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(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 criteria do laboratories
use to establish that a specimen is
adulterated?

(a) As a laboratory, you must con-
sider the primary specimen to be adul-
terated if you determine that—

(1) A substance that is not expected
to be present in human urine is identi-
fied in the specimen;

(2) A substance that is expected to be
present in human urine is identified at
a concentration so high that it is not
consistent with human urine; or

(3) The physical characteristics of
the specimen are outside the normal
expected range for human urine.

(b) In making your determination
under paragraph (a) of this section, you
must apply the criteria in current HHS
requirements or specimen validity
guidance.

§40.97 What do laboratories report
and how do they report it?

(a) As a laboratory, you must report
the results for each primary specimen
tested as one or more of the following:

(1) Negative;

(2) Negative-dilute, with numerical
values for creatinine and specific grav-
ity;

(3) Rejected for testing, with re-
mark(s);

(4) Positive, with drug(s)/metabo-
lite(s) noted;

(5) Positive, with drug(s)/metabo-

lite(s) noted—dilute;

(6) Adulterated, with numerical val-
ues (when applicable), with remark(s);

(7) Substituted, with numerical val-
ues for creatinine and specific gravity;
or

(8) Invalid result, with remark(s).

§40.97

(b) As a laboratory, you must report
laboratory results directly, and only,
to the MRO at his or her place of busi-
ness. You must not report results to or
through the DER or a service agent
(e.g., C/'TPA).

(1) Negative results: You must fax,
courier, mail, or electronically trans-
mit a legible image or copy of the
fully-completed Copy 1 of the CCF
which has been signed by the certifying
scientist, or you may provide the lab-
oratory results report electronically
(i.e., computer data file).

(i) If you elect to provide the labora-
tory results report, you must include
the following elements, as a minimum,
in the report format:

(A) Laboratory name and address;

(B) Employer’s name (you may in-
clude I.D. or account number);

(C) Medical review officer’s name;

(D) Specimen I.D. number;

(E) Donor’s SSN or employee I1.D.
number, if provided;

(F) Reason for test, if provided;

(G) Collector’s name and telephone
number;

(H) Date of the collection;

(I) Date received at the laboratory;

(J) Date certifying scientist released
the results;

(K) Certifying scientist’s name;

(L) Results (e.g., positive, adulter-
ated) as listed in paragraph (a) of this
section; and

(M) Remarks section, with an expla-
nation of any situation in which a cor-
rectable flaw has been corrected.

(ii) You may release the laboratory
results report only after review and ap-
proval by the certifying scientist. It
must reflect the same test result infor-
mation as contained on the CCF signed
by the certifying scientist. The infor-
mation contained in the laboratory re-
sults report may not contain informa-
tion that does not appear on the CCF.

(iii) The results report may be trans-
mitted through any means that en-
sures accuracy and confidentiality.
You, as the laboratory, together with
the MRO, must ensure that the infor-
mation is adequately protected from
unauthorized access or release, both
during transmission and in storage.

(2) Non-negative results: You must
fax, courier, mail, or electronically
transmit a legible image or copy of the
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