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Regional Directors 

Attached is a summary of DOT interpretations· regarding 
Title 49 CFR, Part 40: ·- Procedures for Transportation workplace 
Drug Testing Programs. The issues,· are presented- in a questi:"on-
and-answe~ format and are intended to assist Operating 
Practices Specialists and Inspectors in their day-to-day drug · 
and alcohol enforcement activities. · 

The information contained.herein is· also available on the 
Anti-Drug Information· center's system,·and is accessible to all 
subscribers, including railroads. · 
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§40.21 THE DRUGS 

Q. 

A. 

Is testing for additional drugs authorized?/must a separate 
specimen be obtained? 

Under 49 CFR Part 40, an employer must test for the following 
drugs: marijuana, cocaine, amphetamines, opiates, and 
phencyclidine. An employer may not currently test for any 
other controlled substances or alcohol using~ authority~_ 
~9 CFR Part 40 does not, however, prohibi~ an employer from.:. 
testing for other controlled substances or alcohol~ long·M_ 
that testing is done under the authority of the employer, 
i.e. alcohol testing is required because_of a company drug 
testing policy. J • 

•. , .,,_- :· . :.. • . ! 

Employers in the transportation industry who establish a drug 
testing program that tests beyond the five drugs currently. 
required by 49 CFR Part 40 must also make a clear distinction 
to their employees what· testing _;s:~required _ by ,DOT authority 
and what testing is required by·the company~ Additionally, 
employers must insure that DOT'urine specimens are collected 
in accordance with the provisions outlined in 49 CFR Part 40 
and that a separate specimen ·coll:ed~~-~1F'process -including a 
separate act of·-urination is used''"to·· obtairt'·specimens for 
company testing programs.· · · ·:..:, · · ·,... · · · · 

. ·; -· ·- . ·-



Q. Should lab conduct test for 5 drugs even if Drug Testing 
Custody and Control Form (DTCCF) fails to indicate what tests 
are to be performed? 

A. As you stated in your correspondence, 49 CFR Part 40 
indicates that DOT agency drug testing programs require that 
employers test for marijuana, cocaine, opiates, amphetamines, 
and phencyclidine (§40.21). All DOT specimens, therefore, 
must be tested for ·the above five categories of drugs even· if .. 
the accompanying drug testing custody and control form fails 
to indicate this. · · ·· 

While the Department does not view this type of :collection 
site error to be a fatal flaw, it, ·nevertheless, jeopardizes 
the integrity of the entire collection process and could lead 
the way to a challenge and subsequent third party review. I 
would strongly recommend, in cases like this, that you 
contact the collection site and address these errors with the 
site supervisor in the hope of preventing future mistakes. 



S40.23 PREPARATION FOR TESTING 

Q. Is collector's signature required on chain of custody section 
of Drug Testing Custody and Control Form (DTCCF)? 

A. The collector's signature is required in both the "received 
by" and the "released by" spaces in Step VII of the drug 
testing custody and control form. 49 CFR Part 40. 
(§40.23(a)(l) (viii)) specifies that the form shall provide-" 
both "received by" and "released by" entries of the 
collector's signature and printed names. Combining of these 
entries is not authorized by the. rule. 



Q. Does regulation require the Drug Testing Custody and Control 
Form (DTCCF) to have a pre-printed specimen ID ·number? 

A. Section 40.23 of 49 CFR Part 40 does require use of drug 
testing custody and control form that has a unique pre-
printed specimen identification number on.all copies of the 
form. The label on the specimen bottle must also bear the 
same specimen identification number as that on the custody 
and control form accompanying the specimen. There is no 
absolute requirement that-the specimen identification number 
on the bottle label be pre-printed. It·is acceptable 
practice for the·specimen identification number to be 
recorded or _ entered on the bottle label by the collection --
site personnel. However, the use of a pre-printed bottle .---
label is greatly recommended to decrease-the risk of·an error 
in the recording of the·-correct· speci'men-'identification 
number. If·the specimen identification number on the bottle 
and on the custody and control form do not match, the 
specimen's chain of custody is· broken and the • specimen is 
invalid. 

. :--: ' 
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Q. Can Drug Testing Custody and Control Form (DTCCF) be used for 
non-DOT tests? 

A., I have received your inquiry concerning the use of a drug·· 
testing custody and control form as prescribed in 49 CFR Part 
40 for drug testing conducted outside of the Department of 
Transportation's (DOT) authority. The Department's concern. · 
continues to be that employee drug testing conducted under 
local, state or private authority should not be represented._ 
to the employee as being federally mandated or required. The 
use of __ the custody and central form required under 49 CFR 
Part 40 conveys that the.testing ia being conducted in 
accordance with applicable federal regulations. ---· 

As you know the Department has formed a working group from-
selected NIDA laboratories and collection facilities. This 
working group's objective is to achieve further 
standardization and applicability of custody and control 
forms currently in use for DOT mandated testing. The issue 
of general use of the form for any drug testing conducted 
using DOT procedures as outlined in 49 CFR Part 40 will also 
be discussed. Thus, I am deferring any approval or comment··-
on modifications of the custody and control forms until the 
working group is convened in October 1991. 

In the interim, we recommend that employers use custody and 
control forms that make no reference to federal regulation 
for testing conducted outside of the DOT mandated 
requirements. Thank you for your patience and cooperation as 
we work through these issues related to transportation 
workplace drug testing. 



Q. Is collection of blood authorized?/Can blood specimen be 
supported by Drug Testing Custody and Control Form (DTCCF)?/ 
Can blood test results be used to take DOT required 
administrative actions? 

A. 49 CFR Part 40 (54 FR 49854), Procedures for Transportation 
Workplace Drug Testing Programs: Final Rule, December 1, 
1989, sets forth the guidelines for employers who must 
conduct urine testing programs under regulations issued by 
the various agencies of the Department of Transportation. 49-
CFR Parts 391 and 394 (53 FR 47134), Controlled Substances 
Testing; Final Rule, November 21, 1988, provide the 
~equirements for testing within the Federal Highway 
Administration. · · 

Neither of the above references auth6rizes the collection of--
blood for drug testing under Department of Transportation 
(DOT) authority. Therefore, while a company, under its own 
authority, may require a blood specimen to be collected and 
tested for drugs and/or alcohol under certain circumstances, 
it is not acceptable for the company required blood specimen 
to be supported by the same custody and control form that 
accompanies a DOT required urine specimen. 

If a urine specimen for a DOT reasonable cause test is 
rejected for testing at the laboratory, results from a blood 
specimen collected in accordance with a company policy could 
be used to take action against an employee depending upon the 
drug testing policy established by that company. Under no 
circumstances, however, can the results of the blood test be 
used to take administrative or disciplinary action against an 
employee using DOT authority for the reasons cited above. 



Q. 

A. 

Is collector required to sign initial shipping container_~ 
label? 

Sections 40.23(c) and 40.25(h) of 49 CFR Part 40 describe the 
requirements for packaging the specimen and custody and 
control form in preparation for shipment to the laboratory. 
Section 40.23(c) states that the shipping container must be 
sealed and initialed to prevent undetected tampering. 
Section 40.25(h) states that the collection site person shall 
sign and enter the date specimens were sealed in the shipping 
containers for shipment. The Department has determined that 
initialing and dating of the seal by the collection site 
person is sufficient to meet the intent of the regulation. 



Q. 

A. 

=-

How and. ,to whom .. are . Drug Tes,ting Custody and Control Forms 
(DTCCFs) distributed? 

The only acceptable procedures for the handling of the 
custody and control form as specified in 49 CFR Part 40 (§ · 
40.23 (a)) are as follows: copy 1 and 2 must accompany the 
urine specimen in a sealed container to the laboratory; copy 
3 (MRO) must be sent from the collection site directly to .·the 
physician (MRO); copy 4, is given, to the donor at the 
collection site; copy 5 is retained by the collection site~--
personnel; and. copy 6 is provided· .to the employer 
represen-tati;v-e. It is unacceptable for the MRO copy of the ": 
form to accompany-the urine specimen either.- to,the-laboratory-
or to the MRO. Clearly the intent-of the regulation is for. 
the urine. specimen. and copy 1 and 2 of. the-- cus-.tody and -, 
control form .. to, be sent directly from the--collection .. site to 
the laboratory, and the MRO copy (3) of the custody and 
control form to be sent directly to the physician. There is 
no need to maintain a chain of custody tracking the handling 
of the sealed shipping container or the MRO copy of the form~ 



Q. 

