOT alcohol tests only if
thera are instructions for iis use in this part. An ASD can be used only for screening tesis for
alcohol, and must not be used for confirmation tesis.

182 FR 82248, Nov. 13, 20171
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840.231 What devices are used to conduct alcohol confirmation tests?

{a) EBTs on QDAPC's Web page for “Approved Evidential Breath Measurement
Devices” that meet the requirements of paragraph (b) of this section are the only devices vou
may use o conduct alcohol confirmation fesis under this part.

{b} To conduct a confirmation test, vou must use an EBT that has the following
capabiliies:

{1) Provides a printed triplicate result {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 employee can
read before each lest and which is prinled on sach copy of the result;

{3} Prints, on each copy of the resulf, the manufacturer's name for the device, ils serial
number, and the time of the test;

{4) Distinguishes alcohol from acelone at the 0.02 alcohol concentration leved;
{5} Tests an air blank; and

{6} Performs an exdernal calibration check.

[65 FR 78528, Dec. 18, 2000, as amended at 82 FR 52246, Nov, 13, 2017}
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§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 guality assurance
plan (QAP) for your EBT before ODAPC places the EBT on its Web page for "Approved
Evidential Breath Measurement Devices.”

{1} Your QAP must spacify the methods used to perform external calibration checks on
the EBT, the {olerances within which the EBT is regardad as being in proper calibration, and
the intervais at which these checks must be performed. in designating these intervals, your
QAP must take into account factors like frequency of use, envirenmental conditions {e.g.,
temperature, humidity, altiiude) and type of operation {e.g., stationary or mobile).

{2} Your QAP must also specify the inspection, maintenance, and calibration
requirements and intervals for the EBT.

(b} As the manufacturer, you must include, with each ERT, instructions for its use and
care consistent with the QAR

{¢) As the user of the EBT {a.g., employer, service agent), you must do the following:

{1) You must follow the manufacturer's instructions {see paragraph (b) of this section},
including performance of externai calibration checks at the infervals 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} f an EBT 1ails an external chack of calibration, you must take the EBT out of service.
You may not use the EBT again for DOT alcohol testing untit it is repaired and passes an
external calibration check.

{4} You must maintain records of the ingpaction, maintenance, and calibration of EBTs
as provided in §40.333(a)(3).

(5) You must ensure that inspection, maintenance, and calibration of the EBT are
parformed by its manufacturer or a maintenance represeniative certified either by the
manufacturer or by a sitate health agency or other appropriaie state agency.

85 FR 79528, Dec. 198, 2000, as amended at 82 FR 52248, Nov, 13, 2017]
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§40.235 What are the requirements for proper use and care of ASDs?

{a) As an ASD manufacturer, you must submit, for NHTSA approval, g QAP for vour
ASD before NHTSA approves it and ODAPC places the device on its Web page for
“Approved Screening Devices to Measure Alcohol in Bodily Fluids”™. Your QAP must specify
the methods used for quality controf checks, temperatures at which the ASD must be stored
and used, the shelf life of the device, and envircnmental conditions {e.g., temperature,
altitude, humidity} that may affect the ASD's performance.



{h} As a manufaciurer, you must include with sach ASD instructions for its use and care
consistent with the QAF. The instructions must include directions 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., employer, 8TT}, vou must follow the QAP instructions.

{d} You are not permitied to use an ASD that does nol pass the specified quality control
checks or that has passed its expiration date.

{e) As an employer, with respect 1o 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]
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Subpart L—Alcohol Screening Tests
1 Back to Top
§40.241 What are the first steps in any alcohol screening test?

Asg the BAT or 8TT you wiil take the following sieps to begin all alcohol screening tests,
regardiess of the type of lesting device you are using:

{a} When a specific time for an emplovee’s test has been scheduled, or the collection
site is at the emplovee's worksite, and the employee does not appear at the collection site at
the scheduled time, contact the DER to determine the appropriate interval within which the
DER has determined the employee is authorized {0 arrdve. 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
employse to report for testing and the employee does not appear, 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 without undue delay. For exampie, you must nol wait because the employee
says he or she is not ready or because an aulhorized employer or employee representative
is delayed in arriving.

{1} Iif the employse is alse going to take a DOT drug test, you must, {o the greatest
axtent practicable, ensure that the alcohol test is complated before the uring collection
process begins.

{Z} If the employee needs medical attention {e.g., an injured employee in an emergency
medical facility who is required 1o have a post-accident {est), do not delay this treatment to
conduct a test.



{c} Require the employee {0 provide posilive identification. You must see a photo ID
issued by the emplover (other than in the case of an owner-operator or other self-emplover
individual) or a Federal, state, or local government {e.g., a driver's license). You may not
accept faxes or photocopies of identification. Positive identification by an smipioyer
representalive (not a co-worker or ancther empioyes being tesied) is also accepiable. if the
employee cannot produce positive identification, you must contact a DER {o verify the identit

of the employee,

e

(d) If the employee asks, provide vour identification to the emploves. Your identification
must inciude your name and your employer's name but is not required to include your
piciure, address, or telephone number.

{&) Explain the testing procedure 1o the employee, inciuding showing the emplovee 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 certification. If the
employee refuses o sign this certification, you must document this refusal on the "Remarks”
line of the ATF and immediately notify the DER. This is a refusal o fest.

£ Back to Top

§40.243 What is the procedure for an aicohol 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 emplovee to select, an individually wrapped or sealed
mouthpiece from the testing materials.

{b} Open the individually wrapped or sealed mouthpiece in view of the employee and
insert it into the device in accordance with the manufacturer's instructions.

{¢} Instruct the employee to blow steadily and forcefully into the mouthpiace for at least
sh seconds or untll the device indicates that an adequate amount of breath has been
obtainad,

{d) Show the emploves the displaved iest resull.

{e} If the device is one that prints the test number, testing device name and sernial
number, time, and resuit directly onto the ATF, you must check to ensura that the information
has been printed comrectly onto the ATF,

(T} If the devics is ons that prints the test number, testing device name and serial
number, time and result, bul on a separate printout rather than directly onto the ATF, you
must affix the printout of the ivformation {o the designated space on the ATF with tamiper-
avident tape or use a self-adhesive label that is tamper-evident,



{g} If the device is one thal does not print the test number, testing device name and
sefial number, ime, and resul, or it is g device not being used with a printer, you must record
this information in Step 3 of the ATF.
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§40.245 What is the procedure for an alcohol screening test using a saliva ASD ora
breath tube ASD?

(@) As the STT or BAT, you must take the foliowing steps when using the saliva ASD:

(1) Check the expiration date on the device or on the package containing the device and
show it {o the employee. You may not use the device after ils expiration date.

{2} Open an individually wrapped or sealed package containing the device in the
presence of the emplovae.

{3) Offer the employee the opportunity to use the device. If the employee uses i, you
must instruct the employee to inseart it into his or her mouth and use it in a manner describad

by the device's manufacturer,

{4} lf the employee chooses not {0 use the device, or in all cases in which a new test is
necessary because the device did not activate (see paragraph {(a}{7} of this section), you
must insert the device info the employee's mouth and gather saliva in the manner described
by the device's manufacturer. You must wear single-use examination or similar gloves while
doing s¢ and change them following each test.

{5} When the device is removed from the employee’s mouth, you must follow the
manufaciturer's instructions regarding necessary next steps in ensuring that the device has

activaled.

{S}{) if vou were unable to successfully follow the procedures of paragraphs (8)3)
through {(a}{5) of this section (e.g., the device breaks, you drop the device on the floor), you
must discard the device and conduct a new test using a new device.

(i1} The new device you use must be one that has been under vour control or that of the
employee before the test.

{ili) You must note on the "Remarks” 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 emplovee the choice of using the device or having you use i
unless the employee, in the opinion of the STT or BAT, was responsible (e.g., the employes
dropped the device} for the new test needing to be conducted.

{v} If you are unable to successiully follow the procedures of paragraphs {a)(3) through
{a}{3) of this saction on the new lest, you must end the collection and put an explanation on
the “Remarks” line of the ATF.



{¥i} You must then direct the employee 1o take a new test immediately, using an ERT for
the screening test.

{7} if you are abie to successiully follow the procedures of paragraphs (8)(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 (8)(8) of this section. In this case, you
must place the device inio the employee’s mouth to collect saliva for the new test.

{8) You must read the resull displayed on the device no sooner than the device's
manufacturer instructs. In all cases the resull displayed must be read within 15 minules of the
test., You must then show the device and it's reading to the employee and enter the result on
the ATF.

{8} You must never re-use devices, swabs, gloves or othar materials used in saliva
tasting.

{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 {ube
ASD:

(1) Check the expiration date on the delector device and the eleclronic analyzer or on
the package confaining the device and the analvzer and show it {0 the emplovee. You must
not use the device or the analyzer after their expiration data. You must not use an analyzer
which is not specifically pre-calibrated for the device being used in the collection.

{2} Remove the device from the package and secure an inflation bag onto the
appropriate end of the device, as directed by the manufacturer on the device's instructions.

{3} Break the tube's ampoule in the presence of the emploves.

{4) Offer ihe emplovee the opportunity o use the device. If the employse chooses to use
{e.g. hold) the device, instruct the empioyee o blow forcefully and steadily into the blowing
end of device until the inflation bag fills with air (approximately 12 seconds).

{5) If the employee chooses not to hold the device, you must hold it and provide the use
instructions in paragraph (b){4) of this section.

{6} When the emploves completas the breath process, take the device from the
emploves {or f vou were holding if, remove it from the employee’s mouth), remove the
inflation bag, and prepare the device o be read by the analyzer in accordance with the
manufacturer's directions.

{730 i you were unable to successfully follow the procedures of paragraphs (b)(4)
through (b)B) of this section {e.g., the davice breaks apart, the employee did not il the
inflation bag), you must discard the device and conduct a new test using a new one.



(i} The now device yvou use must be one that has been under vour control or that of the
ampioyer before the test,

(i} You must note on the "Remarks” ine of the &TF the reason Tor the new test. (Note:
You may continue using the same ATF with which you began the lest)

{iv} You must offer the smployes the choles of holding the device or having yvou hold |
unless the emploves, in the your opinion, was responsible {e.g., the smplovee failed {o fill the
nflation bag) for the new iest nesding i be conductad.

{v} if you are unable 1o succassiully follow the procedures of paragraphs {(BH4) through
{b}B} of this section on the new test, you must end the collection and put an explanation on
the "Remarks” line of the ATF

{vi} You must then direct the employae {0 take a new fest immediately, using ancther
tvpe of ASD {a.g.. saliva davice) or an ERT,

{8} If you were able {0 successiully follow the procedures of paragraphs {(h)4) through
{b}T) of this section and after having walted the required amount of time directed by the
manwacturer for the detecior device to incubate, you must place the device in the analyzer in
gocordance with the manifacturer's diregtions. The resull must be read from the analyeer no
garfier than the requived incubation time of the device, In alt cases, the result must be read
withinn 15 minutas of the test

{9} You must follow the manufacturer's instructions for determining the resull of ths lest
You must show the analvzer resull o the employes and record the result on Step 3 of the
ATF.

{10} You must never re-use delector 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
glectronic analyzers may be re-used bud only Iy accordance with the manufacturer’s
iractions,

(1131 You must nole the fact that vou used a breath ube device In Slep 2 of the ATR
B FR 81522, 0ot 1, 3002, as amended al 72 FR 1288, Jan. 11, d007]
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§40.247 What procedurss does the BAT or 87T follow after a screening test resul(?

(&) If the test result is an alcohol concentration of less than 0.02, as the BAT or STT, vou
must do the following:

{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 §.02 or higher, as the BAT or STT, vou
must direct the employee to take a confirmation test,

{1} If you are the BAT who will conduct the confirmation test, you must then conduct the
test using the procedures beginning at §40.251 .

(2} it you are not the BAT who will conduct the confirmation test, direct the employee fo
take a confirmation test, sign and date Step 3 of the ATF, and give the employee Copy 2 of

the ATE,

{3) If the confirmation test will be performed at a different site from the screening test,
you must take the following additional steps:

{1} Advise the employee not to eal, drink, put anything {e.g., cigaretie, chewing gum) info
his or her mouth, or belch;

(ii} Tell the employee the reason for the wailing pericd required by §40.251(a) {i.e., to
prevent an accumutation of mouth alcohol from leading {o an artificially high reading);

{iii} Explain that following your instructions congerning the waiting period is to the
employee's benefil;

{iv) Explain that the confirmation test will be conducted at the end of the waiting period,
gven if the instructions have not been followed;

{v} Nele on the "Remarks” line of the ATF that the wailing petied instructions were
provided;

{vi} Instruct the person accompanying the employee to camy a copy of the ATF to the
BAT who will perform the confirmation test; and

(vii} Ensure thal you or another BAT, STT, or emplover representative observe the
employee as he or she is transported o the confirmation testing site. You must direct the
employee not {o altempt to drive a motor vehicle to the confirmation testing site.

{c} if the screening test is invalid, you must, as the BAT or 8TT, {ell 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).

4 Back to Top

Subpart M—Alcohol Confirmation Tests

4 Back to Top

§40.2581 What are the first steps in an alcohol confirmation test?

As the BAT for an alcohol confirmation test, vou must follow these steps o begin the
confirmation test process:



(8} You must carry out a requirement for a waiting period before the confirmation test, by
taking the following steps:

(1) You must ensure that the waiting period lasts at least 18 minutes, starting with the
completion of the screening test. After the waiting period has elapsed, you should begin the
confirmation test as soon as possible, bul not more than 30 minutes after the completion of
the screening test.

{i) Hf the confirmation test is taking place at a different location from the screening test
{see §40.247(b)(3}} the time of transi! between sites counts toward the walting pericd if the
STT or BAT who conducted the screening test provided the waiting period instructions.

(i} If you cannot verify, through review of the ATF, that walting period instructions were
provided, then you must carry out the wailting period requirament.

