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may pool such specimens for use in the 
laboratory’s internal quality control 
program after certifying that the speci-
mens are negative and valid. The lab-
oratory may not retain any informa-
tion linking donors to specimens that 
are pooled for use in the internal qual-
ity control program. 

§ 26.161 Cutoff levels for validity test-
ing. 

(a) Validity test results. Each validity 
test result for a specimen that the 
HHS-certified laboratory reports to the 
MRO as adulterated, substituted, di-
lute, or invalid must be based on per-
forming an initial validity test on one 
aliquot and a confirmatory validity 
test on a second aliquot. Licensees and 
other entities shall ensure that the 
HHS-certified laboratory is capable of 
conducting, and conducts, confirm-
atory testing for at least one oxidizing 
adulterant and any other adulterants 
specified by the licensee’s or other en-
tity’s testing program. If initial valid-
ity test results indicate that the speci-
men is valid under the criteria in para-
graphs (c) through (f) of this section, 
the HHS-certified laboratory need not 
perform confirmatory validity testing 
of the specimen. 

(b) Initial validity testing. The HHS- 
certified laboratory shall perform ini-
tial validity testing of each specimen 
as follows: 

(1) Determine the creatinine con-
centration; 

(2) Determine the specific gravity of 
every specimen for which the creati-
nine concentration is less than 20 mg/ 
dL; 

(3) Determine the pH; 
(4) Perform one or more initial valid-

ity tests for oxidizing adulterants; and 
(5) Perform additional validity tests, 

the choice of which depends on the ob-
served indicators or characteristics 
below, when the following conditions 
are observed: 

(i) Abnormal physical characteris-
tics; 

(ii) 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 

(iii) Possible unidentified interfering 
substance or adulterant. 

(c) Results indicating an adulterated 
specimen. The laboratory shall report a 
specimen as adulterated when the spec-
imen yields any one or more of the fol-
lowing validity testing results: 

(1) The pH is less than 3, or equal to 
or greater than 11, using either a pH 
meter or a colorimetric pH test for the 
initial test on the first aliquot and a 
pH meter for the confirmatory test on 
the second aliquot; 

(2) The nitrite concentration is equal 
to or greater than 500 mcg/mL using ei-
ther a nitrite colorimetric test or a 
general oxidant colorimetric test for 
the initial test on the first aliquot and 
a different confirmatory test (e.g., 
multi-wavelength spectrophotometry, 
ion chromatography, capillary electro-
phoresis) on the second aliquot; 

(3) The presence of chromium (VI) is 
verified using either a general oxidant 
colorimetric test (with a cutoff equal 
to or greater than 50 mcg/mL chro-
mium (VI)-equivalents) or a chromium 
(VI) colorimetric test (chromium (VI) 
concentration equal to or greater than 
50 mcg/mL) for the initial test on the 
first aliquot and a different confirm-
atory test (e.g., multi-wavelength 
spectrophotometry, ion chroma-
tography, atomic absorption 
spectrophotometry, capillary electro-
phoresis, inductively coupled plasma- 
mass spectrometry) with the chromium 
(VI) concentration equal to or greater 
than the LOD of the confirmatory test 
on the second aliquot; 

(4) The presence of halogen (e.g., 
bleach, iodine, fluoride) is verified 
using either a general oxidant colori-
metric test (with a cutoff equal to or 
greater than 200 mcg/mL nitrite- 
equivalents or a cutoff equal to or 
greater than 50 mcg/mL chromium 
(VI)-equivalents) or a halogen colori-
metric test (halogen concentration 
equal to or greater than the LOD) for 
the initial test on the first aliquot and 
a different confirmatory test (e.g., 
multi-wavelength spectrophotometry, 
ion chromatography, inductively cou-
pled plasma-mass spectrometry) with a 
specific halogen concentration equal to 
or greater than the LOD of the con-
firmatory test on the second aliquot; 

(5) The presence of glutaraldehyde is 
verified using either an aldehyde test 
(aldehyde present) or the specimen 
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yields the characteristic immunoassay 
response on one or more drug 
immunoassay tests for the initial test 
on the first aliquot and gas chroma-
tography/mass spectrometry (GC/MS) 
for the confirmatory test with the 
glutaraldehyde concentration equal to 
or greater than the LOD of the analysis 
on the second aliquot; 