A. 

L 

Should specimen be rejected by lab if donor identifying 
information is erroneously provided? 

The intent of the DOT procedures (49 CFR Part 40 §40.23 
(a)(6)) is to limit the amount of personal identifying 
information that is recorded on the specimen bottle and those -
copies of the drug testing custody and control form that 
accompany the specimen bottle to· the laboratory. The rule ~-
only requires that- a donor initial the specimen bottle label/ 
seal and provide a social security number or employee 
identification number to be·-, recorded on the laboratory copies ... · 
of the drug. testing custody and control form. The rule doe&", 
not allow for additional. ,personal_, information to be provided,:.:. 
to the laboratory. In. fact, the intent, was -to prevent the-· 
donor's identity.from-being routinely disclosed to 
the laboratory .... --) .L( . . · • ,-, ... ·-

It was never intended, however,. that the inadvertent~ 
erroneous disclosure of the. donor's identity (i.e. name or~-
signature) on-the specimen bottle or laboratory copies of the 
drug testing. custody and·. control form)d,>evjustification, in-
and of itself, for a laboratory to reject the specimen for.· 
testing or for a medical review officer to invalidate the· 
test results. Furthermore, all accessioning procedures at--
laboratories certified by the National Institute of Drug 
Abuse require that specimens be identified by specimen 
identification number, donor identification number, and 
laboratory accession number only. Even though laboratory 
accessioning personnel may have access to a donor's name in· 
these cases, the analytical personnel will not. Therefore, 
the donor's identity is still protected during the actual 
testing process. 



Q. Must collector provide real. name .. on collector certification 
section of Drug Testing Custody and Control Form (DTCCF)? 

A. The intent of the DOT drug testing custody and control form ·, 
is to provide complete documentation of the specimen 
collection process including the name of the collector and 
the location of the collection site. The collection site -
person who receives the urine specimen from the donor should 
be identified by~ on the·block specifying "collector's 
name". Use of a "code name", collector I.D. number, or·other 
substitution for the collector's name.is not acceptable. The. 
collector's name should be·the same a-s,that appearing on-the, 
identification each collector is required-to make available 
to the donor, if so requested. 

: _ .. ' .._ 
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Q. Are middle names required on Drug Testing Custody and Control 
Form (DTCCF)? 

A. This letter responds to your recent inquiry concerning 
Department of Transportation (DOT) drug testing procedures. 
Section 40.25(a) of 49 CFR Part 40, Procedures for 
Transportation Workplace Drug Testing Programs, specifies 
that the custody and control form used to document DOT 
mandated drug testing shall provide space for collector, 
donor, and laboratory certifying scientist·names and 
signatures. The regulation does not spe·cify that a middle --
name must be used. The intent of the regulation is to 
provide for the identification of the person(s) signing the 
certification statements. The use of supplemental 
instructions on the custody and control form (e.g. further 
defining name to include first, middle, last), does not 
impact on the security, identification or integrity of the 
urine specimen and should not be used as a basis for 
invalidating the specimen results. 



Q. Is MBQ. name required on Drug Testing Custody and Control FornL 
(DTCCF)?/Can MRO company~ be used instead? 

A. The regulation, 49 CFR Part 40.23(a)(i)(iv), specifies that~-
the form must have a block that would accommodate the MRO's _ 
name and address. The laboratory that does the test must 
know where to send the test result. The donor has the right 
to know who will be doing the verification of the laboratory 
result. 

Having stated the above, it is the in1::~rpretation of this._ 
office that a specific physician's name_and address should 
appear on the form. If that physician does not p~rform the 
MRO functions himself/herself-, the clinic or :t,!RO service 
should have documentation of physicians.who ·are authorized to 
conduct MRO functions on behalf of the named MRO. It is 
always the employer's responsibility to designate a 
physician(s) to perform the MRO duties. 



S40.25 SPECIMEN COLLECTION-PROCEDURES 

Q. Is collector's~ required on Drug Testing Custody and 
Control Form (DTCCF)? 

A. Pursuant to 49 C.F.R. Part 40, the collector's name and 
certification are required as part of the collection process 
( §40. 25). This is necessary to ensure the integrity of the·-= 
testing process and to initiate the chain of custody. It-~:is.:.:z 
'the Department's position that an individual submitting_to2 
testing under this rule shall have~ reciprocal right to know 
the coll"ector' s name and to see· the_ Colle·ctor' s work 
identification ( §40. 25 ( f) ( 271} ~- µ,.y collection site whichce 
deviates from this process wil"l be violating.the rule. . . . .. , . . . ;_ : --~ , 

-· ,: 
:!•;·;-:-
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Q. Are split sample collections authorized? 

A. The Department's final rule issued December 1, 1989, 49 CFR 
Part 40, Procedures for Transportation Workplace Drug Testing 
Programs does permit the use of "split sample" procedures. 
In a split sample procedure, a sufficient volume of urine is 
collected so that it may be divided into two specimens (the 
first containing at least 60 ml of urine, the "split" 
containing the remainder). If the first specimen is 
positive, the split specimen may be analyzed at another _ 
Department of Health and Human Services certified laboratory; 

The use of split specimen procedures is .entirely voluntary_on 
the part of the employer. The Department does not believe· 
that split samples should be requ,ired. Given.the stringent· 
safeguards embodied in the DOT drug,.testing procedures, the 
extra- costs and administrative burdens of. a split ~ample 
system would be unlikely to provide significant. additional 
necessary protection for.employees. If employers wish to use 
a split sample approach, the DOT rule permits them to do so. 
It is, however 1. employer, not_ an empioyee .. d~cision. 

·._.,_:_;:...:: 
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Q. 

A. 

May donors be required to strip, wear a hospital gown, or 
empty pockets? 

The Department's procedures for transportation workplace drug 
testing programs contained in 49 CFR Part 40, December 1, 
1989, §40.25(f)(4) states: "The collection site person shall 
ask the individual to remove any unnecessary outer garments 
such as a coat or jacket that might conceal items or ·· 
substances that could be used to tamper with or adulterate 
the individual's urine specimen. The collection site person 
shall ensure that all personal belongings such as a purse or_: 
briefcase remain with the outer garments. The individual may 
J:"etain his or her wallet." (emphasis added) 

While it is clea£that.the rule does allow for collectors to 
request that donors remove unnecessary outer garments in 
order to insure the integrity of the col~ection, the rule 
does not authorize collectors to require or request that 
donors remove other garments as well, e.g. shirts, blouses, 
pants, or skirts, thereby insuring a modicum of privacy and 
reducing potential embarrassment. Additionally, donors may 
not be required or requested to wear, hospital or .. examination 
gowns when providing a specimen. . · · · __ . 

There is an exception to the above! The·. D~pa;-tment has 
determined that if. a urin_~ sp~c_imeri is· beihg collected as 
part of a DOT required phy·s.ical examinatio!l in which an 
individual is required to_disrobe and wear a hospital or 
examination gown, the collection may.pe completed with the 
donor so attired. " 

It should also be noted that if a collection site person, 
during the course of a collection procedure, notices an 
unusual indicator that an individual may attempt to tamper 
with or adulterate a.specimen as evidenced by a bulging or 
overstuffed pocket for example, the collector may request 
that the donor empty·_ his or her p9ckets, display the i terns, 
and explain the need for them during the collection. This 
procedure may be done only when individualized suspicion 
exists that an individual may be about to tamper with or 
adulterate a specimen. Otherwise, requiring donors to empty 
their pockets as a common practice is also prohibited under 
the current rules. 



Q. What if a donor is physically unable .:t.Q. provides., specimen? 

A. The Department's procedures in 49 CFR Part 40 do not address 
the circumstance of individuals physically unable to provide 
a urine specimen except in §40.25 (f)(l0)(i)(C). Specific 
documentation of the individual's medical condition, 
including the fact that he/she is unable to provide a urine 
specimen should be obtained and furnished to the employer~-
The Medical Review Officer (MRO) should, after a thorough_ 
evaluation of the individual's circumstance, notify the 
employer that the individual cannot p::rovide a urine specimen ... -

: r. 

..... 1 
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Q. Please clarify donor identifying information requirements on_ 
the Drug Testing Custody and Control Form (DTCCF). 