{iii} You or another BAT or 8TT, or an emplover representative, must observe the
employee during the waiting pericd.

(2} Concerning the waiting period, vou must tell the emploves:

{i} Not to eat, drink, put anvthing (e.9., cigareiie, chewing gum) into his or her mouth, or
belch;

{ii} The reason for the wailing period {i.e., {o prevent an accurmulation of mouth alcohal
from leading to an artificially high reading};

{iii) That following vour instructions concerning the waiting period is 1o the employee’s
benelit; and

{iv) That the confirmation test will be conducted at the end of the wailing period, even if
the instructions have not been followsd.

{3) if you become aware that the employee has not followed the instructions, you must
note this on the "Remarks” ling of the ATF,

{b} ¥ you did not conduct the screening test for the employes, you must reguire positive
identification of the employee, explain the confirmation procedures, and use g8 new ATF. You
must note on the “Remarks” line of the ATF that a different BAT or 8TT 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 certification. If the
employee refuses o sign this cerlification, you must document this refusal on the "‘Remarks”
line of the ATF and Immediately notify the DER. This is a refusal 1o tast.

{&) Even if more than 30 minuies have passed since the screening test result was
oblained, you must begin the confirmation test procedures in §40.253, not another screening
tant



L )

{f} You must note on the “Remarks” line of the ATF the time that elapsed between the
two events, and if the confirmation test could not begin within 30 minutaes of the screening
test, the reason why.

{9} Beginning the confirmation test proceduras after the 30 minutes have elapsed does
not invalidate the screening or confirmation tests, but it may constitute a regulatory viclation
subject to DOT agency sanction.
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§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
e complete the confirmation lest process:

(a} in the presence of the emplovee, you must conduct an air blank on the EBT you are
uging before beginning the confirmation test and show the reading to the employes.

{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.

{£} i the reading on the second air blank is 0.00, the test may proceed. if the reading is
greater than 0.00, vou must take the EBT out of service.

{3} H you take an EBT out of service for this reason, no one may use it for testing until
the EBT is found {0 be within tolerance limits on an extermal chedk of calibration.

{4} You must proceed with the test of the employee using ancther £BT, ifons is
availlable,

(b} You must open & new individually wrapped or sealed mouthpiece in view of the
emplovee and insert it inlo the device in accordance with the manufaciurer's instructions.

(£} You must ensure that you and the employee read the unigue test number displayed
on the £BT.

{d} You must instruct the employes 1o blow steadily and forcefully infe the mouthpiece for
at least six seconds or until the device indicates that an adeguate amount of breath has heen

obtained.
{2} You must show the employee the result displayed on the EBT.

() You must show the employvee the result and unique test number that the EBT prints
out either directly onto the ATF or onto a separale printout.

{g} I the EBT provides a separate printout of the result, you must atlach the printout to
the designated space on the ATF with lamper-evident tape, or use a self-adhesive label that
is tampesr-avident.



B85 FRYESZE, Pec, 18, 2000, a5 amended al 606 FR 418564, Aug. B, 2001}
¢ Back to Top
§40.255 What happens next after the alcohol confirmation test result?

(a} After the EBT has printed the result of an alcchol confirmation test, you must, as the
BAT, take the following additional steps:

{1} Sign and date Step 3 of the ATF.

{2) if the alcohol confirmation test result is lower than 0.02, nothing further s required of
the employes, As the BAT, you must sign and date Step 3 of the ATF,

{3} if the alcchol confirmation test result is 0.02 or higher, direct the employee to sign
and date Step 4 of the ATF. If the employes does not do so, you must note this on the
"Remarks” line of the ATF However, this is not considered a refusal (o test.

{4} if the test is invalid, tell the empioves 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 tfransmit the result directly to the DER in a confidential manner.

{i) You may ransmit the results using Copy 1 of the ATF, in person, by telephone, or by
electronic means. in any case, you must immediately nolify the DER of any result of 0.02 or
graater by any means {e.g., telephone or secure fax machineg) that ensures the result is
immediately received by the DER. You must not transmit these results through C/TPAs or
other service agents.

{ily If you do not make the initial transmission in writing, you must follow up the initial
transmission with Copy 1 of the ATF

{b} As an emplover, you must take the following steps with respect to the receipt and
storage of alcohol test result information:

{1) if you receive any test resulls that are not in writing (e.g., by telephone or electronic
means), you must establish a mechanism 1o establish the identity of the BAT sending you the
results.

{2} You must store all test resulf information in a way that protects confidentiality.
& Back to Top
Subpart N—Problems in Alcohol Testing
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§40.261 What is a refusal to take an alcohol test, and what are the consequences?
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{1} Fail to appear for any test (except a pre-employment test) within a reasonable time,
as determined by the employer, consisient with applicable DOT agency regulations, after
being directed to do so by the employer. This includes the failure of an employes (including
an owner-operator) io appear for a test when called by a C/TPA (see §40.241(a8)};

{2} Fail to remain at the tesling site until the ltesling process is complele; Provided, That
an emplovee who leaves the testing site before the testing process commences (see
§40.243{a)) for a pre-employment {est is not deemed to have refused fo test;

(3) Fall to provide an adequate amount of saliva or breath for any alcohol test required
by this part or DOT agency regulations; Provided, That an employes who does not provide
an adequate amount of breath or saliva because he or she has left the festing site before the
testing process commences {see §40.243(a)) for a pre-employment test is not deemed to
have refused o {est;

{4} Fail to provide & sufficient breath specimen, and the ghysiclan has determined,
through a required medical evaluation, that thare was no adequate medica! explanation for
the failure (see §40.265(c)};

(&) Fall to undergo a medical examination 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 pait of the testing process.

{b} As an employee, if you refuse {o {ake an alcohol test, you incur the same
consequences specified under DOT agency regulations for a viclation of those DOT agency
regulations.

{c) As a BAT or an STT, or as the physiclan evaluating a “shy lung” situation, when an
emplovee refuses {o test as provided in paragraph (&) of this section, vou must terminate the
poriion of the testing process in which you are involved, document the refusal on the ATF {or
in a separate document which you cause o be aitached {o the form), immediately notify the
DER by any means {&.g., telephone or secure fax machine} that ensures the refusal
notification is immediately received. You must make this notification directly to the DER {nhot
using a C/TPA as an intermediary).

{d} As an employee, when vou refuse to {ake a non-DOT test or to sign a non-ROT form,
you have not refused to take a DOT test. There are no consequences under DOT agency
reguiations for such a refusal.

[65 FR 79526, Dec. 18, 2000, as amended at 66 FR 41854, Aug. 9, 2001]
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§40.263 What happens wheoen an employvee is unable to provide a sufficient amount of
saliva for an alcohol screening test?



(a) As the STT, you must take the following steps if an employee is unable to provide
sufficient saliva o complete a test on a saliva screening device {8.g., the employee does not
provide sufficient saliva (o activate the device).

(1) You must conduct a new screening fest 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, and immediately notify the
DER. This is a refusal o test,

{3} It 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 immediately notify the
DER.

(b} As the DER, when the STT informs you that the employee has not provided a
sufficient amount of saliva (see paragraph (8)}(3) of this section}, vou must immediately
arrange o administer an alcohol test to the employee using an EBT or other breath testing
device.
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§40.265 What happens when an employes is unable to provide a sufficient amount of
breath for an alcohol test?

(a} If an employee does not provide & sufficient amount of breath fo permit a valid breath
test, you must take the sieps listed in this section.

{b) As the BAT or 87T, you must instruct the employee o attempt again (o provide a
syfficient amount of breath and about the proper way to do so.

{1} if the employee refusas to make the attempi, you must discontinue the fest, nole the
fact on the “Remarks” line of the ATF, and immaediately notify the DER. This is a refusal fo

test.

{2} If the employse again attempts and fails to provide a sufficient amount of breath, vou
may provide anocther oppaoriunily 0 the employee to do so if you believe that there is a strong
ikelihood that i could result in providing a sufficisnt amount of breath.

{3) When the employee’s altempts under paragraph (DX2) 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 vou are using an EBT that has the capability of operating manually, you may
attempt to conduct the test in manual made.

{5} ¥ you are quaiified to use a saliva ASD and vou are in the screening test stage, you
may change {o a saliva ASD only to complete the screening test.



{c} As the employer, when the BAT or STT informs you thal the employee has not
provided a sufficient amount of breath, you must direct the employee to obtain, within five
days, an evaluation from a licensad physician who is acceptable to yvou and who has
experiise in the medical issues raised by the emploveea’s failure 1o provide a sufficient
specimen,

{1} You are required to provide the physician who will conduct the svaluation with the
following information and instructions:

(i} That the employee was required to teke a DOT breath alcohol test, but was unable to
provide a sufficient amount of breath (o complete the test;

{ii} The consequences of the appropriate DOT agency regulation for refusing o take the
required aicohol test;

{iiiy 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 havs, precluded
the employee from providing a sufficient amount of breath, The physician must not include in
the signed stalement detailed information on the employees's medical condition. In this case,
the {est is cancelied.

{B) There is not an adequate basis for determining that a medical condition has, or with
a high degree of probability could have, preciuded the employee from providing a sufficient
amount of breath. This constifutes a refusal o test.

{C} For purpeses of paragraphs {¢X D{ivi{A) and (B) of this section, a meadical condition
includes an ascertainable physioclogical condition (8.g., a respiratory system dysfunction) or a
medically documented pre-existing psychological disorder, but does not include unsupporied
assertions of “situational anxiety” or hyperventilation.

{2} As the physician making the evaluation, after making your delermination, you must
provide a wrillen statement of yvouwr conclusions and the basis for them to the DER directly
(and not through a C/TPA acling as an itermediary}. You must not include in this statement
detailed information on the employee’s medical condition beyond what is necessary to
expain your conclusion.

(3} Upon raceipt of the report from the examining physician, as the BER you must
immediately inform the employee and take appropriate action based upon vour DOT agency
requlations.
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8§40.267 What problems always cause an alcohol test (o be cancelied?



As an employer, a BAT, or an 57T, 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 cccurred. These problems are:

{a} In the case of a screening test conductad 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 allotied by
the manufacturer and this Part {see §40.245(a){8) for the saliva ASD and §40.245(b)(8} for
the braath twbe ASD).

{2} The saliva ASD does not activate {see §40.245(a){7); or

{3} The device is used for a fest after the expiration date printed on the device or on iis
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 ot (see §40.245(b)1)).

(b} In the case of a screening or confirmation test conducted on an EBT, the sequential
test number or alcohol concentration displayed on the EBT is not the same as the sagquential
test number or alcohol concentration on the printed result {see §40.253(c), (e} and ().

{c} in the case of a confirmation test:

{1} The BAT conducts the confirmation test before the end of the minimum 15-minute
waiting period (see §40.251(&}{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 confirmation test (see
§40.253(a)(1) and (2));

{4} The EBT does not print the result {see §40.253{1)}; or

{5} The next external calibration check of the EBT produces a result that differs by more
than the lolerance staled in the QAP from the known value of the test standard. In this case,
gvery resull of (.02 or above obtzined on the EBT since the last valid external calibration
check is cancelled {see 540.233(a){(1) and (c}{3}}.

[85 FR 79528, Dec. 18, 2000, as amended at 87 FR 61522, Octl. 1, 2002; 71 FR 48384, Aug. 23,
2006, 72 FR 12849, Jan. 11, 2007]
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§40.268 What problems cause an alcohol 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 “correctable flaws.” These problems



are:
{a) The BAT or 8TT does not sign the ATF (see §840.247(3) 1) and 40.2585{a)(1}).

(b} The BAT or STT falls to note on the "Remarks” line of the ATF that the emploves has
not signed the ATF afler the result is oblained {ses §40.255(z3(3)).

(o} The BAT or 8TT uses a non-DOT Torm for the tost (see 840.225(a))
(65 FR 72526, Dec. 19, 20040, as amended al 71 FR 49384, Aug. 23, 2008)
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§40.271 How are alcohol testing problems corrected?

{a} As a BAT or STT, you have the responsibility of trying to complete successiully an
alcohol test for each employes,

{1} i, during or shortly after the testing process, you becoms aware of any event thal will
cause the test to be cancelled (see §40.267), you must try to correct the problem promptly, if
practicable. 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
andfor a new EBT. It is permissible o use additional technical capabilities of the EBT {e.g.,
manual operation) if you have been trained o do 80 in accordance with §40.213(c) .

{3} If repeating the testing process is necessary, you are not limited in the number of
atiempis to complete the test, provided that the employee is making a good faith efforf to
comply with the testing process.

{4} i anocther testing device is not availabile for the new test at the testing 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, vou must make all reasonabie sfforts 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 bacoms aware of a "correciable flaw” (ses §40.268) that has not already been corrected,
you must take all practicable aclion to correct the problem so that the test is not cancelled.

{1} Hf the problem resulted from the omission of required information, you must, as the
person responsible for providing that information, supply in writing the missing information
and a signed statement that it is rue and accurate. For example, suppose you are a BAT and
you forgot o make a nolation on the "Remarks” line of the ATF that the employee did not
sign the certification. You would, when the problem is called to your atlention, supply a
signed statement that the emplovee {ailed or refused to sign the certification after the result
was obtained, and that vour signed statement is frue and accurate,



{2} If the problem is the use of & non-DOT form, vou must, as the person responsible for
the use of the incorrect form, certify in writing that the incorrect form contains all the
information needed for a valid DOT alcohol test, You must also provide a signed statement
that the incorrect form was used inadvertently or as the only means of conducting a test, in
circumstances beyond vour 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 vou are notified of the problem, transmitiing it by fax or courier.

{c) If you cannot correct the problem, you must cancel the test.
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§40.273 What is the effect of a cancelied aleohol test?

{a) A cancelled alcohol test is neither posilive nor negative.

