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section. The Center Director may im-
pose appropriate conditions or safe-
guards when granting such an excep-
tion or alternative under this section.

(d) A grant of an exception or alter-
native under this section will include
any safeguards or conditions deemed
appropriate by the Center Director to
ensure that the labeling of the product
subject to the exception or alternative
includes the information necessary for
the safe and effective use of the prod-
uct, given the anticipated cir-
cumstances of use.

(e) If the Center Director grants a re-
quest for an exception or alternative to
the labeling requirements under this
section:

(1) The Center Director may deter-
mine that the submission and grant of
a written request under this section
satisfies the provisions relating to pre-
market notification submissions under
§807.81(a)(3) of this chapter.

(2)(i) For a Premarket Approval Ap-
plication (PMA)-approved in vitro diag-
nostic product for human use, the sub-
mission and grant of a written request
under this section satisfies the provi-
sions relating to submission of PMA
supplements under §814.39 of this chap-
ter; however,

(if) The grant of the request must be
identified in a periodic report under
§814.84 of this chapter.

(f) The Center Director may grant an
exception or alternative under this sec-
tion to the following provisions of this
part, to the extent that the require-
ments in these provisions are not ex-
plicitly required by statute:

(1) §809.10(a)(1) through (a)(6) and
(@)(9);

(2) §809.10(b);

(3) §809.10(c)(2);

(4) §809.10(d)(1)(1) through (d)(1)(v),
(d)(2)(viii), and (d)(2); and

(5) §809.10(e)(1)(i) through (e)(1)(vi)
and (e)(1)(ix) through (e)(1)(xi).

[72 FR 73601, Dec. 28, 2007]

Subpart C—Requirements for
Manufacturers and Producers

§809.20 General requirements for
manufacturers and producers of in
vitro diagnostic products.

(a) [Reserved]
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(b) Compliance with good manufac-
turing practices. In vitro diagnostic
products shall be manufactured in ac-
cordance with the good manufacturing
practices requirements found in part
820 of this chapter and, if applicable,
with §610.44 of this chapter.

[41 FR 6903, Feb. 13, 1976, as amended at 42
FR 42530, Aug. 23, 1977; 43 FR 31527, July 21,
1978; 66 FR 31165, June 11, 2001]

§809.30 Restrictions on the sale, dis-
tribution and use of analyte specific
reagents.

(a) Analyte specific reagents (ASR’s)
(8864.4020 of this chapter) are restricted
devices under section 520(e) of the Fed-
eral Food, Drugs, and Cosmetic Act
(the act) subject to the restrictions set
forth in this section.

(b) ASR’s may only be sold to:

(1) In vitro diagnostic manufacturers;

(2) Clinical laboratories regulated
under the Clinical Laboratory Improve-
ment Amendments of 1988 (CLIA), as
qualified to perform high complexity
testing under 42 CFR part 493 or clin-
ical laboratories regulated under VHA
Directive 1106 (available from Depart-
ment of Veterans Affairs, Veterans
Health Administration, Washington,
DC 20420); and

(3) Organizations that use the re-
agents to make tests for purposes other
than providing diagnostic information
to patients and practitioners, e.g., fo-
rensic, academic, research, and other
nonclinical laboratories.

(c) ASR’s must be labeled in accord-
ance with §809.10(e).

(d) Advertising and promotional ma-
terials for ASR’s:

(1) Shall include the identity and pu-
rity (including source and method of
acquisition) of the analyte specific rea-
gent and the identity of the analyte;

(2) Shall include the statement for
class | exempt ASR’s: ‘“Analyte Spe-
cific Reagent. Analytical and perform-
ance characteristics are not estab-
lished”’;

(3) Shall include the statement for
class Il or 11l ASR’s: ““Analyte Specific
Reagent. Except as a component of the
approved/cleared test (name of ap-
proved/cleared test), analytical and
performance characteristics are not es-
tablished’’; and
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(4) shall not make any statement re-
garding analytical or clinical perform-
ance.

(e) The laboratory that develops an
in-house test using the ASR shall in-
form the ordering person of the test re-
sult by appending to the test report the
statement: ““This test was developed
and its performance characteristics de-
termined by (Laboratory Name). It has
not been cleared or approved by the
U.S. Food and Drug Administration.”
This statement would not be applicable
or required when test results are gen-
erated using the test that was cleared
or approved in conjunction with review
of the class Il or 111 ASR.

(f) Ordering in-house tests that are
developed using analyte specific re-
agents is limited under section 520(e) of
the act to physicians and other persons
authorized by applicable State law to
order such tests.

(g) The restrictions in paragraphs (c)
through (f) of this section do not apply
when reagents that otherwise meet the
analyte specific reagent definition are
sold to:

(1) In vitro diagnostic manufacturers;
or

(2) Organizations that use the re-
agents to make tests for purposes other
than providing diagnostic information
to patients and practitioners, e.g., fo-
rensic, academic, research, and other
nonclinical laboratories.

[62 FR 62259, Nov. 21, 1997]

§809.40 Restrictions on the sale, dis-
tribution, and use of OTC test sam-
ple collection systems for drugs of
abuse testing.

(a) Over-the-counter (OTC) test sam-
ple collection systems for drugs of
abuse testing (§864.3260 of this chapter)
are restricted devices under section
520(e) of the Act subject to the restric-
tions set forth in this section.

(b) Sample testing shall be performed
in a laboratory using screening tests
that have been approved, cleared, or
otherwise recognized by the Food and
Drug Administration as accurate and
reliable for the testing of such speci-
mens for identifying drugs of abuse or
their metabolites.

(c) The laboratory performing the
test(s) shall have, and shall be recog-
nized as having, adequate capability to
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reliably perform the necessary screen-
ing and confirmatory tests, including
adequate capability to perform integ-
rity checks of the biological specimens
for possible adulteration.

(d) All OTC test sample collection
systems for drugs of abuse testing shall
be labeled in accordance with §809.10(f)
and shall provide an adequate system
to communicate the proper interpreta-
tion of test results from the laboratory
to the lay purchaser.

[65 FR 18234, Apr. 7, 2000]

PART 810—MEDICAL DEVICE
RECALL AUTHORITY

Subpart A—General Provisions
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Subpart B—Mandatory Medical Device
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810.10 Cease distribution and notification
order.

810.11 Regulatory hearing.

810.12 Written request for review of cease
distribution and notification order.

810.13 Mandatory recall order.

810.14 Cease distribution and notification or
mandatory recall strategy.

810.15 Communications concerning a cease
distribution and notification or manda-
tory recall order.

810.16 Cease distribution and notification or
mandatory recall order status reports.
810.17 Termination of a cease distribution
and notification or mandatory recall

order.

810.18 Public notice.

AUTHORITY: 21 U.S.C. 321, 331, 332, 333, 334,
351, 352, 360h, 371, 374, 375.

SOURCE: 61 FR 59018, Nov. 20, 1996, unless
otherwise noted.

Subpart A—General Provisions

§810.1 Scope.

Part 810 describes the procedures
that the Food and Drug Administra-
tion will follow in exercising its med-
ical device recall authority under sec-
tion 518(e) of the Federal Food, Drug,
and Cosmetic Act.