A. In accordance with 49 CFR Part 40 (54 FR 49854) Section 
40.25(f)(20), the donor/employee is required to initial the-
specimen bottle seal/label. The employee/donor's 
identification number or SSN is to be provided on the custody 
and control farm and may be included on the specimen bott.l,.e._-
seal /label. Other donor· identification· (i.e.·; name, 
signature) should not be provided on the copies of the 
custody and control form that acc-ompany the specimen to•the" 
laboratory. However; disclosure"of·thedonor's·name/ 
signature does not, in and·of itself, require that the 
specimen be rejected for testi'ng by'.the<--laboratory. 

:' ·--;. f:,_ C ... r, ·,:·. '··-: t ~. ·:·~..: 
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Q. Is a consent form authorized? 

A. 49 CFR Part 40, §40.25 (f)(22)(ii) addresses this issue and 
has not been changed since its publication in the Federal 
Register on December 1, 1989. Specifically, it states, "When 
specified by DOT agency regulation or required by the 
collection site (other than an employer site) or by the 
laboratory, the employee may be required to sign a consent or-__· 
release form authorizing the collection of the specimen, 
analysis of the specimen for designated controlled 
substances, and release of the resuLt.s to the employer. " The --
purpose of., this statement i.s .to allow collection sites or.~· 
.taborato;-j.es,. under th~i,r,,own accord, .. or wheil. required by __ a · .. ,-= 
DOT agency regu.lation to utilize. cpnsent .pr. release at.-
information forms for the collection, analysis, and release. 
of specimen results to the employer. §40.25 (f)(22)(ii) 
continues, "The employee may not be required to waive 
liability with respect to negligence on the part of any 
person participating in the collection, handling or analysis 
of the specimen or to indemnify any person.for the negligence 
of others." The intent of this statement is to prevent 
anyone who participates in either the collection, handling, 
or analysis of the specimen to have the employee exempt them 
from liability arising from their actions. This pertains.not 
only to collection site and laboratory personnel, but also to 
Medical Review Officers, their staff, if applicable and to 
the employer. 



L 
Q. In a shy bladder situation, may a donor leave the collection 

site? 

A. The rules with respect to collections seek to accomplish two 
purposes. First, there is an attempt to make the initial 
effort at collection successful, both with respect to 
obtaining the specimen and ensuring to the extent possible 
that it is a valid specimen. Second, recognizing that a 
fall-back position may sometimes be necessary, the rule 
allows reasonable employer discretion in dealing with 
exceptional cases so as to ease overall logistical burdens 
associated with drug testing. 

To accomplish the first purpose, the random test is ordered 
on short notice, with notification given only so far in 
advance as is necessary to ensure the employee's appearance 
at the time and place set for collection. This means that 
the donor's ability to escape providing a specimen, or to 
prepare for the collection by obtaining a substitute specimen 
or by abstaining from drug use to avoid detection, is 
limited. The donor is required to wash his hands and remove 
bulky outer garments. The donor is then requested to provide 
a specimen. If the donor is unable to provide a specimen 
initially, fluids are provided, with the dual objectives of 
assisting the willing donor and encouraging the unwilling 
donor. There is no indication in the rules that the employee 
may be excused during this period. Only "[i]f the employee 
is still unable to provide a complete specimen"·do additional 
procedures come into play. 

Once administering fluids has failed to produce sufficient 
urine, then alternatives are available for the random testing 
situation. They consist of having the employee "remain at 
the collection site and continue to consume quantities of 
fluids until the specimen has been provided (up to 8 hours 
from inception of the collection]" [emphasis supplied] .Q.;._ 
discontinue the collection and conduct a subsequent 
collection at a later time. Section 219.703 of the FRA rule 
explains that the "later time' would be immediatly on 
expiration of statutory rest or within 30 days on an 
unannounced basis. 

Within this context, sending the employee away from the 
collection site during pendency of a collection would 
obviously have no ill effects with respect to employees who 
do not use drugs. However, the drug abuser might be 
encouraged to evade detection. The abuser can do this by 
"holding" his urine, by finding a clean urine, or by 
manufacturing some other kind of problem that will sane•• 
an excuse not to complete the procedure. 



The principal risk is that the drug abuser may continue to~-
feign inability to provide a specimen by deliberate urine 
retention. He will be aided by being able to relive his 
bladder (unless continuously supervised) and also by not 
receiving fluids while away from the collection site. This .. ·. 
will see the unwilling donor through the initial phase· of the .. ,· 
collection process safely. (To the extent the railroad does 
not employ the 8-hour alternative, the drug abuser will 
defeat the intended "short notice" character of the random.= 
test by having the procedure interrupted until another day' 
when he may be able to abstain, manufacture an excuse, or~~ 
produce a substitute specimen. To the extent the railroad 
does intend to use the 8-hour alternative and no specimen "isx-, 
E5"rovided, the employee may later contend that the intent of.:' 
the rule was defeated since fluids were not being -. --
administered during the entire 8-hour period. 

Second, the abuser may attempt to rig the test. We believe-
that the short-notice character of random tests reduce 
significantly the likelihood that abusers will substitute 
"clean" urine or adulterate the specimen. But allowing the --" 
employee to return to the general work environment may offer~· 
a fresh opportunity to access substitute specimens and/or 
adulterants (e.g., to access materials in grips, automobiles 
or lockers ) . Certainly the collection procedure limit to .. an:~ 
extent the degree to which any such efforts may be successful 
(e.g., hand washing, temperature check, bar on bulky outer 
garments, etc.). Nevertheless, we know that in the absence 
of direct observation some degree of risk exists that a 
specimen may be substituted or adulterated without detection. 
Allowing the employee to return to the work environment 
increases that risk. 

Third, the drug abuser may find a way to create a "family or 
medical emergency" or other crisis to avoid testing. 
Granted, the railroad can and will require documentation of 
any emergency and may discern the genesis of other ploys, as. · 
well. However, there is some increase in risk here. 

As you can see from this discussion, our understanding of __ the 
rule is that it effectively require that the employee remain 
at the collection site (or at least remain under continuous· 
supervision with fluids made available) during the entire 
collection procedure on that day. It could be argued that a 
dispatcher who remains under continuous supervision and has 
fluids available to him at his station has remained at the 
collection site for all intents and purposes, where the 
collection is on premises. It would be up to the railroad to. 
prove the factual predicates for the argument. I think it~ 
would be difficult to contend, however, that an employee 
preforming general yard or local service is remain[ing) at 
the collection site" or is otherwise closely supervised: and-
clearly the purpose behind close supervision and 
Administration of fluids would be substantially defeated. 



Q. Please address the issue of low specific gravity/creatinine. 

A. The DOT drug testing procedures rule, 49 CFR Part 40, 
addresses the issue of creatinine and specific gravity levels 
in urine specimens only in the context.of the employee's 
(donor's) right to privacy during .collection of .. a urine 
specimen [see §40.25 (e)(2)(ii)]. If the last specimen 
provided by the employee was determined. by .. the• laboratory to · 
have a specific gravity of less than 1.003 and a creatinina..~ 
concentration below .2g/L,. the donor may lose his/her right:-: 
to privacy during any subsequent._ urine collection. There is;;,: 
no authority under the rule.- for .. an· MRO to cancel a test. 
result based on. creatinine::c and. specific: gravity, -levels. The 
MRO may, however, inf arm the employer when" specif.ici.-.gravi ty 
and crea tinine levels .. are'., below, l . 0 03,. and .... ;).g./"4-: reapecti vely, 
so that. subsequent col.lections.:..may,_be conducted:0 under direct•· 
observation. It is the responsibility of the employer 
representative or collection site supervisor ... ti;:,. .determine .... ,. 
when a direct observation. collect.ion. is-. w~rran;ted. A second .. 
specimen (under direct observa~ion) mus.t.,..p~c:.~9llected as soon 
as possible when the .donor.-has pr.esen.teq. 1 a,.-,s-pecimen that. 
falls outside the designated temp~rature range, or the .. 
collector observes donor behavior clearly indicating an 
attempt to adulterate or substitute the specimen. 

• ..... ,:~ ,-, .. , J • iw-, rrr .·~ j , .. .,..... •• , ..... _.,. : - - t ·:..:. .-

These adulteratiqn test:s.:,~~µ.. be.:i;µn,-by: 1:he contra.cted NIDA 
certified laboratory used by~the employerr Collection 
procedures are clearly detailed in the rule and do not 
contemplate such .. testing...,occurrill,g,.at_ the-. collection site.-
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Q. Is donor presence required when collector prepares specimen 
for shipment? 