{1} As an emplover, vou must not attach (o a cancelled test the consequences of a test
result that is 0.02 or greater {e.g., removal from a safsty-sensitive position}.

(2} As an emplover, vou must not use a cancelled test in a sifuation where an employee
nesds a test result that is below 0.02 (e.g., in the case of 3 refum-to-duly or follow-up test to
authorize the employee to perform safety-sensitive functions).

{3} As an employer, you must not direct a recoliection for an employee because a test
has been cancelled, except in the situations cited in paragraph (a2} of this section or other
provisions of this part.

{b) A cancelied test does not count toward compliance with DOT reguirements, such as
a minimum random testing rate.

{¢} When a test must be canceiled, if you are the BAT, STT, or other person who
determines thal the cancellation is necessary, you must inform the affecied DER within 48
hours of the cancellation,

{d} A cancelied DOT test does not provide a valid basis for an employer to conduct a
non-D0T test (ie., a test under company authority).

% Back i Top

£40.275 What is the effect of procedural problems that are not sufficient to canceal an
alcohol test?

{a) As an STT, BAT, employer, or a service agent administering the lesting process, you
must document any errors in the testing process of which you become aware, even if they
are not “fatal flaws” or “correctable flaws” listed in this subpart. Decisions about the ultimate
imipact of these errors will be determined 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 cancelled based on
a mistake in the process that does not have a significant adverse effect on the right of the
employee o a fair and accurate test. For example, it is inconsistent with this part to cancel a
test based on a minor administrative mistake {(8.9., the omission of the employee's middle
initial) or an error that does not affect employes protections under this part. Nor does the
failure of an employee fo sign in Step 4 of the ATF resull in the cancellation of the tesl. Nor is
a test {o be cancelled on the basis of a claim by an employee that he or she was imgroperly
selected for testing.

{c) As an emplover, these errors, even though not sufficient to cancel an alcohol tast
result, may subject you {o enforcement action under DOT agency regulations.
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§40.277 Are alcohol tests other than saliva or breath permitied under these
regulations?

No, other types of alcohol tests (e.¢., blood and urine) are not authorized for testing
done under this part. Only saliva or breath for screening tests and breath for confirmation
tasts using approved devices are permiiled.

% Back to Top

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

L Back to Top
§40.281 Who is qualified to act as a SAP?

1o be permitted to act as a SAP in the DOT drug and alcohol testing program, you must
meet each of the requirements of this section:

{a) Credeniials. You must have one of the following credentials:

{1} You are a lisensad physician (Doctor of Medicine or Osteopathy);

{2} You are a licensed or certified social worker;

{3} You are a licensed or cerlified psychologist;

{4) You are a licensed or certified employes assistance professional;

{5} You are a state-licensed or certified marriage and Tamily therapist; or

{8} You are a drug and alcohol counseior certified by an organization listed at
https:Awww.iransportation.gov/odapo/sap.

(b} Basic knowledge. You must be knowledgeabls in the following areas:



{1) You must be knowledgeable about and have dlinical experience in the diagnosis and
treatment of alcohol and controlied subsiances-reiatad disordears.

{2} You must be knowledgeable about the SAF function as it relates {0 employer
interests in safely-sensitive duties.

(3} You must be knowledgeable about this part, the DOT agency regulations applicable
to the employers for whom you evaluale emplovees, and the DOT SAP Guidelines. You must
keep current on any changes 1o these materials. You must subscribe ic the QDAPRC list-serve
al htips.fYwww.iransportation.goviodapo/get-odape-email-updates. DOT agency reguiations,
DOT SARP Guidelines, and other malerials are available from ODAPC (Department of
Transporiation, 1200 New Jersey Avenue 8E., Washinglon DC, 20530 (202-366-37843, oron
the CDAPC Web site {hiipwww.transportation.gov/odapc).

(e} Qualification training. You must receive qualification training mesting the
requirements of this paragraph {(¢}.

{1} Qualification training must provide instruction on the following subjects:

(i} Background, rationale, and coverage of the Department's drug and aicohol testing
prograrn,

(i) 48 CFR Part 40 and DOT agency drug and aloohol testing rules;

{iti} Key DOT drug testing requirements, including collections, laboratory testing, MRO
review, and problems in drug {esting;

{iv} Key DOT alcohol testing requirements, including the testing process, the role of
BATs and STTs, and problems in alooho! tests;

{v} SAF gualifications and prohibitions;

{vi} The role of the SAP in the return-to-duly process, including the initial employee
evaluation, referrals for education and/or freatment, the follow-up evaluation, continuing
freatment recommendations, and the follow-up lesting plan;

{vii} SAP consultation and communication with employers, MROs, and treatment
providers;

(vil) Reporting and recordikeeping requirements;

(ix} Issues that SAPs confront in carrying out their duties under the program,

{2} Following your completion of qualification training under paragraph {c){(1) of this
section, you must satisfactorily complete an examination administersd by a nationally-

recognized professional 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 mesl the requirements of paragraphs (@), (b), and (¢} of this section before
you begin to perform SAF functions.

{d) Confinuing educalion. During each three-year period from the date on which you
satisfactonly compleis the examination under paragraph {c)(2} of this section, you must
complete continuing education consisting of at least 12 professional development hours {e.g.,
CEUs; relevant to performing SAP functions.

{1} This continuing education must include material concaming new technologies,
interpretations, recent guidance, rule changes, and other information about developments in
SAP praclice, pertaining to the DOT program, since the time you met the qualification training
requirements of this seclion.

{2} Your continuing education activities must include documentable assessment tools fo
assist you in determining whether you have adeguately leamed the material.

(&) Documentation. You must maintain documentation showing that you currently mest
all requirements of this section. You must provide this documentiation on request to DOT
agency representatives and to employers and C/TPAs who are using or contemplating using
YOUr services,

(65 FR 72528, Dec, 19, 2000, as amended at 88 FR 3022, Jan. 22, 2004; 71 FR 48384, Aug. 23,
2008, 71 FR 85347, Septl. 22, 2006; 82 FR 52248, Nov. 13, 2017]
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§40.283 How does a certification organization obtain recognition for its members as
SAPs?

(&} if you represent a certification organization that wanis DOT to authorize its certified
drug and alcohol counselors to be added 1o §40.281{a)E), 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)
acoreditation before DOT will act on your petition,

{c} You must also meet the minimum requirements of Appendix E to this part before DOT
will act on your petition.

[65 FR 79528, Dec. 18, 2000, as amended at 71 FR 42384, Aug. 23, 2006]
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§40.285 When is a SAP evaluation required?

(a} As an emploves, when you have viclated DOT drug and alcohol regulations, you
carnnot again perform any DOT safety-sensitive duties for any employer untit and uniess you
complete the SAP evaluation, referral, and educationfireatment process set forth in this



subpart and in applicable DOT agency regulations. The first step in this process is a SAP
avaiuation.

(b} For purposes of this subpart, a verified positive DOT drug test result, a DOT alcohol
test with a result indicating an alcohol concentration of 0.04 or greater, a refusal to test
{including by adulterating or substituting a urine specimen) or any other violation of the
prohibition on the use of alcohal or drugs under a DOT agency regulation constitutes a DOT
diug and alcohol regulation vielation.
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§40.287 What information is an employer required to provide concerning SAP
services to an employee who has a DOT drug and alcohol regulation viclation?

As an employer, you must provide 10 each employee (including an applicant or new
employee} who violates a DOT drug and aleohol regulation a listing of SAPs readily available
to the employee and acceplable o you, with names, addresses, and telephone numbers,
You cannot charge the employee any fee for compiling or providing this list. You may provide
this list yoursell or through a C/TPA or other service agent.
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§40.28% Are employers reguired to provide SAP and treatment services to
employees?

{a) As an employer, you are not reguired to provide a SAP evaluation or any subsequent
recommendead education or treatment for an employee who has violated a DOT drug and
alcohol regulation.

{b} However, if you offer that employee an opportunity to retum o a DOT safaty-
sensitive duty following a violation, you must, before the emplovee again performs that duty,
ensure that the employee receives an evaluation by a SAP meeling the requiremants of
§40.281 and that the emplovee successfully complies with the SAP's evaluation
recommeandations.

{c} Payment for SAP evalustions and services is left for emplovers and employees to
decide and may be governed by existing management-labor agreements and health care

hanefits,
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§40.281 What is the role of the SAP in the svaluation, referral, and treatment process
of an employee who has viclated DOT agency drug and alcohol testing regulations?

{a) As a DAP, you are charged with:

{1) Making a face-to-face clinical assesament and evaluation to determing what
assistance is needed by the employee to resolve problems associated with alcohol andfor



drug use;
{2) Referring the employee to an appropriate education and/or treatment program;

{3) Conducting a face-io-face follow-up evaluation to determine if the employee has
actively participated in the education and/or treatment program and has demonstrated
successful compliance with the initial assessment and evaluation recommendations:

(4) Providing the DER with a follow-up drug and/for alcohol testing plan for the employes,;
and
(&} Providing the emploves and employer with recommendations for continuing

aducation andfor treatment.

(b} As a SAF, you are nol an advocate for the employer or employee. Your function is o
protect the public interest in safety by professionally evalualing the emplovee and
recommending appropriate educationfireatment, follow-up tests, and sflercare,
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§40.2893 Whatis the 53AP's function in conducting the initial evaluation of an
smplovee?

As a SAP, for every employee who comes {o you following a DOT drug and alcohol
raguiation violation, you must accomplish the following:

{a) Provide a comprehensive face-to-face assessment and dlinical evaluation,

{b} Recommend a course of sducation and/or treatment with which the employee must
demonstrate successiul compliance prior to returning to DOT safety-sensitive duty,

{1} You must make such a recommendalion for every individual who has viciated a DOT
drug and alcohol regulation.

(2} You must make a recommendation for education and/or treatment that will, to the
greatest extent possible, protect public safely in the event that the employee returns fo the
performance of safely-sensitive funclions.

{c} Appropriate education may include, but is not imited to, seif-help groups {e.g.,
Alcoholics Anonymous) and communily lectures, where altendance can be independently
verifiad, and bona fide drug and alcohol education courses.

{d} Appropriate treaiment may include, but is not limited to, in-patient hospitalization,
partial in-patient treatment, oul-patient counseling programs, and aftercare.

{e) You must provide a wriften report directly to the DER highlighting your specific
recommendations for assistance (see 840.311(c)).



{fy For purposes of your role in the evaluation process, you must assume that a verified
positive test result has conclusively established that the employse committed a DOT drug
and alcohol 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 fo mitigate the seriousness of a violation of
a DOT drug or alcohol reguiation {e.g., related o assertions of use of hemp ¢il, "medical
marijuana’ use, "contact positives,” poppy seed ingestion, job stress); or

(3) Personal opinions you may have about the justification or rationale for drug and
alcohol testing.

(g} in the course of gathering information for purposes of your evaluation in the case of a
drug-related violation, you may consull with the MRO. As the MRO, you are required 1o
cooperate with the SAP and provide available information the SAP requests. |t is not
necessary 1o obiain the consent of the employee to provide this information,
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§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 viclation, when vou have
been evaluated by a SAP, you must not seek a second SAP's evaluation in order to obiain

ancther recommendation.

{b} As an emplover, 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
section, has oblained a second SAP evaluation, as an employer you may not rely on it for
any purpose under this part.
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§40.287 Does anyone have the authority to change a SAP's initial evaluation®?

{a) Except as provided in paragraph (b} of this section, no one {e.g., an empioyer,
employee, a managed-care provider, any service agent} may change in any way the SAP's
evaluation or recommendalions for assistance. For example, a third party is not permitted io
make more or less stringent a SAP's recommendation by changing the SAP's evaluation or
seeking ancther SAP's evaluation.

{b) The SAP who made the initial evaluation may modify his or her initial evaluation and
recormmendalions based on new or additional information {e.g., from an education or
treatment programj.

% Back fo Top



§40.298 What is the SAP's role and what are the limits on a SAP's discretion in
referring emplovees for education and treatment?

{a) As a SAP, upon your determination of the bes! recommendation for assistancs, you
will serve as a referral source 1o assist the emploves'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 10 vour private practice or 1o a person or organization from which you
raceive payment or 10 & person or organization in which vou have a financial interest. You are
preciuded from making referrals to entities with which you are financially associated.

{¢) There are four exceptions to the prohibitions contained in paragraph (b) of this
section. You may refer an employes to any of the following providers of assistance,
regardiess of your relationship with them:

{1} A public agency {8.g., ireaiment facility} operated by a staie, county, or municipality;

{2} The employer or a persen or organization under contract to the employer to provide
slcohol or drug freatment and/or sducation services {e.g., the employer's contracted
treatment provider);

{3} The sole source of therapeulically appropriate treatment under the employee's health
insurance program {a.g., the single substance abuse in-patient treatment program made
available by the employee's insurance coverage plan); or

(4} The sole source of therapeutically appropriate treatment reasonably available o the
employee {(e.g., the only treatment facility or education program reasonably located within the
general commuting area).
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§40.301 What is the SAP's function in the follow-up evaluation of an employee?

{a} As a SAP after you have prescribed assistance under §40.283, vou must re-evaluate
the employee {0 determine if the employee has successfully carried out your education
and/or treaiment recommendations.

(1) This is your way 1o gauge for the employer the employee’s ability to demonstrate
successiul compliance with the education and/or treatment plan.

{2} Your evaluation may serve as one of the reasons the emplover decides to return the
employee to safely-sensitive duty.

(b} As the SAP making the follow-up evaluation determination, you must:

(1} Confer with or obtain appropriate documentation fram the appropriate education
and/or treatment program professionals where the employee was referred; and



{2} Conduct a face-to-tace clinical interview with the employee o determine if the
amployee demonstrates successful compliance with your initial evaluation recommendations.

{c} (1} i the empioyee has demonsiraied successiul compliance, you musi provide a
written report direclly to the DER highlighting vour clinical determination that the emploves
has done so with your initial evaluation recommendation (see §40.311(d)}).

