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(i) Determine if the material appears 
to be brought to the collection site 
with the intent to alter the specimen, 
and, if it is, conduct a directly ob-
served collection using direct observa-
tion procedures (see § 40.67); or 

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

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

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

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

(a) Complete Step 1 of the CCF. 
(b) Instruct the employee to wash 

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

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

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

(1) Except in the case of an observed 
or a monitored collection (see §§ 40.67 

and 40.69), neither you nor anyone else 
may go into the room with the em-
ployee. 

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

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

[65 FR 79526, Dec. 19, 2000, as amended at 75 
FR 59107, Sept. 27, 2010] 

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

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

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

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

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

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

(4) You must discard any excess 
urine. 

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

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

(2) You must determine the tempera-
ture of the specimen by reading the 
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