A. Your letter implies that the governing ~eg~lation, 49 CFR-
Part 40, should be "clarified" to indicate.that the seal on~ 
the shipping container. mu.st be affixed in the presence of:::.the < 
donor. 

-- ,?rt<i):-
The tamperproof seal placed on _the·_-specimen battle.,must .be;;; --'"::'.:.: 
affixed in the presence of the donor but the regulation is.:s<, .:..~_-,~-
clear that the donor does not have to be present when the-"-' ---'":~:. 
specimens are .. prepare_d f9r..shipI11ent to the. laboratory._. Th:~,'. ~-
collection site person .is .tha .qnly person required to sign._;::or:::·· ·· ''::':~:-
initial. the seal on the shi~t 0container.. In fa,ct, the--::- · 
rule allows the .use of sbip!nent cont_ainers that accommodates~-
mul tiple specimen bottles.~,~ _ It,···wou.ld be. impQ.ssibl.e .. to ,.have,000 

more than one donor wi.tness .. -tlie, . .J:ieal.ing of -their specimen·· 
bottles in one shipment container when collectors are 
restricted by rule to administer to onl.y;one donor .. at a time~ 

- -~ : '. :. !_ •.r ~- --~ "..~rl :_ 
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Q. What should donors do if specimen collection procedures are· 
not being followed? 

A. Under DOT agency regulations, the employer is responsible for.::.:: 
ensuring that specimens are collected inaccordancewith 49· 
CFR Part 40 •. 

If the employees subject- to .DOT-.-mandated d:cug. testing. 
regulations... believe that, .collection procedures are not being··· 
followed as prescribed in 49 CFR Part·40, they should so· 
inform the employer. IL.the empl.oyer does not .respond to :the:· 
complaints• and take appropriate correc.tii-ve actions, .. the 
employees.may seek resolution of their complaints by DOT. 
agency, -that· has • regulatory authority,-; 9ver the- employer. 
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Q. In a post-accident situation requiring both a company test 
and a DOT test, which should be collected first? 

A. In a post-accident situation in which drug/alcohol testing is 
required under company authority or policy, and a DOT 
mandated drug test is required, the DOT urine specimen must-
be collected first, and the "company" urine specimen 
collected from a subsequent void. 

: : - .- 'I" - ' • , • ~. 
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L Q. 

A. 

Is failure to check the temperature box on the Drug Testing.· 
Custody and Control Form (DTCCF) considered a fatal flaw? 

In accordance with 49 CFR Part 40 (54 FR 49854) Section 
40. 29 ,· the collector is to· check the temperature of the 
specimen, to ensure the integrity of the specimen, and the 
fact that it was checked should be marked appropriately on-
the custody and control form. Inadvertently ill2:t. marking:the 
temperature taken box, in and of itself, does not constitute 
a "fatal flaw" in the DOT chain of custody process . 

. _ . ! ". ' "-' ·' ~J. . ' . :. . 
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Q. Can company fire an employee using a more stringent 
temperature range? 

. . ......... ~- . ·•. -

A. This is in response to your letter concerning******* 
practices with respect to urine samples that are within the---
temperature range---provided for in'the~Department,of 
Transportation's drug testing procedures (49 CFR Part 40) but 
are o~tside the more stringent temperature range provided .. for 
in******* corporate drug testing policy. According to.;.. 
your letter, *****fires-any employee whose urine sample, 
collected in response to DOT requirements, falls into this : 
category. In this· situation,• -*****•·does'-'not complete -the~ 
DOT-mandated drug testing process for the employee, but 
discards the employee's specimen. Your inquiry about whether· 
********* current· procedures,are-~consistent·with DO'l'· rulesI.t-
arises in the· context of the·· di'Smissa1~:, of• an ·employee on--::the ". 
basis that the- temperature ·o·f-thi:snurine·-specimen· did not-' 
register on the temperature measuriil.g."device that *****'·uses. 

• • ;,. • - --- , .. ~- ·-: ]'"""'.,..:0- ;... 

Part 40 requires· the· measurement of··urine",sample temperature··: 
to determine, for purposes· of ·ascertaining when• ·a· directly·· 
observed donation of a specimen·is.-appropriate,·whether there 
is a reason to believe that an individual may have altere<Lor: 
substituted a specimen. Paragraph 40.25 (e)(2) provides as~ follows: ._._;,:t. · -.:. ·.:::,,.-;. •·-'-1, · ,,._, ,-; · _ .... 

·eu 
For purposes, Of· thLs pa-rt-i::· ·the,; fol'l!owi1ig:1 e':ittums'tances· 
are the exclusive· grounds· t:cmrtitY1ting a· reason · -to 
believe that the·· individual' may· alter or substitute ·a 
specimen: ~: ::·. -~:~,-.-.... :_____ -- ,.": .. ,~---· 

( i) The employee ·has· pres:ent:ed a·-· ur.ine ·specimen that 
falls outside·· the norma1··temperat;ure· range (32.5 °-31;·:r 
° C/90.5- 0 99.8F0 ), and~ •'.c, ,· 

{A)· The- empioyee···det:linesL to ·provider a·· measurement: 
of oral body t'emperature;·\:or·•":ro ·,, ,,. ,,, 

( B) Or~li body· temperature- -varies·' by more·: than 1 °· ClB 
° F from the t'emperat:ure- of!!f:he specimen;· ... · ·- · -. 

(iii) The cal1ecti;on· si.te person, fobserves conduct:~ 
clearly and· unequivocal1y -
indicating an-- at:tempt: · t:CJ' substitute or. adulterate the -
sample (e.g., substit:u'te urine in plain view, blue dye 
in specimen presented, etc •• ) (emphasis added) 

Paragraph 40.2S(f}(l2) emphasizes that·the time between 
urination and temperature measurement of the specimen "in no 
case shall exceed 4 minutes." Paragraph·40.2S(f}(l3} 
reiterates the requirement for testing: specimen temperature 
to determine whether it is within the stated range, and 
specifically ties this requirement to S40.2S(e)(2)(i). 

Paragraphs 40.25 (f) (15) and (16) then mandate the 
consequences in a situation in which there is a reason to 
believe that the individual may alter or substitute a 
specimen: 

(15) All specimens suspected of being adulterated shall 
be· forwarded to the laboratory for testing. ___ _ 



(16) Whenever there is a reason to believe that a 
particular individual. has altered or substituted the 
specimen as described in paragraph (e)(2)(i) or (iii) of __ 
this section, a second specimen shall be obtained as -
soon as possible under the direct observation of a 
same gender collection site person. (emphasis added) 

The provisions . of the.•· rule, concerning -the custody and, control-. 
form also refer· to temperature-- measurementr of_ specimens. 
Paragraph 40.23-(aHl)(vii) .provides: for·· 

- A block specifying whet:her~or notr,the· collector ·read· the:'"' 
temperat:ure, within· .4·. minutes,, and· then notation, by, the~,.. 
collector, t:hat::-. the··temper.ature- of.: t:he::specimen just _ 
read is wi thd.rr.. t:he:l range- ·or 32 .• 5-.,. 31}. 1 · p, · Cl 90. 5-·99. ff,'.° F; 
if not within the acceptable range an area is provided 
to record the actual temperature. 

According to your letter, ***** has determined that any 
temperature reading below 96° For above 98° F, more than 
being a reason to believe that an individual "may alter or_ 
substitute a specimen," is conclusive evidence that the 
individual has tampered with the specimen. rt·is our 
understanding that, on the basis of this evidence, ***** then 
fires the individual, declines to.complete the DOT-mandated 
drug test, and discards the urine sample. 

This approach is inconsistent with the Department's rules. 
First, under Part 40, only when a specimen temperature is 
below 90.5° or above 99.8° F does a "reason to believe that 
the individual may alter or substitute the specimen" arise. 
For purposes of "this part" (i.e., all of Part 40, not merely 
§40.25(e)), a reading outside this specified range is the 
"exclusive" ground relating to temperature that constitutes a 
reason so to believe. A reading below 96° F but not below 
90.5° F cannot, under DOT rules, constitute such a reason. 
The only consequence provided under Part 40 of a "reason to 
believe" is a directly observed second test. 

From the temperature measuring device***** uses, according 
to your. letter, you can determine that a specimen temperature 
is below96° F. *****·cannot determine, using the device, 
whether or-not the specimen temperature is bel.ow 90.5° F. 
For this reason,***** cannot know whether or not the only 
"low temperature" reason to believe that an employee may 
alter or-substitute a specimen recognized by Part 40 exists. 