{2) You may determine that an empioyee has successfully demonstraied compliance
even though the employes has not yvet completad the full regimen of education and/or
freaiment you recommended or neads additional assistance. For example, if the employes
has successfully completed the 30-day in-patient program you prescribed, you may make a
“successiul compliance” determination even though you conglude that the employee has not
yet completed the out-patient counseling you recommended or should continue in an
aftercare program.

{d}1) As the SAF, if yvou believe, as a result of the follow-up evalusation, that the
employee has not demonstrated successful compliance with your recommendations, you
must provide wrilten notice directly o the DER (see §40.311(e)).

{2} As an employer who receives the SAP's written notice that the emploves has not
successfully complied with the SAF's recommaendations, you must not return the employee to
the performance of safety-sensitive duties.

{3} As the SAP, you may conduct additional follow-up evaluation{s) if the employer
determines that doing so is consistent with the employee's progress as you have reported #
and with the employsr’s policy and/or labor-management agreements.

{4) As the emplover, following a SAP report that the employes has not demonstrated
successiul compliance, you may take personnel action consistent with your policy andfor
labor-management agreemenis.
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§40.303 What happens if the SAP belisves the emplovee needs additional treatment,
aftercare, or support group services even after the employee retumns o safety-

sensitive duties?

{a) As a SAP, If you believe that ongoing services (in addition fo follow-up tests) are
needed to assist an employee to maintain sobriety or abstinence from drug use afier the
employee resumes the performance of safety-sensitive duties, vou must provide
recommendations for these services in yvour follow-up evaluation report (see §40.311{dX10)).

{b} As an emplover receiving a recommendation for these services from a SAP, you may,
as part of a returmn-to-duty agreement with the employes, require the employee 1o participate
in the recommended services. You may monitor and document the employee's participation
in the recommended services. You may also make use of SAP and employee assistance
program {EAP) services in assisting and monitoring employees’ compliance with SAP



recommendations. MNothing in this section permits an employer to fall to carry out its
obligations with respect fo follow-up fesling {see §40.309).

{cl As an employes, you are obligaied o comply with the SAF's recommendations for
these services. If you fail or refuse to do 50, you may be subiect to disciplinary action by your
amployer.

£ Back o Top
§40.305% How does the return-do-duly process conclude?

{a} As the emplover, if you decide thaf you want {o permit the employee to returm (o the
parformance of safely-sensitive functions, you must ensure that the employes takes a returmn-
to-duty test. This test cannot oocur until after the SAP has determined that the employee has
successiully complied with prescribaed education and/or reatment. The employee must have
a negative drug test result and/or an alcchol test with an alcohol concentration of less than
0.02 before resuming performance of safety-sensitive duties.

{b) As an employer, you must not return an employee to safety-sensitive duliss until the
employee meets the conditions of paragraph {a) of this section. However, you are not
required to return an employes to safety-sensitive duties because the employee has met
these conditions. That is a personne] decision that you have the discretion to make, subject
to collective bargaining agreementis or other legal requirements.

{c} As a SAP or MRC, you must not make a "fitness for duty” determination as part of
this re-evaluation unless required to do so under an applicable DOT agency regulation. His
the employer, rather than you, who must decide whether o put the employee back to woik in
a safety-sensitive position.
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§40.307 What is the SAP's function in prescribing the employee's follow-up tests?

{a) As a SAP, for each employse who has committed a DOT drug or alcohol regulation
violation, and who seeks 1o resume the performance of safety-sensitive funclions, you must
establish a written follow-up testing plan. You do not establish this plan until after you
determine that the employee has successiully complied with your recommendations for
education and/or treaiment.

{b) You must present a copy of this plan direclly {o the DER {sse §40.311(d}{$}).

{c) You are the sole determiner of the number and frequency of fallow-up tests and
whether these tests will be for drugs, alcohol, or both, unless otherwise dirscted by the
appropriate DOT agency reguiation. For example, if the employes had a positive drug test,
but your evaluation or the reatment program professionals determined that the emplovee
had an alcchol problem as well, you should require that the employes have follow-up tests
for both drugs and alcohol.



{d} However, you must, at a minimum, direct that the emplovee be subject to six
unannounced follow-up tests in the first 12 months of safety-sensifive duty following the
empioyee's return o 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-menth period;
you may require two tests per month during the first §-month pericd and one test per month
during the final 6-month period).

{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 actual dates for the follow-up tests you prescribe. The
decision on specific dates 1o test is the emplover's.

{4) As the employer, you must not impose additional testing requirements (e.g., under
company authority} on the emplovee that go beyond the SAP's Tollow-up testing plan.

{&} The requirements of the SAP's follow-up testing plan “follow the employee” to
subsequent emplovers or through breaks in service.

Example 1 fo paragraph {g): The emplovee returns to duty with Emplover A, Two months afterward, after
cormpleting the first two of six follow-up tests required by the SAP's plan, the amployee quits his job with
Employer A and hagins to work in & similar position for Emplayer B. The smiployee remains obiigated 1o
cornplete the four additional tests during the next 10 months of safely-sensitive duly, and Employer B is
responsibie for ensuring that the employee does so. Emplover B learns of this obligation through the inguiry it
makes under §40.25,

Example 2 fo paragraph (e} The emplioyvee returns to duly with Emplover A, Three months later, after the
employes completes the first two of six Tollow-up tests requirad by the SAP's plan, Employer A lavs the
employee off for economic or seasonal employment reasons. Four months later, Emplover A recalls the
employea, Employar A must ensure that the emplovee completes the remaining four follow-up tests during the
next nine months.,

() As the SAP, you may modify the determinalions you have made conceming follow-up
tests. For example, even if you recommended follow-up testing beyond the first 12-months,
you can ternminate the testing requirement at any time afer the first year of testing. You must
not, however, modify the requirement that the employee take at least six follow-up tests
within the first 12 months after returning o the performance of safety-sensitive functions.
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§40.308 What are the smployer's responsibilities with respect to the SAP's directions
for follow-up fesis?

{a} As the employer, you must carry out the SAP's follow-up tesling requiremenis. You
may not aliow the employes {o continue o perform safety-sensitive functions uniess follow-
up testing is conducted as directed by the SAF.

(b} You should schedule follow-up tests on dates of your own choosing, but you must
ensure that the tesis arg unannounced with no discernable paltern as to their timing, and that



the emplovyse is given no advance nolice.

{c} You cannot substifute any other tests (s.¢., those carried out under the random
testing program) conducted on the empioyee for this follow-up testing requirement.

{d) You cannot count a follow-up test that has been cancelled as a completed test. A
canoelied follow-up tast must be recoliecied.
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§40.311 What are the requirements concerning SAP reporis?

{a} As the SAP conducting the required 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
forwarding to the DER (except as provided in §40.355(e)). You may, however, forward the
document simulianeously to the DER and to a G/TRA

{b} As an amployer, you must ensure that vou receive SAP writlen reports directly from
tha 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, following an initial evaluation that determines what level of
assisiance is needed o address the employee’s drug and/or alcohol problems, must be on
the SAP's own letterhead (and not the lelfterhead of ancther service agent) signed and dated
by the SAP, and must contain the following delineated items:

{1) Employeg’s name and 33N;

{2} Emplover's name and address;

{3} Reason for the assessment (specific violation of DOT regulations and violation date):
{4} Date(s) of the assessment;

{8) SAP's education and/or treatment recommendation; and

{6} SAP's lelephone number.

{(d} The SAP's written report concerning a follow-up evaluation that determines the
employee has demonstrated successiul 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 Hems:

{1} Employea's name and SSN;
{2} Employer's hame and address;

(3} Reason for the initial assessment (specific violation of DOT reguiations and violation
date);



{4} Date(s) of the initial assesament and synopsis of the trealment plan;

{5} Name of practice{s} or service{s) providing the recommended education andfor
reaiment;

(8) Inclusive dates of employes's program participation;
{7} Clinical characterization of employee’s program participation;

{8} SAP's clinical determination as {o whether the emploves has demonstraied
succsssful compliance;

{93 Follow-up testing plan;

{10} Employee's continuing care needs with specific ireatment, aftercare, and/or support
group services recommendations; and

{11} 8AF's telephone number,

{e) The SAP's written report concerning a follow-up evaluation that determines the
amployee has not demonsiratad successtul 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 ilems:

{1) Employee's name and SSN;

{2} Employer's name and addrass;

{3} Reason for the inilial assessment {specific DOT viclation and date);
{4} Date(s) of initial assesasment and synopsis of treatment plan;

{0} Name of practice(s} or service{s) providing the recommended education and/or
treatmant;

(6} Inclusive dates of employee’s program participation;

{7} Clinical characterization of employse’s program participation;

{8) Datels) of the first follow-up evaluation;

{8) Date(s) of any further follow-up evaiuation the SAP has scheduled;

{10} 8BAP's clinical reasons for determining that the smployee has not demonstrated
successiul compliance; and

{11} SAP's telephone number.

{3 As a BAP, yvou must also provide these written reports directly to the emplovee if the
amploves has no current emplover and to the agining DOT reaulsted amplover in the event
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{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, stale, and iocal laws regarding
racord maintenance, confidentiality, and rglease of information. You must make thess records
gvailable, on request, to DOT agency representatives {e.g., ingpectors conducting an audit or
safely investigation)} and representatives of the NTSB in an accident investigation,

{h) As an employer, you must maintain your reports from SAPs for 5 vears from the date
you received them,
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§40.213 Where is other information on SAP functions and the return-to-duty process
found in this reguilation?

You can find other information on the role and functions of SAPs in the following sections
of this part
840.3—Definition.
840 .347—Bervice agent assisiance with SAF-required follow-up tasting.
§40.355~Transmission of SAP reports.
§40.32%{c}—Making SAP reporis available o emplovees on request.

APFENDIX E T0O ParRT 40-—5AP EQUIVALENSY REQUIREMENTS FOR CERTIFICATION ORGANIZATIONS.

% Backto Top

Subpart P—Confidentiality and Release of Information
£ Back to Top

§40.321 What is the general confidentiality rule for drug and alcohol fest information?

Except as otherwise provided in this subpart, as a service agent or employer
participating in the DOT drug or alcohol testing process, you are prohibited from releasing
individual test results or medical information about an employee o third parties without the
employee's specific wrilten consent.

{a} A “third party” is any person or organization to whom other subparts of this regulation
do not explicitly authcorize or require the transmission of information in the course of the drug
or alcohol testing process.

{b} "Specific wrilten consent” means a statement signed by the employse that he or she
agrees o the release of g particular piece of information 1o a particular, explicitly identified,
person or organization at a particudar time. "Blanke! releases,” in which an emploves agrees
o a release of a category of information {e.g., all test resulis) or to releass 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 employment), are prohibited under this part.
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§40.323 Way program participants release drug or alcohol {est information in
connection with legal procesdings?

{a} As an emplover, you may release information pertaining o an emplovee's drug or
alcohol test without the employes’s consent in certain legal proceedings.

{1} These proceedings include a lawsuit {(e.g., a wrongiul discharge action), grievance
{&.g., an arbifration concerning disciplinary action taken by the emplover), or administrative
proceeding {e.g., an unemployment compensation hearing} brought by, or on behalf of, an
employee and resulling from a positive DOT drug or alcohol test or a refusal to test
{including, but not limited {o, adulterated or substituted tast resuits).

(2} These proceedings also include a criminal or civil action resulting from an employee's
parformance of safety-sensitive duties, in which a court of compstent jurisdiction delermines
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 example, in personal injury litigation
following a truck or bus collision, the court could determine that a post-accident drug {est
result of an employee is relevant o 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 release the information {o the decisionmaker in the
proceeding (&.g., the court in a lawsuit). You may release the information only with g binding
stipuigtion that the decisionmaker to whom it is released will make i available only to parties
to the procesding.

{c} If vou are a service agent, and the emplover requests iis employee’s drug or alcohol
testing information from you {o use in a legal proceading as authorized in paragraph {a) of
this section {s.g., the laboratory's data package), you must provide the requested information

to the employer,

{d} As an employer of service agent, you must immediately notify the employee in writing
of any information you release undsr this seclion.
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§40.325% [Reserved]
£ Back to Top

§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 (¢) of this section, report
drug test results and medical information you learned as part of the verification process to
third parties without the emplovee's consent if you determineg, in your reasonable meadical
judgment, that:

{1} The information Is likely to result in the employee being determined 1o be medically
ungualified under an applicable DOT agency regulation; or

{2} The information indicates that continued performance by the employee of his or her
safety-zensitive function is likely to pose a significant safely risk,

{b) The third parties to whom vou are authorized o provide information by this section
inciude the employer, a physician or other heslth care provider responsible for determining
the medical qualificagtions of the employee under an applicable DOT agency safely
regulation, a SAP evalualing the employee as part of the relurn to duty process (see
§40.283(g), a DOT agency, or the National Transportation Safety Board in the course of an
accident investigation.

(c) if the law of a foreign country {e.g.. Canada) prohibits you from providing medical
information o the emplover, you may comply with that prohibition.
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§40.328% What information must laboratories, MROs, and other service agenis releass
to employees?

{a) As an MRQ or service agent you must provide, within 10 business days of receiving
a written request from an employee, copiles of any records pertaining 1o the employee’'s use
of alcohol and/or drugs, including records of the emploves'’s DOT-mandated drug andfor
alcohol fests, You may charge no more than the cost of preparation and reproduction for
copies of these records.

{b) As a laboratory, you must provide, within 10 business days of receiving a written
request from an employee, and mads through the MRO, the records relating to the results of
the emplovee’s drug test {i.e., laboralory report and data package). You may charge no more
than the cost of preparation and reproduction for copies of these records.