(6) The presence of pyridine (pyri-
dinium chlorochromate) is verified 
using either a general oxidant colori-
metric test (with a cutoff equal to or 
greater than 200 mcg/mL nitrite- 
equivalents or a cutoff equal to or 
greater than 50 mcg/mL chromium 
(VI)-equivalents) or a chromium (VI) 
colorimetric test (chromium (VI) con-
centration equal to or greater than 50 
mcg/mL) for the initial test on the first 
aliquot and GC/MS for the confirm-
atory test with the pyridine concentra-
tion equal to or greater than the LOD 
of the analysis on the second aliquot; 

(7) The presence of a surfactant is 
verified by using a surfactant colori-
metric test with a cutoff equal to or 
greater than 100 mcg/mL 
dodecylbenzene sulfonate-equivalent 
for the initial test on the first aliquot 
and a different confirmatory test (e.g., 
multi-wavelength spectrophotometry) 
with a cutoff equal to or greater than 
100 mcg/mL dodecylbenzene sulfonate 
equivalent on the second aliquot; or 

(8) The presence of any other 
adulterant not specified in paragraphs 
(c)(3) through (c)(7) of this section is 
verified using an initial test on the 
first aliquot and a different confirm-
atory test on the second aliquot. 

(d) Results indicating a substituted 
specimen. The laboratory shall report a 
specimen as substituted when the 
specimen’s creatinine concentration is 
less than 2 mg/dL and its specific grav-
ity is less than or equal to 1.0010, or 
equal to or greater than 1.0200, on both 
the initial and confirmatory creatinine 
tests (i.e., the same colorimetric test 
may be used to test both aliquots) and 
on both the initial and confirmatory 
specific gravity tests (i.e., a refractom-
eter is used to test both aliquots) on 
two separate aliquots. 

(e) Results indicating a dilute specimen. 
The laboratory shall report a specimen 
as dilute when the specimen’s creati-
nine concentration is equal to or great-

er than 2 mg/dL but less than 20 mg/dL 
and its specific gravity is greater than 
1.0010 but less than 1.0030 on a single al-
iquot. 

(f) Results indicating an invalid speci-
men. The laboratory shall report a 
specimen as invalid when the labora-
tory obtains any one or more of the fol-
lowing validity testing results: 

(1) Inconsistent creatinine concentra-
tion and specific gravity results are ob-
tained (i.e., the creatinine concentra-
tion is less than 2 mg/dL on both the 
initial and confirmatory creatinine 
tests and the specific gravity is greater 
than 1.0010 but less than 1.0200 on the 
initial and/or confirmatory specific 
gravity test, the specific gravity is less 
than or equal to 1.0010 on both the ini-
tial and confirmatory specific gravity 
tests and the creatinine concentration 
is equal to or greater than 2 mg/dL on 
either or both the initial or confirm-
atory creatinine tests); 

(2) The pH is equal to or greater than 
3 and less than 4.5, or equal to or great-
er than 9 and less than 11, using either 
a colorimetric pH test or pH meter for 
the initial test and a pH meter for the 
confirmatory test on two separate 
aliquots; 

(3) The nitrite concentration is equal 
to or greater than 200 mcg/mL using a 
nitrite colorimetric test, or equal to or 
greater than the equivalent of 200 mcg/ 
mL nitrite using a general oxidant col-
orimetric test for both the initial test 
and the confirmatory test, or, using ei-
ther initial test, the nitrite concentra-
tion is equal to or greater than 200 
mcg/mL but less than 500 mcg/mL 
using a different confirmatory test 
(e.g., multi-wavelength 
spectrophotometry, ion chroma-
tography, capillary electrophoresis) on 
two separate aliquots; 

(4) The possible presence of chro-
mium (VI) is determined using the 
same chromium (VI) colorimetric test 
with a cutoff equal to or greater than 
50 mcg/mL chromium (VI) for both the 
initial test and the confirmatory test 
on two separate aliquots; 

(5) The possible presence of a halogen 
(e.g., bleach, iodine, fluoride) is deter-
mined using the same halogen colori-
metric test with a cutoff equal to or 
greater than the LOD for both the ini-
tial test and the confirmatory test on 
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two separate aliquots or relying on the 
odor of the specimen as the initial test; 

(6) The possible presence of 
glutaraldehyde is determined using the 
same aldehyde test (aldehyde present) 
or the characteristic immunoassay re-
sponse is observed on one or more drug 
immunoassay tests for both the initial 
test and the confirmatory test on two 
separate aliquots; 

