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§ 40.160

49 CFR Subtitle A (10–1–13 Edition)

value, you must cancel the test and direct another collection 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 it, or any
other copy of the CCF containing the
employee’s signature.
(c) If the employee admits to having
adulterated or substituted the specimen, you must, on the same day, write
and sign your own statement of what
the employee told you. You must then
report a refusal to test in accordance
with § 40.163 .
(d) If the employee admits to using a
drug, you must, on the same day, write
and sign your own statement of what
the employee told you. You must then
report that admission to the DER for
appropriate action under DOT Agency
regulations. This test will be reported
as cancelled with the reason noted.
(e) If the employee’s recollection (required at paragraph (a)(5) of this section) results in another invalid result
for the same reason as reported for the
first specimen, as the MRO, you must:
(1) Review the CCF to ensure that
there is documentation that the recollection was directly observed.
(2) If the CCF review indicates that
the recollection was directly observed
as required, document that the employee had another specimen with an
invalid result for the same reason.
(3) Follow the recording and reporting procedures at (a)(4)(i) and (ii) of
this section.
(4) If a negative result is required
(i.e., pre-employment, return-to-duty,
or follow-up tests), follow the 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 not report a result but again explain to the
DER that there must be an immediate
recollection under direct observation.
(f) If the employee’s recollection (required at paragraph (a)(5) of this section) results in another invalid result
for a different reason than that reported for the first specimen, as the
MRO, you must:

(1) Review the CCF to ensure that
there is documentation 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 another specimen with an
invalid result for a different reason.
(3) As the MRO, you should not contact the employee to discuss the result,
but rather direct the DER to conduct
an immediate recollection under direct
observation without prior notification
to the employee.
(4) If the CCF documentation indicates that the recollection was not directly observed as required, do not report a result but again explain to the
DER that there must be an immediate
recollection under direct observation.
(g) If, as the MRO, you receive a laboratory invalid result in conjunction
with a positive, adulterated, and/or
substituted result and you verify any
of those results as being a positive and/
or refusal to test, you do not report the
invalid result unless the split specimen
fails to reconfirm the result(s) of the
primary specimen.
[65 FR 79526, Dec. 19, 2000, as amended at 73
FR 35972, June 25, 2008; 75 FR 49863, Aug. 16,
2010]

§ 40.160 What does the MRO do when a
valid test result cannot be produced
and a negative result is required?
(a) If a valid test result cannot be
produced and a negative result is required, (under § 40.159 (a)(5)(iii) and
(e)(4)), as the MRO, you must determine if there is clinical evidence 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 personally conduct
the medical evaluation, as the MRO,
you must ensure that one is conducted
by a licensed physician acceptable to
you.
(c) For purposes of this section, the
MRO or the physician conducting the
evaluation may conduct an alternative
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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 to the employer as a negative test result with
written notations regarding 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 recollection under direct
observation resulted in another invalid
result for the same reason, as appropriate) and for the determination that
no signs and symptoms of drug use
exist.
(1) Check ‘‘Negative’’ (Step 6) on the
CCF.
(2) Sign and date the CCF.
(e) If the medical evaluation reveals
clinical evidence of drug use, as the
MRO, you must report the result to the
employer as a cancelled test with written notations regarding the results 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 recollection under
direct observation resulted in another
invalid result for the same reason, as
appropriate) and state the reason for
the determination that signs and
symptoms of drug use exist. Because
this is a cancelled test, it does not
serve the purpose of an actual negative
test result (i.e., the employer is not authorized to allow the employee to begin
or resume performing safety-sensitive
functions, because a negative test result is needed for that purpose).
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[73 FR 35972, June 25, 2008]

§ 40.161 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 6) on Copy 2 of
the CCF and enter the reason on the
‘‘Remarks’’ line.

§ 40.162
(b) Report to the DER that the test is
cancelled and the reason for cancellation, and that no further action is required unless a negative test is required (e.g., in the case of a pre-employment, 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, you must have Copy 2 of
the CCF, a legible copy of it, or any
other copy of the CCF containing the
employee’s signature.
§ 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 collection with multiple verified non-negative results, as the MRO, you 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 adulterated, as the
MRO, you should report the positives
and the refusal to the DER.
(b) If the testing event was one in
which two separate specimen collections (e.g., a specimen out of temperature range and the subsequent observed
collection) were sent to the laboratory,
as the MRO, you must:
(1) If both specimens were verified
negative, report the result as negative.
(2) If either of the specimens was
verified negative and the other was
verified as one or more non-negative(s),
report the non-negative result(s) only.
For example, if you verified one specimen as negative and the other as a refusal to test because the second specimen was substituted, as the MRO you
should report only the refusal to the
DER.
(i) If the first specimen is reported as
negative, but the result of the second
specimen has not been reported by the
laboratory, as the MRO, you should
hold—not report—the result of the first
specimen until the result of the second
specimen is received.
(ii) If the first specimen is reported
as non-negative, as the MRO, you
should report the result immediately
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