(o) As a SAP, you must make available {o an emplovee, on request, a copy of all SAP
reporis (see §40.311). However, you must redact follow-up lesting information from the report

before providing it {o the employes.
66 FR 79526, Dec. 19, 2000, as amended at 66 FR 41954, Aug. 8, 2001]
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§40.331 To what additional parties must employers and service agents release
information?



Az an employer or service agent you must relesse information under the following
sircumsiances:

{a} H you raceive a specific, wrilten consent from an employee authorizing the release of
information about that employee’s drug or aleohol tests 1o an identified person, you must
provide the information o the identified person. For example, as an empiover, when you
reneive & written reguest from a formear amplovee o provide information to & subsegquent
amployer, you must do so. In providing the information, vou must comply with tha terms of
the employes’s consent,

{b)  you are an employer, you must, upon request of DOT agency representatives,
provide the following:

{1} Access o your faciliies used for this part and DOT agency drug and alcohal program
functions,

{2} Al written, printed, and computer-based drug and alcohol program records and
reporis {ncluding coples of name-specific records or reports), files, matenals, data,
documents/documeniation, agreements, confracts, policies, and slalements that are required
by this part and DOT agency regulations. You must provide this information at your principat
olace of business in the time requirad by the DOT agency.

{3) All tems in paragraph (X2} of this section must be gasily accessible, legible, and
orovided in an organized manner. I electropic records do not meet these standards, they
miust be converted {o printed documentation that meets these standards.

(o) If vou are a sendee ageni, you must, upon request of DOT agency representatives,
orovids the foliowing:

(1) Access o vour facilities used for this part and BOT agency drug and alcohol program
functions.

{2} All written, printed, and computarbased drug and aloeho! program records and
reports {(including coples of name-specific records or reports), flles, malerials, data,
documenisidocumentation, agresmaents, contracts, policies, and statements that are required
by this part and DOT ageney reguiations. You must provide this information al your principal
place of business in the time required by the BOT agency.

{3) All tems in paragraph (£}2) of this seclion must be easily accessible, legible, and
provided in an organized manner.  electronio records do not mest these standards, they
must be convertad to printed documentation that meets thess slandards.

{d} if requasted by the National Transportation Safety Board as part of an accident
investigation, you must provide information concerning post-accident tests adminisiered afler
the accident.

{a&) If requested by a Federal, state or local safely agency with reguiatory authority over
vou of the smployee, you must provide drug and alcohol test records concerning the



employege,

{f) Except as otherwise provided in this parl, as a laboratory vou must not release or
provide a specimen or a part of a specimen ¢ a requesting party, without first cbiaining
written consent from QDRAPC. DNA testing and other types of identily {esting are not
authorized and ODAPC will not give permission for such testing. If a party seeks a court
order direcling vou to release a specimen or part of a specimen conlrary to any provision of
this part, you must take necessary legal steps to conlest the issuance of the order (e.g., seek
to quash a subpoena, ciling the reguirements of §40.13). This part does not requirs you to
disobey a court order, howsver,

{g} Notwithstanding any other provision of this Parl, as an employer of Commercial
Motor Viehicle {CMV} drivers holding commercial driving licenses {CDLs) or as a third party
administrator for owner-operator CMV drivers with CDLs, you are authorized (o comply with
State laws requiring vou {o provide o State CDL licensing authorities information about all
violations of DOT drug and alcohol testing rules (including positive tests and refusals) by any
CMV driver holding & CBL.

(65 FR 79526, Dec. 19, 2000, as amended at 66 FR 41855, Aug. 9, 2001, 73 FR 33737, June 13,
2008; B2 FR b2247, Nov. 13, 2017]
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8§40.333 What records must emplovers keep?

{a} As an employer, vou must keep the following records for the foliowing periods of
fime:

{1) You must keep the following records for five years:
{i} Records of alcohol test resuits indicating an alcohol concentration of 0.02 or greater,
{11} Records of verified positive drug test rasulls;

(i) Documentation of refusals to lake required alcohol and/or drug tests (including
substituted or aduiterated drug test resulls);

{iv) SAP reports; and
{v) All follow-up tesis and schedules for follow-up tesis.

{2} You must keep records for three vears of information obtained from previous
employers under §40.28 concerning drug and alcohol test results of employees.

{3) You must keep records of the inspection, maintenance, and calibration of EBTs, for
two years.,

{4) You mus! keep records of negative and cancelled drug test resulis and alcchol test
resulis with a conceniration of less than 0.02 for one year.



{b) You do not have o keep records related to a program requirement that does not
apply to you {&.g., a maritime emplover who does not have a DOT-mandated random aloohol
testing pregram need not mainiain random alcchol testing records).

{¢) 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
vou 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 inspecior requests vour
records, you must ensure that you can provide them within two business days.

(e} If you store records electronically, where permitied by this part, you must ensure that
the records are easily accessible, legible, and formatted and stored in an organized manner.
it electronic records do not meet these criteria, you must convert them fo printed
documentation in a rapid and readily auditable manner, al the request of DOT agency

persaonnet,

65 FR 78526, Dec. 18, 2000, as amended at 68 FR 41985, Aug. 8, 2001}
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Subpart G-—Roles and Responsibilities of Service Agents
¥ Back to Top

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

{3} As a service agent, the services you provide to fransportation employers must mest
the requiremenis of this part and the DOT agency drug and alcohot testing reguiations.

{b} If you do not comply, BOT may take action under the Public interest Exclugions
pracaedures of this part {see Subpari R of this part) or applicable provisions of other DOT
agency regulations.

% Backtc Top
§40.343 What tasks may a service agent perform for an employer?

As a sarvice agent, vou may perform for employers the tasks nesded to comply with
DOT agency drug and alcohol testing reguiations, subject to the requirements and limitations

of this part.
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§40.345 In what circumstances may a C/TPA act as an infermediary in the
fransmission 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 circumstances 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 {s8.g., an MRQ or

BAT).

{b} The specific provisions of this part conceming which you may act as an intermediary
are listed in Appendix F {o this part. These are the only situations in which you may act as an
intermediary. You are prohibifed from doing so in all other situations,

(¢} In every case, you must ensure that, in ransmitting information toc employers, you
meet all requirements {a.g., concerning confidentiality and fiming} that would apply if the
service agent originating the information {e.g., an MRO or collector) sent the information
directly to the employer. For example, if you transmit drug testing results from MROs to
DERSs, you must transmit each drug test result (o the DER in compliance with the MRO
requirements set forth in §40.167 .

+ Back to Top
§40.347 What functions may C/TPAs perform with respect to administering testing?

As a CITPA, except as otherwise specified in this parl, you may perform the following
functions for employers concerning random selection and other selections for testing.

(@} You may operaie random iesting programs for emplovers and may assist {i.e,,
through contracting with laboratories or collection sites, conducting collections) employers
with other types of testing {e.g., pre-employment, post-accident, reasonable suspicion,
return-to-dutly, and follow-up).

{b} You may combine employees from more than one employer or one transporiation
industry in a random pool if permitled by all the BOT agency drug and alcohol testing
raguiations involved.

{1} if you combine employees from more than one transportation industry, you must
ensure that the random {esting rate is at least equal to the highest rate required by each DOT
agency.

{2) Employees not coverad by DOT agency regulations may not be part of the same
random pool with DOT covered emplovess,

{c} You may assist employers in ensuring that follow-up testing is conducted in
accordance with the plan established by the SAF. However, nejther you nor the employer are
permitted to randomily select employess from a “follow-up pool” for follow-up testing.
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§40.34% What records may a service agent recelive and maintain?



(a) Except where otherwise specified in this part, as a service agent you may receive
and maintain all records concerning DOT drug and alcohol testing programs, including
positive, negative, and refusal 1o test individual test results. You do not need the emplovee's
consent {0 recaive and mainiain these records.

{b) You may maintain all information needed for operating a drug/alcohdl program {e.q.,
CCFs, ATFs, names of employees in random pocis, random selection lists, copies of notices
to employers of selected empioyees) on behalf 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
simultanesously 1o you, as a G/TPA or other service agen! who maintains this information for
the employer.

() If you are serving as an intermediary in transmitting information that is required to be
provided to the employer, you must ensure that it reaches the emplover 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 represeniative.

{fy On request of an empioyer, you must, at any time on the request of an employer,
transfer immediately all records pertaining to the employer and its employees to the emplover
or to any other service agent the emplover designates. You must carry out this transfer as
soan as the employer requests i1 You are not required o obtain employee consent for this
transter, You must not charge more than your reasonable administrative costs for conducting
this fransfer. You may not charge a fee for the release of these records.

{g} It you are planning io go out of business or your organization will be bought by or
merged with another organization, you must immediately notify all emplovers and offer o
transfer all records pertaining to the employer and its employees fo the employer or to any
other service agent the emplover designates. You must carry oul this transfer as soon as the
amployer requests it. You are not required {0 oblain employee consent for this transfer. You
must not charge mors than your reasonable administrative costs for conducting this transfer.
You may not charge a fes for the releass of these records.

65 FR 795626, Dec. 19, 2000, as amended at 66 FR 41855, Aug. 9, 2001]
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§40.351 What confidentiality requirements apply to service agents?

Except where otherwise specified in this part, as a service agent the following
confidentiality requirements apply to you:

{a) When you receive or maintain confidential information about employees (e.g,,
individual test results), you must follow the same confidentialily regulations as the employer
with respect (o the use and release of this information,



{b} You must follow all confidentiality and records retention requirements applicable (o
empiovers,

{c} You may not provide individual test resulis or other confidential information to ancther
employer without a specific, written consent from the employee. For example, suppose you
are a O/TPA that has employers X and Y as clienis. Employes Jones works for X, and you
maintain Jones' drug and alcohol test for X, Jones wants 1o change jobs and work for Y. You
may not inform Y of the result of a test conducied for X without having a specific, written
consent from Jones. Likewise, you may not provide this information o employer Z, who is not
a C/TPA member, without this consent.

{d} You must not use blanket consent forms authorizing the release of emploves testing
information.

{&} You must establish adequate confidentiality and security measures to ensure that
confidential employee records are not available to unauthorized persons. This includes
protecting the physical security of records, access confrols, and comptier security measures
o safeguard confidential data in elecironic data bases.
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§40.353 What principles govern the interaction between MROs and other service
agenis?

As a service agent other than an MRO (e.g.. a C/TPA), the following principles govern
your interaction with MRQOs:

{a) You may provide MRO services to employers, directly or through contract, if you
meel all applicable provisions of this part.

{b} if vou employ or contract for an MRQO, the MRO must perform duties independently
znd confidentially. When you have a relalionship with an MRQ, you must struciure the
relationship (o ensure thai this independence and confidentiality are not compromised,
Specific means {including both physical and operational measures, as appropriate) to
separate MRO functions and other service agsent funclions are essential.

{c} Only your staff who are actually under the day-to-day supervision and control of an
MRCO with respect to MRO functions may perform these functions. This does not mean that
those staff may not perform other funclions at other times. However, the designation of your
staff {0 perform MRO functions under MRO supervision must be limited and not used as a
subderfuge to circumvent confidentiality and other requirements of this part and DOT agency
regulations. You must ensure that MRO staff cperate under controls sufficient (o ensure that
the independence and confidentiality of the MRO process are not compromised.

{d} Like other MROs, an MRO vou smploy or contract with must personally conduct
verification interviews with employees and must personally make all verification decisions.

Consequently, vour staff canncot perform these funclions.
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§40.3553 What limitations apply to the activities of service agents?

As a service agent, you are subject {o the following limitations concerning vour activities
in the DOT drug and alcohol testing program.

(a) You must not require an emplayee {0 sign a consent, release, waiver of liability, or
indemnification agresment with respect o any part of the drug or alcohol testing process
coverad by this part (including, but not imited to, colisctions, laboratory testing, MRO, and
SAP services}. No one may do so on behaif of a service agent.

{b) You must not act as an intermediary in the transmission of drug test resulis from the
laboratory to the MRO. That is, the laboratory may not send results fo you, with yvou in tum
sending them to the MRO far verification. For example, a practice in which the Iaboratory
transmits resulls o your computer system, and you then assign the results to a particular
MRQ, is not permifted.

{2) You must not fransmit drug test resulis directly from the laboratory to the employer
(by electronic or other means} or to a service agent who forwards them to the employer. Al
cenfirmed laboratory results must be processed by the MRO before they are released to any
other party.

{d} You must not act as an intermediary in the fransmission of alcoho! test results of 0.02
or higher from the $TT or BAT {o the DER.

{2) Except as provided in paragraph {f} of this section, you must not act as an
intermediary in the transmission of individual SAP reports {o the actual employer. That is, the
SAP may not send such reports to you, with you in turn sending them to the actual empiover,
However, you may maintain individual SAP summary reports and follow-up testing plans after
they are sentto the DER, and the SAP may transmit such reports to you simulfaneously with
sanding them to the DER.

(f} As an exception o paragraph {e) of this section, you may act as an intermediary in
the {ransmission of SAP report from the SAP 1o an owner-aperalor or other self-employed
individual.

{g} Except as provided in paragraph (h) of this section, you must not make decisions to
test an employee based upon reascnable suspicion, post-accident, retum-to-duty, and follow-
up determination criteria. These are duties the actual employer cannot delegats 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 saction, you may make decisions to test an
employee based upon reasonable suspicion, post-accident, return-to-duty, and follow-up
determination criteria with respect o an owner-operalor or other self-emploved individual.



{i} Except as provided in paragraph () of this seclion, vou must nof make a
determination that an employee has refused a drug or alcohol test. This is 2 non-delegable
duty of the actual employer. You may, however, provide advics and information o emplovers
regarding refusal-to-lest issues,

{i} As an exception to paragraph (i) of this section, you may make a determination that
an employee has refused a drug or alcohol test, IT

(1) You schedule a required iest for an owner-operator or other self-emploved individual,
and the individual fails 1o appear for the test without a legitimate reason; or

{(2) As an MRO, you determine that an individual has refused 1o {est on the basis of
adulteration or substitution.