(7) The possible presence of an oxi-
dizing adulterant is determined by 
using the same general oxidant colori-
metric test (with cutoffs equal to or 
greater than 200 mcg/mL nitrite- 
equivalents, equal to or greater than 50 
mcg/mL chromium (VI)-equivalents, or 
a halogen concentration equal to or 
greater than the LOD) for both the ini-
tial test and the confirmatory test on 
two separate aliquots; 

(8) The possible presence of a surfac-
tant is determined using the same sur-
factant colorimetric test with a cutoff 
equal to or greater than 100 mcg/mL 
dodecylbenzene sulfonate-equivalent 
for both the initial test and the con-
firmatory test on two separate aliquots 
or a foam/shake test for the initial 
test; 

(9) Interference occurs on the 
immunoassay drug tests on two sepa-
rate aliquots (i.e., valid immunoassay 
drug test results cannot be obtained); 

(10) Interference with the drug con-
firmation assay occurs on at least two 
separate aliquots of the specimen, and 
the laboratory is unable to identify the 
interfering substance; 

(11) The physical appearance of the 
specimen indicates that testing may 
damage the laboratory’s equipment; or 

(12) The physical appearances of Bot-
tles A and B (when a split specimen 
collection is used) are clearly different, 
and either the test result for Bottle A 
indicated it is an invalid specimen or 
the specimen in Bottle A was screened 
negative for drugs, or both. 

(g) Additional testing by a second lab-
oratory. If the presence of an inter-
fering substance/adulterant is sus-
pected that could make a test result 
invalid, but it cannot be identified 
(e.g., a new adulterant), laboratory per-
sonnel shall consult with the licensee’s 
or other entity’s MRO and, with the 
MRO’s agreement, shall send the speci-
men to another HHS-certified labora-

tory that has the capability to identify 
the suspected substance. 

(h) More stringent validity test cutoff 
levels are prohibited. Licensees and 
other entities may not specify more 
stringent cutoff levels for validity tests 
than those specified in this section. 

§ 26.163 Cutoff levels for drugs and 
drug metabolites. 

(a) Initial drug testing. (1) HHS-cer-
tified laboratories shall apply the fol-
lowing cutoff levels for initial testing 
of specimens to determine whether 
they are negative for the indicated 
drugs and drug metabolites, except if 
validity testing indicates that the 
specimen is dilute or the licensee or 
other entity has established more 
stringent cutoff levels: 

INITIAL TEST CUTOFF LEVELS FOR DRUGS AND 
DRUG METABOLITES 

Drug or metabolites 
Cutoff level 
[nanograms 

(ng)/mL] 

Marijuana metabolites ................................... 50 
Cocaine metabolites ...................................... 300 
Opiate metabolites ......................................... 2000 
Phencyclidine (PCP) ...................................... 25 
Amphetamines ............................................... 1000 

(2) At the licensee’s or other entity’s 
discretion, as documented in the FFD 
program policies and procedures, the 
licensee or other entity may require 
the HHS-certified laboratory to con-
duct special analyses of dilute speci-
mens as follows: 

(i) If initial validity testing indicates 
that a specimen is dilute, the HHS-cer-
tified laboratory shall compare the re-
sponses of the dilute specimen to the 
cutoff calibrator in each of the drug 
classes; 

(ii) If any response is equal to or 
greater than 50 percent of the cutoff, 
the HHS-certified laboratory shall con-
duct confirmatory testing of the speci-
men down to the LOD for those drugs 
and/or drug metabolites; and 

(iii) The laboratory shall report the 
numerical values obtained from this 
special analysis to the MRO. 

(b) Confirmatory drug testing. (1) A 
specimen that is identified as positive 
on an initial drug test must be subject 
to confirmatory testing for the 
class(es) of drugs for which the speci-
men initially tested positive. The HHS- 

VerDate Mar<15>2010 13:43 Mar 06, 2012 Jkt 226030 PO 00000 Frm 00541 Fmt 8010 Sfmt 8010 Y:\SGML\226030.XXX 226030w
re

ie
r-

av
ile

s 
on

 D
S

K
5T

P
T

V
N

1P
R

O
D

 w
ith

 C
F

R


		Superintendent of Documents
	2012-05-07T10:37:00-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




