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employee can produce urine with no de-
tectable creatinine. There are no phys-
iological means through which a per-
son can produce a urine specimen hav-
ing this characteristic. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41952, Aug. 9, 2001] 

§ 40.153 How does the MRO notify em-
ployees of their right to a test of the 
split specimen? 

(a) As the MRO, when you have 
verified a drug test as positive for a 
drug or drug metabolite, or as a refusal 
to test because of adulteration or sub-
stitution, you must notify the em-
ployee of his or her right to have the 
split specimen tested. You must also 
notify the employee of the procedures 
for requesting a test of the split speci-
men. 

(b) You must inform the employee 
that he or she has 72 hours from the 
time you provide this notification to 
him or her to request a test of the split 
specimen. 

(c) You must tell the employee how 
to contact you to make this request. 
You must provide telephone numbers 
or other information that will allow 
the employee to make this request. As 
the MRO, you must have the ability to 
receive the employee’s calls at all 
times during the 72 hour period (e.g., by 
use of an answering machine with a 
‘‘time stamp’’ feature when there is no 
one in your office to answer the phone). 

(d) You must tell the employee that 
if he or she makes this request within 
72 hours, the employer must ensure 
that the test takes place, and that the 
employee is not required to pay for the 
test from his or her own funds before 
the test takes place. You must also tell 
the employee that the employer may 
seek reimbursement for the cost of the 
test (see § 40.173 ). 

(e) You must tell the employee that 
additional tests of the specimen e.g., 
DNA tests) are not authorized. 

§ 40.155 What does the MRO do when a 
negative or positive test result is 
also dilute? 

(a) When the laboratory reports that 
a specimen is dilute, you must, as the 
MRO, report to the DER that the speci-
men, in addition to being negative or 
positive, is dilute. 

(b) You must check the ‘‘dilute’’ box 
(Step 6) on Copy 2 of the CCF. 

(c) When you report a dilute speci-
men to the DER, you must explain to 
the DER the employer’s obligations 
and choices under § 40.197, to include 
the requirement for an immediate 
recollection under direct observation if 
the creatinine concentration of a nega-
tive-dilute specimen was greater than 
or equal to 2mg/dL but less than or 
equal to 5mg/dL. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41952, Aug. 9, 2001; 68 FR 31626, May 28, 
2003; 69 FR 64867, Nov. 9, 2004] 

§ 40.157 [Reserved] 

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

(a) As the MRO, when the laboratory 
reports that the test result is an in-
valid result, you must do the following: 

(1) Discuss the laboratory results 
with a certifying scientist to obtain 
more specific information. 

(2) Contact the employee and inform 
the employee that the specimen was in-
valid or contained an unexplained 
interfering substance. In contacting 
the employee, use the procedures set 
forth in § 40.131. 

(3) After explaining the limits of dis-
closure (see §§ 40.135(d) and 40.327), you 
should inquire as to medications the 
employee may have taken that may 
interfere with some immunoassay 
tests. 

(4) If the employee gives an expla-
nation that is acceptable, you must: 

(i) Place a check mark in the ‘‘Test 
Cancelled’’ box (Step 6) on Copy 2 of 
the CCF and enter ‘‘Invalid Result’’ 
and ‘‘direct observation collection not 
required’’ on the ‘‘Remarks’’ line. 

(ii) Report to the DER that the test 
is cancelled, the reason for cancella-
tion, and that no further action is re-
quired unless a negative test result is 
required (i.e., pre-employment, return- 
to-duty, or follow-up tests). 

(5) If the employee is unable to pro-
vide an explanation and/or a valid pre-
scription for a medication that inter-
fered with the immunoassay test but 
denies having adulterated the speci-
men, you must: 

(i) Place a check mark in the ‘‘Test 
Cancelled’’ box (Step 6) on Copy 2 of 
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the CCF and enter ‘‘Invalid Result’’ 
and ‘‘direct observation collection re-
quired’’ on the ‘‘Remarks’’ line. 

(ii) Report to the DER that the test 
is cancelled, the reason for cancella-
tion, and that a second collection must 
take place immediately under direct 
observation. 

(iii) Instruct the employer to ensure 
that the employee has the minimum 
possible advance notice that he or she 
must go to the collection site. 

(b) You may only report an invalid 
test result when you are in possession 
of a legible copy of Copy 1 of the CCF. 
In addition, you must have Copy 2 of 
the CCF, a legible copy of it, or any 
other copy of the CCF containing the 
employee’s signature. 

(c) If the employee admits to having 
adulterated or substituted the speci-
men, you must, on the same day, write 
and sign your own statement of what 
the employee told you. You must then 
report a refusal to test in accordance 
with § 40.163 . 

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

As the MRO, when the laboratory re-
ports that the specimen is rejected for 
testing (e.g., because of a fatal or un-
corrected flaw), you must do the fol-
lowing: 

(a) Place a check mark in the ‘‘Test 
Cancelled’’ box (Step 6) on Copy 2 of 
the CCF and enter the reason on the 
‘‘Remarks’’ line. 

(b) Report to the DER that the test is 
cancelled and the reason for cancella-
tion, and that no further action is re-
quired unless a negative test is re-
quired (e.g., in the case of a pre-em-
ployment, return-to-duty, or follow-up 
test). 

(c) You may only report a test can-
celled because of a rejected for 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. 

§ 40.163 How does the MRO report 
drug test results? 

(a) As the MRO, it is your responsi-
bility to report all drug test results to 
the employer. 

(b) You may use a signed or stamped 
and dated legible photocopy of Copy 2 
of the CCF to report test results. 

(c) If you do not report test results 
using Copy 2 of the CCF for this pur-
pose, you must provide a written re-
port (e.g., a letter) for each test result. 
This report must, as a minimum, in-
clude the following information: 

(1) Full name, as indicated on the 
CCF, of the employee tested; 

(2) Specimen ID number from the 
CCF and the donor SSN or employee ID 
number; 

(3) Reason for the test, if indicated 
on the CCF (e.g., random, post-acci-
dent); 

(4) Date of the collection; 
(5) Date you received Copy 2 of the 

CCF; 
(6) Result of the test (i.e., positive, 

negative, dilute, refusal to test, test 
cancelled) and the date the result was 
verified by the MRO; 

(7) For verified positive tests, the 
drug(s)/metabolite(s) for which the test 
was positive; 

(8) For cancelled tests, the reason for 
cancellation; and 

(9) For refusals to test, the reason for 
the refusal determination (e.g., in the 
case of an adulterated test result, the 
name of the adulterant). 

(d) As an exception to the reporting 
requirements of paragraph (b) and (c) 
of this section, the MRO may report 
negative results using an electronic 
data file. 

(1) If you report negatives using an 
electronic data file, the report must 
contain, as a minimum, the informa-
tion specified in paragraph (c) of this 
section, as applicable for negative test 
results. 

(2) In addition, the report must con-
tain your name, address, and phone 
number, the name of any person other 
than you reporting the results, and the 
date the electronic results report is re-
leased. 

(e) You must retain a signed or 
stamped and dated copy of Copy 2 of 
the CCF in your records. If you do not 
use Copy 2 for reporting results, you 
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