(k3 You must not act as a DER. For example, while yvou may be responsible for
transmitting information to the employer about iest resuits, you must not act on behalf of the
gmplover in actions o remove employees from safety-sansitive duties.

{1} In tranamitting documents 1o laboratories, you must ensure thatl you send fo the
imboratory that conducts testing only Copy 1 of the CCF. You must not transmit other coples
of the CCF or any ATFs to the Iaboratory.

{m) You must not impose conditions or requirements on employers that DOT regulations
do not authorize. For example, as a C/TPA serving emplovers in the pipeling or molor carrier
industry, you must not require employers to have provisions in their DOT plans that PHMSA
or FMCSA regulations do not requirs.

{n} You must not infentionally delay the transmission of drug or aleohol testing-related
documents concerning actions vou have performed, because of a payment dispute or other
reasons.

Example 1o paragraph {n}: A laboratory that has tested a specimen must not delay ransmitting the
documentation of the test resull to an MRO because of a billing or payment dispule with the MROC or g C/TPA.

Example 2 to paragraph (n}. An MRO or SAP whe has interviewed an employes must not delay sending a
verified test result or SAP report to the emplover bacause of such a dispule with the amployer or employes.

Exampie 3 o paragraph (n}. A collector who has performed a uring specimen collection must not delay
sending the drug specimen and CCF 10 the laboratory because of a payment or other dispule with the
laboratory or a GITPA.

Example 4 (o paragraph (n): A BAT who has conducted an alechol test must not delay sending test result
information to an employer or C/TPA because of a payment or other dispute with the emplover or C/TPA,

{0} While you must follow the DOT agency regulations, the actual employer remains
accountable to DOT for compliance, and your fallure to implement any aspect of the program
as required in this part and other applicable DOT agency reguiations makes the employer
subject o enforcement action by the Department.

168 FR 79526, Dec. 18, 2000, as amended at 86 FR 41885, Aug. 8, 2001; 71 FR 48384, Aug. 23,
2006; 75 FR 58108, Sept, 27, 2010}
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Subpart R—Public Interest Exclusions
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§40.361 What is the purpose of a public interest exclusion (PIE)?

{a} To protect the public interest, including protecting fransportation emplovers and
amployees from senous noncompliance with DOT drug and alcohol testing rules, the
Department's policy is fo ensure that employers conduct business only with responsible
service agenis.

{b} The Department therefore uses PIES o exclude from participation in DOT's drug and
alcohol testing program any service agent who, by serious noncompliance with this part or
other DOT agency drug and aicohol testing regulations, has shown that it is not currently
acting in a responsible manner.

{c} A PIE is a serious aclion that the Depariment takes only to protect the public interest.
Wae intend to use PiEs only to remedy situations of serious noncompliance. PIEs are not
used for the purpase of punishment,

{d} Nothing in this subpart precludes a DOT agency or the Inspector General from taking
other action authorized by iis reguiations with respect {0 service agents or employers that
vinlate its reguiations.
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8§40.363 On what basis may the Department issue g PIE?

{a} If you are a service agent, the Department may issue a PIE concemning you i we
determine that you have Tailed or refused to provide drug or alcohol tesling services
consistent with the requirements of this part or a8 DOT agency drug and alcohol regulation.

{b} The Depariment aiso may issue a PIE if you have failed {0 cooperate with DOT
agency representatives concerning inspections, complaint investigations, compliance and
enforcement reviews, or requests for documents and other information about compliance
with this part or DOT agency drug and alcohol regulations.
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§40.365 What is the Department’s policy concerning starting a PIE procesding?

{a} It is the Department’s policy fo start a PIE proceeding only in cases of serious,
uncorrected noncompliance with the provisions of this part, affecting such matters as safety,
the oulcomes of test resulis, privacy and confidentiality, due process and fairmess for
amployvees, the honesty and integrity of the testing program, and coopsration with or
provision of information o DOT agency representatives.



{b} The following are sxamples of the kinds of sericus noncompliance thal, as a matier
of policy, the Department views as appropriate grounds for starting a PIE proceeding. These
examples are not intended 1o be an exhaustlive or exclusive list of the grounds for starting a
PIE proceeding. We intend them to llustrate the level of seriousness that the Department
believes supports starting a PIE procesding. The examples follow:

{1} For an MRQ, verifying tests positive without intervieswing the employees as reguired
by this part or providing MRO services without mesting the qualifications for an MRO
required by this part;

(2} For a laboralory, refusing to provide information to the Department, an employer, or
an employee as required by this part; failing or refusing to conduct a validity testing program
when required by this part; or 8 patiemn or practice of testing errors that result in the
canceliation of fesis. (As a general matter of policy, the Department does not inlend fo initiats
a Pk procesding concerning a laboratory with respect {6 matiers on which HHS initiates
certification actions under its laboralory guidsiines.};

{3) For a collector, a pattern or practice of directly observing collections when doing so is
unauthorized, or failing or refusing to directly observe collections when doing so s
mandatory;

{4} For collectors, BATs, or 8TTs, a pattern or practice of using forms, testing equipment,
or collection kits that do not meat the standards in this part;

{5} For a collector, BAT, or 8TT, a patiern or practice of “fatal flaws’ or other significant
uncorrecied errors in the collection process;

{8} For a laboratory, MRO or C/TPA, failing or refusing o report tests results as required
by this part or DOT agency regulations;

{7) For a laboratory, falsifying, concealing, 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 mesling SAP qualifications raquired by
this part or performing evaluations without face-to-face interviews;

{3} For any service agent, maintaining 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 emplover use a specific MROY;

{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 repressniation includes, but
is not limited to, the use of a Department or DOT agency logo, title, or emblem).

{11) For any service ageni, disclosing an employee's test result information to any party
this part or a DOT agency regulation does not authorize, including by obiaining 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 employes;

{12} For any service ageni, inferfering or attempting to interfere with the ability of an
MRG 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 pari; or

{14} With respect to noncompliance with a ROT agency regulation, conduct that affects
important provisions of Department-wide concern {g.¢., failure to properly conduct the
selection process for random testing).

{65 FR 78520, Dec. 19, 2000, as amended af 82 FR 52247, Nov. 13, 2017}
& Back to Top
§40.367 Who initistes a PIE proceeding?
The following DOT officials may initiate a PIE procesding:
{a) The drug and alcohol program manager of a DOT agency;
{b} An cofficial of GDAPC, other than the Direclor; or
{c) The designee of any of these officials.
% Backio Top
§40.369 What is the discretion of an initiating official in starting a PIE procesding?
{a) Initiating officials have broad discretion in deciding whether to start a PIE proceeding.

(b} in exercising this discretion, the initiating official must consider the Deparfment's
policy regarding the seriousness of the service agent's conduct (see §40.385) and ali
information he or she has obtained o this point concerning the Tacts of the case. The
initiating 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 notl necessarily mean that the
Department regards a service agent as being in compliance or that the Department may not
use other applicable remedies in a situation of noncompliance.
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§40.371 On what information does an initiating official rely in deciding whether to
start a PIE proceeding?



{a) An infligting official may raly on cradible Information from any sourcs as the basig for
starting a PIE procesding,

{b) Before sending & correction notice {ses §40.373), the ntliating official informally
gontacts the service agent o defarming if there 8 any snmrmai,m that may affect the
inftiating official’s determination sbout whether i is necessary 1o send & corraction notice.
The nitiating official may tgke any information resuling fram this contaat into account in
determining whether {0 procesd under this subpart.

¢ Back to Top

J48.373 Defore starling a FIE proceading, does the inftiating official give the service
agent an opporiunity fo gorrest problems?

{a} If you are a service agent, the infligling official must send vou a correction notice
before starling a PIE procesding.

{b} The correclion nolice identifies the specific arsas in which you must come into
compliances in order o avold being subjact 0 a FIE procesding.

(o} if you make and document changes nesdead 1o coms inlo compliance in the areas
isted in the correction notice {o the satisfaction of the nitlaling official within 80 days of the
date you recsive the nolics, the inftialing official doss nol starl & Fik procesding. The
inttiating official may conduct appropriate fms,t finding to verily that you have made and
maintained satisfactory corrections. Whan he or she s satisfied that your are in complisnce,
the indiating official sends you a notice that the matter is concluded,
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FA03TS  How does the Iniflating official start a BiE procesding?

{a) As a service agend, if vour compliance matler & nol corectable (see S40.373{a0, or if
Rave not resohved compliance matiers as provided in §40.373(c}, the initiating official st s A
PIE procesding by sending you a notice of proposed sxclusion (NOPE) The NOPE contains
the initiating officials recommendations concerning the issuance of a PIE, but s not g
decision by the Department 1o issue g Bik.

{b) The NOPE includes ths following information:

{1} A stalement that the niligting official s recommending that the Department issue a
BIE conceming vou;

{2} The factual basis for the infliating official's belie? that you are not providing drug
andior alcohol testing services to DO Treguiaied amplovers consizlent with the requirements
of this part or arg in serjous noncomplisnce with & DOT agency drug and alcohol regulation;

{3} The faclual bagis for the niliating official's behel that your noncompliancs has not
been or cannot be corectad;



(4} The initiating official’'s recommendation for the scope of the PIE;
{5} The initiating official's recommendation for the duration of the PIE; and

{8) A statement that you may contest the issuance of the proposed PIE, as provided in
§40.378.

(c} The initiating official sends a copy of the NOPE to the ODAPC Director af the same
time he or she sends the NOPE o you.

2+ Back o Top
§40.377 Who decides whether to issue a PIE?

{a) The QDAPC Director, or his or her designes, decides whether to issus a PIE. i a
designee is acling as the decisionmaker, all references in this subpart to the Director refer to
the designee.

{b} To ensure his or her impartiality, the Director plays no role in the initiating official's
determination about whether fo start a PIE procesding.

{c} There is a "firewall” between the initiating official and the Director. This means that
the iniliating official and the Director arg prohibited from having any discussion, contact, or
gxchange of information with one another about the matlter, except for documents and
discussions that are part of the record of the proceeding.
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§40.372 How do you gontest 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 proposed PIE, vou must provide the Director information
and argument in opposition to the proposed PIE in writing, in person, and/or through a
representative. To contest the proposed PIE, you must take one or more of the steps listed in
this paragraph (b} within 30 days after you recsive the NOPE.

{1} You may request that the Director dismiss the proposed PIE without further
procesdings, on the basis 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.

(2} You may present written information and arguments, consistent with the provisions of
§40.381, contesting the proposed PIE,

{3} You may arrange with the Director for an informal meeling to present your information
and arguments.

{c} If you d¢ not take any of the aclions listed In paragraph {b) of this section within 30
days after you receive the NOPE, the matter proceeds as an uncontasted case. In this event,



the Director makes his or her decision based on the record provided by the initiating official
{i.e., the NOPE and any supporiing information or testimony) and any additional information
the Director obtains.
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£§40.381 What information do vou present {o contest the proposed issuance of a PIE?

{(a) As a service agent who wants 10 contest a proposed PIE, you must present at least
the following information to the Director:

{1) Specific facts that contradict the statements confained in the NOPE {see §40.375(b)
{2} and (3)}. A general denial is insufficient fo raige a genuine dispute over facts matenal to
the issuance of a PiE;

{2} ldeniification of any exisling, propossd or prior PIE; and
{3} ldentification of yvour affiliates, if any.

(&} You may provide any information and arguments yvou wish conceming the proposed
issuance, scope and duration 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.

+ Back to Top
840.383 What procedures apply if you contest the issuance of a PIE?

{a) DOT conducts PIE proceedings in a fair and informal manner. The Director may use
flexible procedures t© aliow you {o present matters in opposition. The Director is not required
to follow formal rules of evidence or procedure in creating the recard of the proceeding.

{b} The Direcior will consider any information or argument he or she determines to be
relevant to the decision on the matter,

{c} You may submit any documentary evidence vou wani the Director to consider, In
addition, if you have arranged an informal mesting with the Dirsctor, you may present
witnesses and confront any person the inthating official presents as a wilness against you.

{d} In cases where there are material factual issues in dispute, the Director or his or her
designes may conduct additional factfinding.

{e} if you have arranged a meeling with the Director, the Director will make a transcribed
record of the meeting available to you on your reguest. You must pay the cost of ranscribing
and copying the meeting record.

£ Backio Top



§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 noncompliance with the requirements of this part for drug and/or alcohol
testing-related services or with the requirements of another DOT ageney drug and alcohol
testing regulation.
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§40.387 What maitters does the Director decide concerning a proposed PIE?

{a) Foliowing the service agent's response (see §40.378(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 ong of the following steps:

{1) in response {0 a request from the service agent (see §40.378(bX}1}) or on his or her
own motion, the Director may dismiss a PIE proceeding if he or she determines that if does
not concern serous noncomphance with this part or BOT agency regulations, consistent with
the Department’s pelicy as stated in §40.365.

{i) if the Director dismisses a proposed PIE under this paragraph {a), the action is closed
with respect to the noncompliance alleged in the NOPE.

{il} The Department may initiate a new PIE proceeding against vou on the basis of
different or subsequent conduct 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 remand the matter to the
initiating official. The initlating official may resubmit the matier to the Direclor when the
needed information is complste. 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 determinations concermning the following matters in any PIE
proceeding that he or she decides on the merits:

{1) Any materiai Tacts that are in dispute;
{2) Whether the Tacls support issuing a PIE;
{3) The scope of any PIE that is issued; and
{4} The duralion of any PIE thal is issued.
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§40.38% What factors may the Director consider?