Your letter asserts that a temperature above 90.5° F but 
below 96° F may constitute a "reason to believe" under 
§40.25(e)(2)(iii), as "conduct clearly and unequivocally 
indicating an attempt to substitute or adulterate the 
sample." Leaving aside the issue of whether a reading of a•·-
temperature measurement device constitutes an .. observation of;;:: 
"conduct, " this argument . relies on an · inappropriate reading :: 
of S40.25(e)(2). If.;an·employer is free, under 
§40. 25 (e )( 2) (iii), to use any temperature range it.~choose• to~. 
constitute a "reason to belfiive, " then the . very _specific 



temperature range set forth in §40.25(e)(2)(i) is mere 
surplusage. As a general rule of construction, it is 
incorrect to interpret two related portions of a statute or-· 
regulation so that one loses all significance. The 
Department interprets these two paragraphs to give meaning to. 
both. Paragraph 40.25(e)(2)(i) constitutes the exclusive 
temperature-related ground for determining that there is a 
"reason to believe;" §40.2S(e)(2){iii)· provides for a "reason 
to believe" based on conduct evidenced by-something other 
than a temperature discrepancy. 

Even if, for-sake of argument', an unspecified ·temperature 
somewhere below: 96° F constituted: a ,,"reason to,.believe" 
(whether under §40. 25 ( e) { 2) (i) -or (iii) )·;•, *..._..**• -ensuing 
procedures are contrary to the requi;r.ements •of, Part 40.- When-
a "reason to :believe", exists,: the"'rnl.e •mandates ·-that ,certain 
consequences- follow;. in every-case f! 1 , a eseeonct~speoimen, -'shall . 
be collected under direct observation;"the" sample suspected -
of adulteration shall be ·forwarded· :to -the laboratory. for 
analysis, and the appropriate notations shal:.L;be. made·- on the 
custody and control form;· According, '.tocyour· letter, ***** 
follows none of these requirements. Consequently,******* 
procedures fail to comply with the rule. (We note that the 
manufacturer's instructions for the temperature measuring 
device***** uses state that "Any specimen suspected of 
adulteration should always be forwarded for testing and a. 
second specimen obtained under direct observation." In this 
respect, the manufacturer appears to take Part 40's 
requirements nearer to heart than does*****.) 

Your response would appear to be that at the instant an 
employee submits a sample that falls below 96° F, he ceases 
to be an employee, releasing***** from any obligation to . 
follow DOT rules for the drug testing process with respect to 
his test. A legal fiction is a solemn thing. (When, for 
example, an employee's test occurs at 9-9:30 a.m. and his 
firing occurs at 4:45 p.m., the notion that he becomes an ex-
employee instantaneously upon passing "cold urine" is quite 
clearly fictional.) However solemn, such a fiction does not 
release***** from its obligations under Part 40, which apply 
to "transportation employers conducting .•. drug testing 
programs pursuant to regulations issued by agencies of the -
Department of Transportation" (49 CFR §40.1). Part 40 
requires the employer to forward "all specimens suspected of. 
being adulterated" to the laboratory for testing and to 
obtain a second specimen under direct observation "whenever 
there is a reason to believe that a particular individual has 
altered or substituted the specimen" (emphasis added). Part 
40 makes neither of these obligations contingent upon the 
intent of the company to retain the individual as an 
employee. 

Paragraph 40.35(f) does, indeed, refer to "minimum 
precautions to ensure that unadulterated specimens are 
obtained and correctly identified." Two of.the minimum 
precautions are the provisions of S40.25(f)(l5) and (16). 
By declining to follow these two provisions, ******* policy __ 
does not add to, but falls below, the Department's minimum: ,. 



--------- ~~--

requirements. 

As your letter notes, ***** believes that it has developed 
"more reliable test procedures" than those called for by 
§40.25(e)(2)(i) and should be allowed to use them. In this 
regard, ******* position is similar to the views of various 
employers we have heard from in the years since. Part 40 was 
adopted, who "have a better idea" concerning drugs to be . 
tested, cutoff levels, on-site testing, or other aspects of:, 
testing procedures •.. Often, as in this case,, the employer's 
"better idea" was a practice that it had in place -before Part·-_ 
40 took effect. 

Our,. reply in .-:,such,, situations, is. straight£ orward: employers . 
may use procedures of· their.·· choice for: their- own, separate · 
testing programs-. For. -.testing,, conducted·,· under- -:-DOT rules, 
compliance with those,- rules, as written,,- is required~ ****,.. 
may petition the Department, under.-the,pi:ocedurea-of.49 CFR-
Part 5 , to amend .... the -rul.ea, ,to incorporate- any . . " better. ,ideas" 
that***** supports. DOT would consider.- such a. request· 
based on all relevant information, including information 
***** chose to submit concerning the merits of the 
temperature measurement method***** prefers to use. 

The General Counsel's office of the Department of 
Transportation concurs with this response. I ·- hope the 
information we have provided you is helpful. 



--------·----- --·---- -... ~--

Q. What are collection site requirements? 

A. The Department's procedures for transportation workplace drug 
testing programs contained in 49 CFR Part 40, December 1, 
1989, §40.25(a)-(b) outlines employer requirements for 
designating.and maintaining the security of collection sites. 
To summarize the contents of this section, a collection site 
must at a minimum provide: 

(1) an enclosure where privacy for urination is_ 
possible. 

(2) a toilet for urination (unless a single use, 
disposable container is used.with sufficient capacity to_ 

. contain the entire void.. ". ·-
( 3) a source of water for washing hands. 
(4) a suitable.writing surface. for.completing the-

required paperwork (drug testing_custody_and.control.form). 
( 5) restricted access . so- tha.t the site.-:i,s,_.~ecure _, 

during collection. . ... _, , _..., .,,.-, · · ·· 

Any facility, to include. a physician' s .. office, that meets. the 
above minimum requirements. may be used .. as .. a collection site 
for DOT required drug tests., , I,..sho:uJ.9- emphasize tha~. it :is,..;:. 
the employer's responsibility to not·only,designate and. · 
ensure collection sites meet these minimum requirements but 
also to ensure that collection site personnel at these 
locations are properly trained and/or qualified to collect 
urine specimens in accordance.. wj.th the prov:4"si.ons. outlined in 
49 CPR Part 40. . 



S40.29 LABORATORY ANALYSIS PROCEDURES 

Q. Explain the requiremen_ts for monthly, lab summaries. 

A. Section 4 0 . 2 9 (.g) ( 6 ) of 4 9 CFR Part 4 0 requires each 
laboratory to "provide the employer official responsible for 
coordination of the drug testing program a monthly 
statistical summary of urinalysis..testing of the~employer's 
employees . " · 

The above reference also contains the following.information: 
"Monthly reports shall not include data from which it is .. 
reasonably likely that.information about individuals' tests 
can be readily inferred. If necessary, in order to prevent 
the disclosure of such data, the laboratory shall not send a 
report until data are sufficiently· aggregated to make such an 
inference unlikely. In any month.in which a report is 
withheld for this reason, the laboratory will so inform the 
employer in writing." 

Further, the Department .. has held. that,. d~+'.ip.,g'ci a month in whl'ch 
there was. ,".no acti.vity_•:,J;.ne laboratory ;i.s_J;til,.J.,, Fequired to_ 
inform t;ne ernploy1;3r, . in .. ),riti,n,g, ,gt;~ ,~he_ :9'3g_~t~ ve activity. 
This provision is currently necessary to assist federal 
auditors during inspections of employers that are required by 
an Operating Administration to conduct a drug testing 
program. Unless the auditor has a complete month by month 
history and record of drug testing results from a laboratory, 
there is nothing to preclude an employer, for example, from 
destroying a monthly summary that does contain a confirmed 
positive result and claim that there simply was no activity 
during the month. This, of course, would allow the company 
to continue to use that individual in a safety-sensitive 
function with no evidence that there was a.confirmed positive 
drug test result. In effect, the negative lab report serves 
as an important check and balance used by auditors in their 
compliance and enforcement efforts. 

While the Department recognizes that the possibility does 
exist that a laboratory could potentially be monitoring an 
employer which it may have lost to another laboratory, the 
benefits of requiring the monthly summary, even in the face 
of a "no activity" report, far outweigh this concern. 



