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(d) You must report quantitative val-
ues for morphine or codeine at 15,000 
ng/mL or above. 

[65 FR 79526, Dec. 19, 2000, as amended at 75 
FR 49862, Aug. 16, 2010; 77 FR 26473, May 4, 
2012] 

§ 40.89 What is validity testing, and 
are laboratories required to con-
duct it? 

(a) Specimen validity testing is the 
evaluation of the specimen to deter-
mine if it is consistent with normal 
human urine. The purpose of validity 
testing is to determine whether certain 
adulterants or foreign substances were 
added to the urine, if the urine was di-
luted, or if the specimen was sub-
stituted. 

(b) As a laboratory, you must con-
duct validity testing. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41951, Aug. 9, 2001; 73 FR 35970, June 25, 
2008] 

§ 40.91 What validity tests must labora-
tories conduct on primary speci-
mens? 

As a laboratory, when you conduct 
validity testing under § 40.89, you must 
conduct it in accordance with the re-
quirements of this section. 

(a) You must determine the creati-
nine concentration on each primary 
specimen. You must also determine its 
specific gravity if you find the creati-
nine concentration to be less than 20 
mg/dL. 

(b) You must determine the pH of 
each primary specimen. 

(c) You must perform one or more va-
lidity tests for oxidizing adulterants on 
each primary specimen. 

(d) You must perform additional va-
lidity tests on the primary specimen 
when the following conditions are ob-
served: 

(1) Abnormal physical characteris-
tics; 

(2) Reactions or responses char-
acteristic of an adulterant obtained 
during initial or confirmatory drug 
tests (e.g., non-recovery of internal 
standards, unusual response); or 

(3) Possible unidentified interfering 
substance or adulterant. 

(e) If you determine that the speci-
men is invalid and HHS guidelines di-
rect you to contact the MRO, you must 

contact the MRO and together decide if 
testing the primary specimen by an-
other HHS certified laboratory would 
be useful in being able to report a posi-
tive or adulterated test result. 

[65 FR 79526, Dec. 19, 2000, as amended at 69 
FR 64867, Nov. 9, 2004] 

§ 40.93 What criteria do laboratories 
use to establish that a specimen is 
dilute or substituted? 

(a) As a laboratory, you must con-
sider the primary specimen to be dilute 
when: 

(1) The creatinine concentration is 
greater than or equal to 2 mg/dL but 
less than 20 mg/dL, and 

(2) The specific gravity is greater 
than 1.0010 but less than 1.0030 on a sin-
gle aliquot. 

(b) As a laboratory, you must con-
sider the primary specimen to be sub-
stituted when the creatinine con-
centration is less than 2 mg/dL and the 
specific gravity is less than or equal to 
1.0010 or greater than or equal to 1.0200 
on both the initial and confirmatory 
creatinine tests and on both the initial 
and confirmatory specific gravity tests 
on two separate aliquots. 

[69 FR 64867, Nov. 9, 2004] 

§ 40.95 What are the adulterant cutoff 
concentrations for initial and con-
firmation tests? 

(a) As a laboratory, you must use the 
cutoff concentrations for the initial 
and confirmation adulterant testing as 
required by the HHS Mandatory Guide-
lines and you must use two separate 
aliquots—one for the initial test and 
another for the confirmation test. 

(b) As a laboratory, you must report 
results at or above the cutoffs (or for 
pH, at or above or below the values, as 
appropriate) as adulterated and provide 
the numerical value that supports the 
adulterated result. 

[73 FR 35970, June 25, 2008] 

§ 40.96 What criteria do laboratories 
use to establish that a specimen is 
invalid? 

(a) As a laboratory, you must use the 
invalid test result criteria for the ini-
tial and confirmation testing as re-
quired by the HHS Mandatory Guide-
lines, and you must use two separate 
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