This section lisis examples of the kind of mitigating and aggravating factors that the
Director may consider in determining whether to issue a PIE concerning vou, as well as the
scope and duration of a PIE. This list is not exhaustive or exclusive. The Director may
consider other factors if appropriate in the circumstances of a particular case. The list of
axamples follows:

{(a) The actual or potential harm thai resuits or may result from your noncompliance;
{b) The frequency of incidents andfor duration of the noncompliance;
{c) Whether there is a pattern or prior history of noncompliance;

{d} Whether the noncompliance was pervasive within your organization, including such
factors as the following:

{1} Whether and to whal extent your organization planned, initiaed, or carried out the
noncompliance;

{2} The positions held by individuals involved in the noncompliance, and whether your
principals tolerated their noncompiiancs: and

{3} Whether vou had effective standards of conduet and control systems {both with
respect {0 your own organization and any contractors or affiliates) at the time the
noncomplianse gocurrad;

(e} Whether you have demonstrated an appropriate compliance disposition, including
such factors as the following:

{1} Whether you have accepted responsibility for the noncompliance and recognize the
sericusness of the conduct that led to the cause for issuance of the PIE;

{2} Whether you have cocperated fully with the Department during the investigstion. The
Director may consider when the cooperation began and whether you disclosed all pertinent
information known {o you;

{3} Whather you have {ully investigated the circumstances of the noncompliance forming
the basis for the PIE and, if so, have made the result of the investigation available to the

Cirector;

{4} Whether you have taken appropriate disciplinary action against the individuals
responsible for the activity that constitutes the grounds for issuance of the PIE; and

{3} Whether your organization has taken appropriate correclive actions or remedial
measures, including implementing actions 1o prevent recurrence;

(F) With respact to noncompliance with a DOT agency regulation, the degres ¢ which
the noncampliance atffects matters common to the DOT drug and alcohol testing program;

{1} Other factors appropriate {o the circumstances of the case.



£ RBackio Top
§40.381 What is the scope of a PIE?

{8) The scepe of a PIE is the Department's determination about the divisions,
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 sarvice agent, the Department issues a PIE concerning you, the PIE applies
to all your divisions, organizational elementis, and types of services that are involved with or
affected by the noncompliance thal forms the factual basis for issuing the PIE.

{c} In the NOPE (see §40.375(b}{4}}, the initiating official sels forth his or her
recommendation for the scope of the PIE. The proposed scope of the PIE is one of the
glemantis of the proceeding that the service agent may contest {see §40.381(b)) and about
which the Director makes a decision {see §40.387(b)}3))

(d} In recommending and deciding the scope of the PIE, the iniliating official and
Director, respectively, must taks into account the provisions of paragraphs {e) through () of
this saction.

{e} The pervasiveness of the noncompliance within a service agent's organization (see
840.389{d}} is an imporiant consideration in determining the scope of a PIE. The appropriate
scope of a PIE grows broader as the pervasiveness of the noncompliance increases,

{f) The application of a PIE is not limited to the specific location or emplover at which the
conduct that forms the factual basis for issuing the PIE was discovered.

{g) A Bk applies to your affiliates, i the affiliate is involved with or affected by the
conduct that forms the factual basis for issuing the PIE.

{h} A PIE applies to individuals who are officers, employees, direclors, shareholders,
pariners, or olher individuals associated with yvour organization in the following
cireumstances:

{1} Conduct forming any part of the factual basis of the PIE cccurred in connection with
the individual’s performance of duties by or on behalf of vour organization: or

{2} The individual knew of, had reason to know of, approved, or acquiesced in such
conduct. The individual's acceptance of benefits derived from such conduct is evidence of
such knowledge, acguiescence, or approval.

{1} f a contractor {0 your organization iz solely responsible for the conduct that forms the
factual basis for a FIE, the PIE does not appily to the service agent itself unless the service
agent knew or should have known about the conduct and did not take action to correct it

{jy PlEs do not apply to drug and alcohol {esting that DOT does not regulate.



{k} The following examples illustrate how the Department infends the provisions of this
section to work:

Example 1o §40.5387. Service Agant P provides a variely of drug lesting services, F's SAP sarvices are
involved in a serious violation of this Part 40. However, P's other services fully comply with this part, and P's
gverall management did not plan or concur in the noncompliance, which in fact was contrary (o P's articulated
slandards. Because the noncompliance was isolated in one area of the organization's activities, and did not
parvads the entire organization, the scope of the PlE sould he limited tn SAP services.

Example 2 to §40.321. Service Agent Q provides a similar variety of services. The conduct forming the
factual basis for a PIE concerns coliections for & transit authority. As In Example 1, the noncompliance is not
pervasive throughout Q's organization. The PIE would apply 1o collections at all locations served by Q. not just
the particular transit authority or not just in the stale in which the transit authority is focated,

Example 3 to §40.331. Service Agent R provides a similar array of services. Gna or more of the following
problems exists: R's aclivities in several areas—collections, MRGs, SAPs, protecting the confidentiality of
information——are involved in serious noncompliance; DOT determines that R's management knew or should
have known about serious noncompliance in one or more areas, but management did not take timely
corrective action; or, inrasponsa o an inguiry from DOT personnal, R's management refuses to provide
information about its operations. In each of these threa casges, the scope of the PIE would include all aspects

of R's sarvicas.

Example 4 1o §40.301. Service Agent W provides only one kind of service {e.g., laboratory or MRO
services). The Depanment issues a PIE concermning these services. Because W only provides this one kind of
service, the PIE necessarily applies to all its operations.

Exampie § to §40.397. Service Agent X, by exercising reasonably prudent oversight of its collection
contracior, should have known that the confractor was making numaerous “fatal flaws” in tesis. Alternatively, X
recaived a correction notice pointing out these problems in ifs contracior's collections. In neither case did X
take action to correct the problem. X, as well as the contractor, would be subject 1o a PIE with respeact to

cofiections.

Exampie § fo §40.381. Service Agent Y could not reasonably have known that one of its MROs was
regularly failing to interview emplovees before verilfying tests positive. When it received a correction notice, ¥
immediately dismissed the eming MRQO, in this case, the MRO would be subisc! 1o 8 PIE but Y would not.

Example 7 to §40.351. The Deparment issues a PIE with respect {o Service Agent Z, Z provides services
for DOT-regulated transpaoriation employers, a Federal agency under the HHS-regulated Fedaral employee
testing program, and various privale businesses and public agencies that DOT does not reguiate. The PIE
applies only to the DOT-regulated transportation emplovers with respact to their DOT-mandated testing, not o
the Federal agency or the other public agencies and privale businesses, The PIE does not prevent the non-
DOT regulated entitfes from continuing o use £'s services,

4 Back to Top
§48.383 How long does a PIE stay in effect?

(g} In the NOPRE {(see §40.375{b}{5}}, the iniliating official proposes the duration of the
PIE. The duration of the PIE is one of the slements of the proceeding that the service agent
may contest (see §40.381(b}) and about which the Directar makes a decision {see
§40.387 (b}

(b} In deciding upon the duration of the PIE, the Director considers the seriousness of
the conduct on which the PIE is based and the continued nesd to protect employers and
employvees from the service agent's noncompliance. The Director considers factors such as
those listed in §40.388 in making this decision.



{c) The duration of a PIE will be belween one and five vears, unless the Direclor reduces
its duration under §40.407.

4 Back fo Top
§40.398 Can you settle a PIE proceeding?

At any time before the Direclor's decision, you and the initiating official can, with the
Director's concurrence, settle a PIE proceeding.

£ Back io Top
§40.397 When does the Director make a PIE decision?

The Director makes his or her decision within 80 days of the date when the recard of a
PIE proceeding is complete {including any meeting with the Director and any additional fact-
finding that is necessary}. The Director may extend this period for geod cause for additional
nerods of up to 30 days.

L Back o Top
§40.398 How does the Department notify 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 of she makes a PIE decision. The notice includes the following
slements:

{a) I 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 thal were in dispuie,

{b} if the decision is {o issue a PlE—
{1} A reference o 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 staternent of the duration of the PIE.
£ Back {o Top
§40.401 How does the Department notify emplovers and the public about a PIE?

(a) The Departiment maintains a document called the “List of Excluded Drug and Alcohol
Service Agenis.” This document may be found on the Department's web site
{(hipwww transportation.gov/odape) . You may also request a copy of the document from
QDAPC.



{b) When the Director issues a FIE, he or she adds to the List the name and address of
the servica agent, and any other persons or organizations, to whom the PIE applies and
informalion about the scope and duration of the PIE.

{c} When a service agent ceases fo be subject to & PIE, the Director removes this
information from the List,

{d} The Department also publishes a FEDeEraL ReEGISTER notice to inform the public on
any occasion on which a service agent is added to or taken off the List.

165 FR 78526, Dec, 19, 2000, as amended at 82 FR 52247, Nov. 13, 2017}
% Back to Top
840.403 Must a service agent notify its clients when the Department issues a PIE?

{a} As a service agent, if the Department issues a PIE concerning you, you must notify
each of your DOT-regulated emplover 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 separate notice. You must send this notice {0 each client within three
husiness days of receiving from the Depariment the nolice provided for in §40.389(b).

(b} As part of the nolice you send under paragraph (a) of this section, you must offer o
transfer immediately all records pertaining to the emplover and its employses to the emplover
or to any other service agent the employer designates. You must carry out this transfer as
soon as the emplover requests it

165 FR 79526, Dec. 19, 2000, as amended at 66 FR 41955, Aug. 9, 2001]
4 Back to Top
§40.405 May the Federal courts review PIE decisions?

The Director's decision is a final administrative action of the Depariment. Like all final
administrative acltions of Federal agencies, the Director's decision is subject to judicial review
under the Administrative Procedure Act {5 U.5.C. 551 el seq).

¥ Back fo Top
§40.407 May a service agent ask to have a PIE reduced or terminated?

{8} Yes, as a service agent concerning whom the Department has issued a PIE, vou may
reguest that the Director terminate a PIE or reduce its duration and/or scope. This process is
limited o the issues of duration and scope. ftis not an appeal or reconsideration of the
decision o issus the PIE.

{b} Your request must be in wriling and supporied with documentation.



{c} You must wait af least nine months from the date on which the Director issued the
Pt 1o make this reguest.

{d} The initiating official who was the proponent of the PIE may provide information and
arguments conceming your request to the Director.

{e) if the Director verifies that the sources of your noncompliance have been eliminated
and that ail drug or alcohol {esting-related services you would provide io DOTreguiated
employvers will be consistent with the requirements of this part, the Director may issue a
notice terminating or reducing the PIE,

% Backio Top
840.402 What does the issuance of a PIE mean to transporiation employers?

{a) As an employer, you are deemed {0 have notice of the Issuance of a PIE when it
appears on the List mentioned in §40.401(a) or the nolice of the PIE appears in the FEDERAL
REGISTER 88 provided in §40.401(d). You should check this List o ensure thal any service
agentis you are using or planning to use are not subject to a PIE.

{b} As an employer who is using a service agent concarming whom a PIE is issued, you
must stop using the services of the service agent no later than 90 days after the Depariment
has published the decision in the FEDERAL REGISTER or posied i on its wab site. You may
apply to the OBAPC Director for an extension of 30 days if you demonstrate that you cannot
find 2 substitute service agent within 80 days.

{c} BExcept during the pericd providad in paragraph (b} of this section, you must not, as
an employer, use the services of a service agent that are covered by a PIE that the Direclor
has issued under this subpart, if yvou do s0, vou are in vicialion of the Department's
regulations and subject to applicable DOT agency sanclions {e.g., civil penaities, withholding
of Federal financial assistance).

(d} You also must not obtain drug or alcohol testing services through a contracior or
affiliate of the service agent to whom the PIE applies.

Example to paragraph {d): Service Agent R was subject 1o a PIE with respect to SAP services. As an
emplover, not only must you not use R's own SAF services, but you alse must not use SAP services you
arrange through R, such as services provided by a subcontractor or affiliste of R or a person or arganization

that receives financial gain from its refationship 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
atcohnl testing reguiations.

Example to paragraph (e); The initiating official for a PIE was the FAA drag and alcohol program
manager, and the conduct forming the basis of the PIE periained o the aviation industry, As a motor carrier,
transit authorily, pipeline, raffroad, or maritime employer, you are also prohibited from using the services of the
service agent involved in connection with the DOT drug and alcchol testing program.



(f} The issuance of a PIE does not result in the cancellation of drug or aloohol tests
conducted using the service agent involvad before the issuance of the Direclor's decision or
up o 90 days following its publication in the FEDERAL HEGISTER or posting on the
Depariment's web sile, unless otherwise specified in the Direclor's PIE decision or the
Director grants an extension as provided in paragraph (D) of this section.

Example to paragraph {f): The Depardmant issues a PIE concerning Service Agent N on September 1. All
tests conducted using N's services before September 1, and through November 30, are valid for all purposes
under DOT drug and alcohol testing regulations, assuming they meet all other reguiatory requirements.

& Back o Top
£40.411 What is the role of the DOT Inspector General's office?

{a) Any person may bring concems about waste, fraud, or abuse on the part of a service
agent {o the attention of the BOT 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.

& Back to Top
§40.413 How are notices sent to service agents?

{a} if you are a service agent, DOT sends notices to you, including correction notices,
notices of proposed exclusion, decision notices, and other nolices, in any of the ways
mentionad 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 vour partners, officers, diractors, owners, or joint venturers to the last
known shreet address, Tax number, or e-mail address. DOT deems the notice to have been
received by vou if sent fo any of these persons.

{c} DOT considers notices to be received by you—

{1} When delivered, if DOT mails the notice to the last known street address, or five days
after we sand itif the letter is undeliverable:

{2) When sent, if DOT sends the notice 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 undeliverabie.

% Back io Top



£ Backto Top

Appendix A {0 Part 40—DOT Standards for Urine Collection Kits
The Collection Kit Contents

1. Cellection Container

a. Single-use container, made of plastic, large snough o easily caich and hold at least
55 mb of urine voided from the body.

k. Must have graduated volume markings clearly noting levels of 45 mb and above,

¢. Must have a temperature strip providing graduated temperature readings 32-38 °C/80-
100 °F, that is affixed or can be affixed at a proper level on the oulside of the collaction
container. Other methodologies (e.g., temperature device built info the wall of the container}
are acceptable provided the fempergture measurement is accurate and such that there is no
potential for contamination of the specimen.

d. Must be individually wrapped in a sesled plastic bag or shrink wrapping; or must have
a peelable, sealed lid or other easily visible tamper-avident system.

a. May be made available separaiely st collection sites to address shy bladder situations
when several voids may be required o complete the testing process.