Q. May lab· transmit:'·-results to·MRO'· usiriq fax of copy 2 of Drug -
Testing Custody and Control Form (DTCCF)? 

A. Laboratory test results may be provided· to the medical review 
officer (MRO) via facsimile transmission of the custody and 
control form. However, the "true copy" of the custody and 
control form must also be sent to the MRO. The purpose of-
permitting facsimile transmission of · the custody· -and· ·control 
form is to facilitate a quicker- administrative review of test-
results by the MRO. The MRO may complete verification of a , 
negative result based on the' facsimile of>the custody and .. 
control form-r however; the'veri:fication of'a posi·t·ive· result-::... 
cannot be ·completed· until 1·the' i,..true copy" of the custody and--:' 
control form bearing the original signature of the 
laboratory'·s· certifying scientist' 'is ·received·-·by•. the MRO • 
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Q. can lab .. oertifying> scientist use- a "signature stamp"? 

A. In accordance with 49 CFR Part 40 (54 FR 49854) Section 
40.29, paragraph (g}(S) "in the case of a report positive -for 
drug use, shall be signed (after the required certification--
block) by the individual responsible for day-to-day 
management of the drug testing laboratory or the- individual .. 
responsible for- attesting ·to the va,lidity of the test · 
reports... . " · 

In accordance with 49-' CFR Part· 40 "'(54 FR 49854)· Section ·"'''°' 
AO. 29, paragraph ( g) ( 3) '"Before, any- te-st,.. result:;· is reported:::: :~. 
(the results of initial tests ,---confirmatory: tests, or· quality-_-~ -·-· 
control data), it should be reviewed and·the'test' certified· 
as an accurate report by.,. the-· ·respons'ible · ind·ividual-'. " Th'e -: · 
Department'·s opinion -is! ,that negative reports· mu·at'·be - · · .. 
reviewed and the· test· certified ·as'.:.·an~,accurate ,report' ··by the 
laboratory's responsible-: individual:.:.·· This certification ca~· 
be accomplished by a· signature· or a signature .. stamp··with 
initials on the custody· and control,·fornu.1::1.1., .; , · 

... ·. _.- ,, : ;., . 
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Q. Does regulation require lab "batch reporting" of drug test·· 
results? 

A. The laboratory may report results to the MRO as soon as the-
results have been reviewed by the appropriate laboratory 
personnel. There is no requirement for "batch reporting," or:: 
reporting simultaneous1y·a11·results for-specimens received 
in a given shipment~ Nor does 49 CFR 40 require "batch 
reporting" of results by the MRO to the employer. While, the.c-: 
practice of reporting negative results before positive 
results have been verified, may lead to an employer making= 
premature assumptions about a particular test result, the·=· 
rule provides no authority foran employer to take any 
adverse action against an employee whose test result is-
pending. The differences in reporting time of test results.-
may be due to a variety of circumstances including laboratory 
processing time, MRO administrative review processes for 
negatives, or the verification process for positives. 



Q. Is lab required to send results directly~ the MRO? 

A. With regards to the routing of laboratory test results, 49 
CFR Part 40.29 (g}(4) states: The laboratory may transmit 
results to the Medical Review Officer by various electronic 
means ... in a manner designed to ensure confidentiality of the 
information ... The laboratory and the employer must ensure the 
security of the data transmission and limit access to any 
data transmission, storage, and retrieval system. § 40.29-
(g)(S) further explain~: The laboratory shall send only to· 
the Medical Review Officer the original or a certified true 

-copy of the drug testing cµstody and control form (part 2) ••• 
. ' ··-' · :. : ._. :.._ L'; · • . , ; ; • I I I .: i.,.. , • 

Regarding the Medical Review Officer review process of 
positive test results~- §'"40.33 '(pt(3r·states: The role of"· 
the Medical Review Officer is .. tii ':review and interpret' 
confirmed positive test results obtained through the 
employer's testing program. In § 40.33 (c)(2): The 
MRO shall contact the individual directly, on a confidential 
basis, to determine whether the employee wishes to discuss 
the test-result. A staff person under the MRO's supervision 
may make the initial contact:, and a medically licensed or~ 
certified staff person may gather information from the 
employee. 

The duties of the MRO with respect to reviewing negative 
results are administrative. This administrative review 
should include a review of the drug testing custody and 
control form to substantiate that the reported negative 
result is correctly identified with the donor and to ensure 
that the form is complete and sufficient on its face. This 
is contained in S 40.33 (a)(l) and (2). Since publication of 
49 CFR Part 40, The Department has allowed for this review to 
be conducted and verified by a staff person under the MRO's 
supervision. 

Given all of the above, it should be clear that the intent of 
the current regulations is that all laboratory test results 
would be sent directly to the MRO. The MRO must make the 
verification determination on positive results and the MRO 
may delegate to a person under his/her direct supervision 
the administrative review of the negative results. 



Q. Does the regulation allow the MRO to disclose to the employer: 
the drug(s) involved in a positive test. 

A. Section 40.29(g)(3) of 49 CFR Part 40, Procedures for 
.Transportation Workplace Drug Testing Programs: Final Rule, 
December 1, 1989 requires MROs to report to employers whether 
the d~ug test was positive or negative. It also allows the 
MRO to report the drug(s) for which there was a positive 
test. 

As you mentioned in your correspondence, 49 CFR Part 391, the 
F~deral Highway Administration's Controlled Substances 
Testing regulation, in §391. 87 (f )_( 5) is more specific and, in"~ 
fact, does require MR.Os to report whether the test finding-
was positive or negative and, if positive, the controlled 
substance(s) identified. 

Since 49 CFR Part 391 requires that this information be 
provided to employers and 49 CFR Part 40 does not prohibit it 
from being disclosed, the provisions of 49 CFR Part 391 
should apply in this case. 

As you know, the Department is currently considering a number 
of modifications to 49 CFR Part 40 procedures. The 
requirements for MRO reporting of drug test results to 
employers are among those items being reviewed. 



S40.31 QUALITY ASSURANCE AND QUALITY CONTROL 

Q. Please explain the timing of blind performance test 
specimens. 

A. 49 CFR Part 40 in Section 40.3l(d) delineates employer anq 
consortia blind per£ ormance test requirements. The intent of -· 
the requirements in 49 CFR Part 40 is·to·test• the - -
laboratory's ability to correctly identify positive and 
negative samples. These samples are· to be: un,identifiable -as-. .::.. 
blind samples by the laboratory. , , --

The regulation does- not specify the-distribution·or the 
timing of the submissionS'· except' to.:. ·stipulate 'in Section··· 
4 O . 31 ( d) ( 2 ) that each "employer shalr submit· three•· blind 
performance test specimens for each 10(1' employee specimens it 
submits, up to a maximum of 100 blind performance test 
specimens submitted per· quarter. " · This is the·. basic· 
requirement. The optimum· program woul.d · be' to even·ly space,, 
the submission of blind"samples, throughout~the period. 



-·---~·-·--·----·----------------·----· ---··----

S40.33 REPORTING AND REVIEW OF RESULTS 

Q. l.When can MRO notify employer of positive druq .test result? 

A. The MRO may not notify the. employer. of a positive test until_ 
he/she has verified the.test as.positive. Verification 
requires that the MRO review the chain. o.f .. custody 
documentation,. contact the. employee, .revi~w any doc_umentation,-
of a legitimate medical. explanation for a positive. test, and=: 
d_etermine. that the positive resultec:l.,.f~1:>m unautho;rized use..:oE. 
a control..led-.,substance.. .-The. MRO; is'. no.t re~j.red .to- delay · e-,>,a, 

verification pending the outcome of the reanalysis or the 
split analysis. Only upon verification shall the MRO notify 
the employer of the positive result, and the employer shall .. 
then remove the employee from the safety-sensitive duties/ 
position. Once having received notice of a verified positive 
from the MRO, the employer shall not delay removal of the 
employee from safety-sensitive duties pending the outcome of~ 
the reanalysis or the split analysis. 



Q. Please explain MRO qualifications. Is certification 
required? 

A. 49 CFR Part 40 ( §40. 33 (·b) ( 1)) states that the MRO shall be a 
licensed physician with knowledge of substance abuse 
disorders. There is no DOT certification program for MRO's; 
nor is there a requirement that physicians complete any 
specialized training for MRO duties. 

'.'i -
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Q. Please explain requests/requirements for reanalysis. 

A. Under the provisions of 49 CFR Part 40, reanalysis/retest of 
the original urine specimen is authorized at the request of·· 
the employee within 72 hours of being notified of the 
positive result. Since the Federal Highway Administration 
drug testing regulation does not extend the time period for= 
requesting a reanalysis of the specimen, the-72 hour limit 
specified in §40 ·• 33 ( e) applies- to commercial motor vehicle~ 
drivers. Any request · fo::ir, specimen reanalysis after 7 2 hours-~ 
is to be at the• direction- of~·;the,-MRQ. 

The Research and Special: Program Administration drug-testing·~ 
regulation ( 49 CFR Part 199 .17) does extend the time period·-· 
for an employee requesting a reanalysis of the urine specimen 
to 60 days. Thus employees tested under the provisions of""49' 
CFR part 199 have 60 days to request a reanalysis. 



\~ 
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Q. Must MRO reports to employers be in writing? 

A. 49 CFR Part 40, Procedures of Transportation Workplace Drug 
Testing Programs does not require the MRO to provide written 
notification to employers of verified drug test results. 
Such written notification, however, is encouraged. 

. ...... --:· 



Q. 

A. 

.. ............:, .·.'·••~ -·-··•· ~::,,u::rns-2-:... 

Can MRO use copy i ~-f, D~g Test'.i.ng Custody and Control Form-
( DTCCF) to report negatives? 

The drug testing laboratory is required to send the original 
or copy of the drug testing custody and control form to the----
medical review officer (MRO). The results of the drug test ---
are to be recorded on the_ custody and .control. form, and in.-
the case of a positive result, the laboratory{ s certifying·· 
scientist must sign the custody and control .. form. , Upon · 
receipt of_the copy of.cthe custodyand..control form from.the.~ 
laboratory, the MRO -shall verify the-- test result ( contacting-:-;-, 
t:he donor if required) and- notif¥ .,the. employer .a£ the MRO.- _ 
decision. - The MRO, however ,-, . .should not provide.-:the. employer-:-· 
with a copy of. the, custody.and, contr.ol form bearing.the 
results_ from the lal;>oa:atory.. Often,, .positive results 
reported by the laboratory are deteDn.i,ned_. by. the. MRO- to.. be ''::.c., 
explained by,. authorized medicaL .use of,. a. subs.tance, ancL t~--
are verified.and reported negative. Employers are not 
permitted to have the laboratory information, only the MRO's 
determination. In the case of verified positive results, the-
MRO may provide the employer with a copy of the custody and· 
control form bearing the laboratory results, so long as 
quantitative levels of the drugs discovered are not provided. 



Q. Please explain MRO review of negative results. 

A. The duties of the MRO with respect to reviewing negative 
urine drug test results are strictly administrative but must 
include a review of the drug testing custody and control form 
prior to releasing the results to the employer. This is 
necessary in order to substantiate that the reported negative 
result is correctly identified with the donor and to ensure 
that the form is complete and sufficient on its face (49 CFR 
Part 40.33(a)(l-2)). While the Department, through 
interpretation, _has permitted the administrative review to ~be_, 
conducted by a staff person !'70rking under the direct . 
supervision of the MRO, the requirement to conduct the review 
in accordance with current regulations remains in effect. · 

• •••. • • - . ! I •" _., 
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Q. Please explain MR0 verification of opiate positives. 

A. The MR0 verification process of any positive laboratory 
report requires several specific actions. These include a 
review of the drug testing custody and control form for 
completeness and accuracy, notifying and providing the donor· 
an opportunity to discuss the results, reviewing the donor's 
medical history and medical records, ·a.'nd investigating o:ther __ .._. 
biomedical factors that may account for the PC?Sitive result.-

The above actions· ·are especially important whe:n.:, °the MRO. is.~ __ 
confronted with an opiate positive, as the result may be-
caused by the use of a legally prescribed medication or an-:· 
ingested sub~tance, such._as poppy seeds .. ,, .. Us~I?,g __ 't;!le aboye . 
steps as a _gu_id~_, t~e MRO -~iX::!:11;, insures :that the _drug ~-~~:t;_,;_ng-
custody and control form is comp).~te and a_<;:curate on its_ 
face. Next,' the. MRO ·notifies the donor."6£ 1_the positive .. test 
result and offers the. individual an opp_qrtuni·ty to discuss 
the results. If the dona+ expressly ~e·c_lines the opportunity 
to discuss the test results, or fails to_contact_the MRO 
within five days after being notif~ed :by_·.a. ~de'sigriate_d,,_ 
employer representative to do so, the MRO__inay verify the 
laboratory __ test .. result as a ·positive. Tn1s includes results-
that are po'sitive for opiates. 

,•,;·,I:... · ,. •·-,.. •i-l{I ·-.·., .,., , ; I:.=.~ _-J..-·1 -~ 

If the donor accepts the_ opportunity:.;,;t;:9: 'discuss_ the results 
with the MRO, the MRO must _review, , any µiedic.al records 
provided by the a·onor t_o determine if __ the_ qpiat~ pqsitive 
resulted from a legall"y pr_escrioed_ medication. · If. the donor 
is unable to p,roduce medical_evidence_and either admits to 
unauthorized use of an opiate or acknowledges using another 
individual's prescribed opiate medication the MRO should also 
verify the res.ult a.s a positive_~ 

• · : • • , ' (; :.. 'r' • ? • , f l . , ; , , - ·, r -· i • 1 1 f. , -

However, if the-d6nor is unable to produce medical evidence, 
denies unauthorized· us'e of an opiate; ·or· denies using another-
individual's medication·~- the MRO must determine that there is 
clinical evidence - in addition to the urine test - of 
unauthorized use of any opium, opia.t:e, or opium derivative 
before verifying· the test result as positive. Examples of 
clinical evidence include recent needle tracks or behavioral 
or psychological signs of acute opiate intoxication or 
withdrawal. Clinical evidence is also required to verify a 
positive opiate result whether or not the donor claims poppy 
seed ingestion as a defense for the positive result. 

As you can see from the brief general discussion above, the~, 
verification process for an opiate positive result can t)e,,. 
very complex and very difficult task for the MRO and should 
be undertaken with a great deal of caution. 



Q. Please clarify the MRO/lab relationship. 

A. 49 CFR part 40.33(b)(2) states: The MRO shall not be an 
employee of the laboratory conducting the drug test unless 
the laboratory establishes a clear separation of functions to·· 
prevent any appearance of a conflict of interest, including-~ 
assuring that the MRO has no responsibility for, and is not 
supervised by or the· supervisor of, any persons who have 
responsibility for the drug testing or quality control 
operations of the laboratory. While. the-.current. rule does.·:. 
not prohibit an employer-employee relationship between·the~ 
laboratory and the MRO, it. is obvious that there must· be.~a-= 
clear separation of functions- between. the MRO· and the .... ;, 
laboratory. 



Q. 

A. 

In wha:t.,situa.tions. can an MRO reopen a verification. 
.;.:.'! ... -~ ?,._-: .•• \.. . . ' . : . ,. 

The provisions of 49 CFR Part 40 specifically permit the 
reopening of a Medical Review Officer's (MRO) verification··of ·: 
a confirmed positive drug test in only one situation (40.33 

· ( c) ( 6) ) . Reopening of an MRO' s verification in other · 
situations is not specifically ~arred or permitted by. 
explicit regulatory language in 49 CFR Part 40. However, it:::: 
is my· understanding that OST __ and C-50 have taken th_e position-.:: 
that once an MRO has verified,. . .a drug. tef:5t.aa.:pQ.Sitive or::: 
negative,. the only circumstance,in--which.the . .verification may---_ 
be reopened is~-in .accordance with .. ,the.~ahove-cit,ed .provision-::.: 
o·f .49 CFR.Part 40. ... - -,::_,,, .. ,.,.,_ ... ;T"-'" .··•· --~-·. 

: • ••• ? ~1'; ... -'=- -
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S40.35 PROTECTION OF EMPLOYEE RECORDS 

Q. Please clarify release of drug test results with/without 
written authorization. 

A. The rules governing release- of employee test results (49 CFR 
Part 40 § 40.35 and 46 CFR Part 16 S-16.380(b)) permit . 
disclosure to persons other than the employee, -employer, or 
decisiorunake.r in a lawsuit or grievance action, only with the 
written authorization of the employee. If.the employee 
authorizes release to.· a trade, association and the association 
intends to release the information to its members, the 
employee authori-zation should.include such provisions. The 
authorization should be an informed consent, in that the 
employee fully understands the intended use·and disclosure of 
the test results . Each test, result: would requ·ire a separate 
authorization. 