2. Plastic Specimen Botiles

a. Each bottle must be large enough to hold at least 35 mi,; or aliernatively, they may be
two distinct sizes of specirmen boltles provided that the bolile designed to hold the primary
specimen holds at least 35 mlb of urine and the botlle designed to hold the split specimen
holds at least 20 mi.

b. Must have screw-on or snap-on caps that prevent seepage of the urine from the
bottles during shipment.

¢. Must have markings clearly indicating the approgriate levels (30 mL for the primary
specimen and 15 mi for the spiit) of urine that must be poured into the bottles.

d. Must be designed so that the required tamper-evident boltle seals made available on
the CCF fit with no damage 1o the seal when the emploves inifials it nor with the chance that
the seal overlap would conceal printed information.

e. Must be wrapped {with caps) logether in a sealed plastic bag or shrink wrapping
separate from the collection conlamer; or must be wrapped {(with cap) individually in sealed
plastic bags or shrink wrapping; or must have peelable, sealed lid or other easily visible
famper-avident system.

f. Plastic material must be leach resistant.



3. Leak-Resistant Plastic Bag

a. Must have two sealable compartments or pouches which are lgak-resisiant; one large
gnough o hold two specimen botlles and the other large enough to hoid the CCF paperwork.

. The sealing methodoiogy must be such that once the compartmenis are sealed, any
tampering or attempts to open either compariment will be evident.

4. Abzorben! material

ach kit must contain enpugh absorbent material o absorb the entire contents of both
specimen bottles. Absorbent material must be designed 1o fit inside the leak-resistant plastic
bag pouch into which the specimen boltles are placed.

5. Shipping Coritainer

a. Must be designed to adequately protect the specimen boltles from shipment damage
in the transport of specimens from the cellection site to the Iaboratory {8.9., standard courier
box, small cardboard box, plastic container).

b. May be made available separately al coliection siles rather than being part of an
actual kit sent to collection sites.,

¢. A shipping container is not necessary if a laboratory courier hand-delivers the
specimen bottles in the plastic leak-proof bags from the collection site to the laboratory,

+ Back to Top

Appendix B to Part 40—DOT Drug-Testing Semi-Annual Laboratory Report to
Employers

The following items are required on each laboratory report:
Reporting Period: {inclusive dales)
Laboratory ldentification: {name and address)
Emplover ldentification: {name; may include Billing Code or D code)
C/TPA ldentification: {where applicable; name and address)
1. Specimen Results Reported {fotal number)
By Test Reason

{a) Pre-employment {number}

{b} Post-Accident (number)

{c} Random {number)



{d} Reasonable Suspicion/Cause {number)

{&) Return-to-Duty {(number}

{f} Follow-up {number)

(g} Type of Test Not Noted on CCF (number)
2. Specimens Reported

(a) Negative {(number)

{b} Negative and Dilute {number)

3. Specimens Reported as Rejected for Testing {otal number)

By Reason
{a) Fatal flaw {(number)
{b} Uncorrecied Flaw {(number)
4. Specimens Reported as Positive (total number) By Drug
{a) Marijuana Mestabolite (number)
{h) Cocaine Metabolite (number)
{c} Opioids {numbaer)
{1} Codeaing {(number}
{<} Morphine {(number}
(3) 6-AM {(number}
{4) Hydrocodone {number}
(5) Hydromorphone (number)
{8} Oxycodons {(number}
{7} Oxymorphone {(humber)
(d} Phencyclidine {number)
{e} Amphetamines {number)
{1} Amphetamine {number)

{21 Methamphetamine {numbern}



iS; MDMA {%ur-nbe\.r}
(4 MDA {(number)

5. Aduiterated (number)

8. Substituted (humber)

7. Invalid Result (number)
[82 FR 52247, Nov. 13, 2017
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Appendix € to Part 40—D0T Drug-Testing Semi-Annual Laberatory Report to DOT
Mail, fax, or email to:

L3, Department of Trangportation, Office of Drug and Alcohol Policy and Compliance, WH2-
300, 1200 New Jersey Avenue SE., Washington, DC 205890, Fax: (202) 366-3897,
Email: ODAPCWebMail@dol gov.

The following items are required on each report:
Reporting Period: (inclusive dates)
Laboratory ldentification: (name and address)
1. BOT Specimen Results Reported {total number)
2. Negative Rasults Reported {total number)
Negative (number)
Negative-Dilute {(number)}
3. Rejected for Testing Resulis Reported {iotal number)
By Reason
{a) Fatal flaw {number)
{b} Uncorrected Flaw (number)
4. Positive Results Reported (fotal number)
By Drug
{8} Marijuana Metabolite (number)
{b} Cocaine Metabolite {(number)

{c} Opioids {number)



{1} Codeine {(number}
{2} Morphine {(number)
{3} 6-AM {number})
{4} Mydrocedone {number)
{5) Hydromorphone {(number)
{6} Oxycodone (number)
{7} Oxymorphone {number)
{d} Phencyclidine (number)
{e} Amphetamines {number)
(1} Amphetamine {number}
{2} Methamphetamins (number)
{3} MDMA (number)
{4} MDA {number)

5, Adulierated Results Reported (fotal number)
By Reason (number)

8. Substituted Resulis Reported {total numben)
7. Invalid Results Reported (total number)

By Reason (number)

(82 FR 52247, Nov. 13, 2017]
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Appendix D to Part 40—Report Format: Spiit Specimen Faillure To Reconfirm
Mail, fax, or submit sleclronically to:

LS. Department of Transporiation, Office of Drug and Aleohol Policy and Compliance, W82-
300, 1200 New Jersey Avenue SE., Washington, DC 20590, Fax: (202} 366-
3887.Submit Electronically: hifps/Awww.iransportation.gov/content/split-specimen-
canceillation-notification-49-cir-part-40187-appendix-d

The following items are required on each report:

1. MRO name. address, phone number. and fax number.



2. Collection séte haﬁ“ae,gddreés, and rpﬁcme n-umber,.”

3. Date of collection.

4, Specimen LB, number.

5. Laboratory accession number.

§. Primary specimen laboratory name, address, and phone number.

7. Date result reported or certified by primary laboratory.

8. 5plit specimean laboratory name, address, and phone number.

9. Date split specimen resull reporied or certified by split specimen laboratory.

1Q. Primary specimen resulis (e.g., name of drug, adullerant) in the primary specimen.

11. Reason for split specimen failure~to~-reconfirm resull (g.q., drug or adulterant not
present, specimen invalid, split not collected, insufficient volume).

12. Actions taken by the MRO (e.g.. notified employer of failure to reconfirm and
requirement for recoliection).

13. Additional information explaining the reason for canceliation.
14. Name of individual submitting the report (if not the MRO)
[82 FR 52247, Nov. 13, 2017}
$ Back to Top
Appendix E to Part 40—SAP Equivalency Requirements for Certification Organizations

1. Experience: Minimum requirements are for three years of full-iime supervised
experience or 6,000 hours of supervised experience as an alcoholism andfor drug abuse
counselor. The supervision must be provided by & licensed or cerlified practitioner,
Supervised experience is important if the individual is to be considered a professional in the
field of aicoho! and drug abuse evaluation and counseling.

2. Education: There exisls a requirement of 270 contact hours of education and training
in alcoholism andfor drug abuse or related fraining. These hours can take the form of formal
gducation, in-service training, and professional development courses, Part of any
professional counselor's development is participation in formal and non-formal education
opportunities within the field.

3. Continuing Education: The certified counselor must receive at least 40-80 hours of
continuing education units (CEL) during sach two year period. These CEUs are important 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 accurately
measure the application of the knowladge, skills, and abilities possessed by the counsslor.
The iesi esiablishes a national standard that must be met to practice,

5. Testing Validity: The ceriification examination must be reviewed by an independent
authority for validity (examination reliability and relationship to the knowledge, skills, and
abilities required by the counseling field). The reliability of the exam is paramount if counsalor
attributes are to be accurately measured. The examination passing score point must be
placed al an appropriate minimal level score as gauged by statistically reliable methodology.

6. Measurable Knowfedge Base: The certification process must be based upon
measurable knowledge possessed by the applicant and verified through collateral data and
testing. That level of knowledge must be of sufficlent quantity fo ensure a high quality of SAP
gvaluation and refemal services.

7. Measurable Skifls Base: The certification process must be based upon measurabie
skills possessed by the applicant and verified through collateral dala and testing. That level
of skills must be of sufficient guality 1o ensure a high guality of SAP evaluation and referral
services.,

8. Quality Assurance Plan: The certification agency must ensure that a means exists o
determing that applicant records are verified as being true by the certification staff. This is an
impertant check to ensure that true information is being accepted by the cerfifying agency.

8. Code of Ethics: Certified counselors must pledge to adhere to an ethical standard for
practice. it must be undersiood that code viclations could result in de-certification. These
standards are vital in maintaining the inlegrity of practitioners. High ethical stendards are
required {0 ensure qualily of client care and confidentiality of client information as well as to
guard against inappropriate referral practices.

10. Re-certification Program: Certification is not just a one-time event. it is a continuing
privilege with conlinuing requirements, Among these are continuing education, continuing
state certification, and concomitant adherence to the code of ethics. Re-certification serves
as a protector of client interests by removing poor performers from the certified practice.

1. Fifly Stete Coverage: Certification must be available to qualified counselors in all 50
siates and, therefore, the tesi must be available {o qualified applicants in all 50 states.
Because many companies are multi-state operalors, consistency in BAP evaluation guality
and opporfunitios is paramount. The fest nead not be given in all 50 states bui should be
accessible fo candidates from all states.

12. National Commission for Certifying Agencies (NCCA} Accreditation: Having NCCA
accreditation is a means of demonstraling to the Department of Transportation that your
certification has been reviewed by a panel of impartial experls that have determined that your
examination{s) has met stringent and appropriate tesling standards,

% Back to Top



Appendix F to Part 40—Drug and Alcohol Testing Information that C/TPAs May
Transmit {o Employers

1. 1f you are a G/TPA, yvou may, acting as an intermediary, ransmit the information in the
following sections of this part to the DER for an employer, if the employer chooses to have
you do 50, These are the only items that you are permitted to transmit 1o the employer as an
intermediary. The use of C/TPA intermediaries is prohibited in all other cases, such as
transmission of lsboratory drug test results to MRQs, the fransmission of medical information
from MROs {o employers, the transmission of SAP reports fo employers, the transmission of
positive alcohol tast results, and the transmission of medical information from MRQOs o
emplovers.

2. In every case, you must ensure that, in ransmitting the information, vou meet all
requirements {&.g., concerning confidentiality and timing) that would apply if the party
originating the information {e.g., an MRO or collector) sent the information directly to the
employer. For example, if vou transmit MROs' drug testing results fo DERSs, you must
tranamit each drug test result io the DER in compliance with the requiremenis for MROs set
farth in §40.167.

DrUG TESTING INFORMATION
§40.25: Previous two years’ fest resulis
§40.35: Notics to colleciors of contact information for DER
§40.61(a): Notification to DER that an employee is a “no show” for a drug test
840.63{e): Notification to DR of a coliection under direct obsarvation

840.65(b)(8} and {7} and {c){2} and (3): Nolification to DER of a refusal to provide a
specimen or an insufficient specimen

840.73(a)(8): Transmission of CCF copies to DER (However, MRO copy of COF must be
sent by collector directly to the MRO, not through the C/TPA)

§40.111(a): Transmission of laboratory siatlistical repotd {0 employer

§40.127(fy: Report of test resulls 1o DER

§840.127(q), 40.128(d), 40.158(a){4)(il}; 40.161{b): Reports {o DER that test is cancelied
240,129 {d) Report of test resulis 1o DER

§40.129g ¥ 1) Report to DER of confirmed positive test in stand-down situation

8840 149(b): Report to DER of changed test result

540.155(a). Report to DER of dilule specimen

§40.187{b) and {c), Raporis of test resuits {o DER

840.187{a)-{e) Reports to DER conceming the reconfirmation of tests



§40.191{d}: Notice to DER conceming refusals o test
§40.193(b)(3): Notification to DER of refusal in shy bladder situation
§40.193(b)(4}: Notification to DER of insufficient specimen
§40.183(bX5): Transmission of COF coples to DER {not toc MRO}
§40.188: Report to DER of cancelled test and direction to DER for additional collection
§40.201: Report io DER of cancelled test
ALCOMOL TESTING INFORMATION
§40.215: Natice to BATs and STTs of contact information for DER
§40.241(b){1}: Notification to DER that an employes is a “no show” for an alcohol test

§40.247{a}{2}). Transmission of alcohol screening test results only when the test result is less
than 0.02

§40.255(a)4): Transmission of alcohol confirmation test resulis only when the test resultis
less than 0.02

§40.263{a)}(3) and 263{b){3}): Notification of insufficient saliva and failure fo provide sufficient
amournt of breath

{65 FR 79326, Dec. 19, 2000, as amended at 86 FR 4719855, Aug. 8, 2001; 73 FR 35975, June 25,
2008}
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Appendix G to Part 40-—Alcohol Testing Form

The following form is the alcohol testing form required for use in the DOT alcchol testing
program beginning January 1, 2011, Employers are authorized to use the form effective
February 25, 2010,
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Appendix H to Part 40—DOT Drug and Alechol Testing Management information
System {(MIS) Data Collection Form

The foliowing form is the MIS Data Collection Torm reguired for use fo report calendar
vear MIS data. The instructions for this form are found at
https:www iransportation. gov/odape.
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