Q. Can employees be required to sign release forms for third 
party disclosures? 

A. The intent of 49 CFR.Part 40 (§40.29(g}(3), 40.35 and 40.37} 
is to ensure confidentiality of employee drug test·results.· 
Employees should not be required to sign release or consent·· 
statements for third party disclosure as part of the drug 
testing process. You are correct, however, in your 
interpretation of 40 .-35 that information concerning· the drug 
test may be released by the employer in un-employment or 
workmen's compensation ·proceedings; or··other situations'--in 
~hich the employee-challenges an action taken·by the employer. 
as a result of a drug test. ·I would point out, however:, that.:·: 
the DOT drug testing program does not require· ;employees who 
test positive to be discharged. The rule states,,.·only· that 
employees who··test: positive sha11··not· perform~specified 
sensitive safety·functions. Accordingly, any decision to .. 
discharge an employee who tests positive must be based on 
some grounds independent of the positive test result (an 
employer policy, for example). If a discharged employee 
later asserted, in a claim for unemployment compensation, 
that he had not violated the company rule on drug use, 
information about the results of the drug test could be 
introduced. 



Q. Please explain the release of drug test results for 
unemployment compensation. 

A. The provisions of 49 CFR part 40 (§40.35) do not permit the 
employer, simply on the basis of a claim for unemployment 
compensation being filed, to protest in full from the outset, 
citing the positive drug test, and furnishing all related 
documents. If the employee's dismissal is based on 
misconduct as defined in company policy, and•the~employee 
protests the dismissal_ for_ cause•, the employe1;, may·· introduce 
drug test information,duringthe hearing or appeal process as 
isvidence of violation of· the company policy· prohibiting drug " 
use. 

In accordance-.•with··,49 -CFR-:40~ 35, the:-r•drug'"'testing -laboratory 
may release drug test information, ·to the Illinois Department 
of Employment Security as the -decision.maker in a proceeding~"-
ini tia ted by -or· on behalf of the employee---and arising from a 
certified positive-drug test~ mrug test results may be 
released by the laboratory to the employer at the hearing or --
appeal process, but not at the initial filing for benefits. 
Documentation of the medical review officer's verification of 
a certified laboratory result is available to the employer 
and the employee. 

In the example you provided in your letter, when a drug test 
is conducted by and reported to Company A, Comp~ny B cannot 
obtain or introduce the test results without the written 
consent of the employee. Company A may introduce drug test 
information at the hearing or appeal. In the case of an 
owner-operator, Company A may introduce drug test information 
at the hearing or appeal. 

The DOT regulations do not require that employees who test 
positive be discharged, only that they cannot perform safety-
sensitive functions until again qualified in accordance with 
the applicable provisions of the regulations. Accordingly, 
any decision to discharge an employee who tests positive muat 
be based on some grounds independent of the positive teat 
result (an employer policy, for example). If a discharged 
employee later asserts, in a claim for unemployment 
compensation, that he/she had not violated the company policy 
on drug use, information about the results of a drug teat 
could be introduced by the employer. 
Additionally, the DOT has no opinion on the state's ruling on 
the employee's entitlement to unemployment compensation. 



S40.39 USE OF DBHS CERTIFIED LABORATORIES 

Q. Why use DHHS certified laboratories? 

A. The Department of Transportation (DOT) requires that all drug 
testing mandated under the provisions of its drug testing,_ 
rules must be conducted in NIDA certified laboratories •. The 
DOT decided to require the use of NIDA c~tified .. laboratories 
for drug testing mandated in the regulated industries for .. 
several reasons. Most significantly, the..NIDA standards for.· 
certification and the proficiency testing requirements 
comprise the most stringent laboratory accreditation program_ 
available in analytical forensic toxicology for urine drug· 
testing. Additionally, the NIDA certification program 
provides for standardization of laboratory methodology and 
procedures,. ensuring equal treatment of all specimens 
analyzed. And finally, the use of NIDA certified 
laboratories provides a standard that has withstood the test 
of legal challenges in federal drug testing. The requirement 
to use NIDA certified laboratories is not based on a 
preference for large central laboratories, but rather on the 
reasons cited above. 



MISCELLANEOUS INTERPRETATIONS 

Q. Please explain the 50% random testing rate. 

A. The Department of Transportation drug testing rules require 
employers to conduct random testing at a rate equal to 50 per 
cent of its covered employees. Thus, if an employer has 100 
covered employees, the employer must administer 50 random 
drug tests. As your letter indicates the number of random 
tests is determined by the covered employee population, while 
the number of employees randomly tested varies depending on· 
the random selection process. It is indeed possible that 50 
random tests may be conducted on less than 50 employees, some 
employees being tested two or more times due to the random 
selection of donors. 



t) 

Q. Is use of a consortium to conduct random-:::,testil}.9: allowe4t:~~ -'d . _ 
. . . - - ~-- ... ·~-- ..... 

A. The Department allows and even advocates the use of a 
consor~ium to assist smaller companies in complying with the 
current drug testing regulations. While it is true that in a 
combined employer pool, some employers will have a higher 
percentage of their employees selected for testing than 
others in a given twelve month period, over time this will 
even out. Additionally, the Department believes that the. 
deterrent effect of random drug testing remains as powerful_ 
in a combined employers.pool as it would be in a stand alone 
single company pool. With this in mind, the Department has 
determined that combining employer pools within a consortium-
meets the spirit and intent of the drug testing regulations· 
and.is, therefore, permissible. 

·,.: . .1-:-1";( 

The only exception is with the Federal Aviation 
Administration (FAA) regulated covered employees. The FAA 
rule requires a separate pool for FAA covered employees • 

- ·- ,· .. ..::: . ' : :,._• [. ~- ·- : __ ;. . .:· ... J 
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Q. 

A. 

Can an employer combine DOT and non-DOT random pools? -· .. •. ,_ 

While it would seem to be advantageous for an employer to 
combine all employees into one random testing pool, this move 
could dilute the.number of DOT covered employees who would 
actually be tested. For example, in a pool that is comprised 
of 50 DOT covered employees and 50 non-DOT employees, and 
assuming a testing rate of 50 percent, it is possible that no 
DOT covered employees would be _tested_ (100 employees, 50 
tests, all 50 tests conducted on non-DOT employees). The. 
likelihood of.this happening,._albeit +emote, is possible.., 
under a true random scheme. . On. the other .. hand, keeping -the , 
above two classes of employees .i:n separate pools assures_tha-t: 
at least 25 of the tests conducted by the _comp~ny will .. l:>e·"-
con~ucted: 9rt DO'!' .. ~Ill;l;)lOyees •. , ::..t~.) is:,..·~!J.&~~assu:i;:-anc~;:1?t~. , .... _. 
ultimat:ely·, tµi!I).<:lates that DOT' covered·-employees remain in· · 
separate random pools. 

• ; ... , L. -: \: 
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Q. Can an employer combine employees covered by different 
operating administration rules into a single pool for random 
testing? 

A. The Department has determined that it is, indeed, permissible 
for an employer to combine covered employees·from different 
operating administrations, (e.g. Research and Special ,_ .. _-. 
Programs Administration (RSPA), Coast Guard, and Federa·l 
Highway Administration) into a single selection pool for the'"--
purpose of conducting random drug testing underDOT 
authority. When exercising this option, however, the 
employer must insure that the random testing rate is at-least 
equal to the highest rate required by each' of the ·operating·";: 
administrations . In your particular· case~ '·even though · the · · 
Federal Highway Administration random drug· testing rate for - · 
the initial year is only· 25" percent,'' you must·-1:ast at -- th·e 
higher rate of at least ·so percent required by both the Coast 
Guard and RSPA if you are going to combine al·l three covered 
groups of·employees into a·single pool~ 
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Q. Is it permissible to separate union and non-union employees 
both covered by DOT into stand alone pools? 

A. The Department has determined that it is permissible for an 
employer to separate union and nonunion employees into 
separate pools for the purpose of random drug testing. If_ 
using this approach, the employer must insure that employees 
from each pool are tested at equal rates. For example, if· 
pool "A" consists of 50 nonunion employees and pool "B" 
consists of 50 union employees, the employer must insure, if 
testing is done at a 50 percent rate, that 25 tests are 
conducted annually on employees from each pool. 


