§809.20

(vi) The date of manufacture and ap-
propriate storage instructions ade-
quate to protect the stability of the
product. When applicable, these in-
structions shall include such informa-
tion as conditions of temperature,
light, humidity, date of expiration, and
other pertinent factors. The basis for
such instructions shall be determined
by reliable, meaningful, and specific
test methods, such as those described
in §211.166 of this chapter;

(vii) A declaration of the net quan-
tity of contents, expressed in terms of
weight or volume, numerical count, or
any combination of these or other
terms that accurately reflect the con-
tents of the package. The use of metric
designations is encouraged, wherever
appropriate;

(viii) The name and place of business
of manufacturer, packer, or distribu-
tor;

(ix) A lot or control number, identi-
fied as such, from which it is possible
to determine the complete manufactur-
ing history of the product;

(X) For class | exempt ASR’s, the
statement: ““Analyte Specific Reagent.
Analytical and performance character-
istics are not established’’; and

(xi) For class Il and Il ASR’s, the
statement: ‘““‘Analyte Specific Reagent.
Except as a component of the approved/
cleared test (Name of approved/cleared
test), analytical and performance char-
acteristics of this ASR are not estab-
lished.”

(2) In the case of immediate contain-
ers too small or otherwise unable to ac-
commodate a label with sufficient
space to bear all such information, and
which are packaged within an outer
container from which they are removed
for use, the information required by
paragraphs (e)(1) through (e)(6) of this
section may appear in the outer con-
tainer labeling only.

[41 FR 6903, Feb. 13, 1976, as amended at 45
FR 3750, Jan. 18, 1980; 45 FR 7484, Feb. 1, 1980;
47 FR 41107, Sept. 17, 1982; 47 FR 51109, Nov.
12, 1982; 48 FR 34470, July 29, 1983; 62 FR 62259,
Nov. 21, 1997]

EFFECTIVE DATE NOTE: At 62 FR 62259,
Nov. 21, 1997, § 809.10 was amended in para-
graph (a) by adding at the end of the first
sentence ‘“‘or as provided in paragraph (e) of
this section” and by adding new paragraph
(e), effective Nov. 23, 1998.
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Subpart C—Requirements for
Manufacturers and Producers

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

(a) [Reserved]

(b) Compliance with good manufactur-
ing practices. In vitro diagnostic prod-
ucts shall be manufactured in accord-
ance with the good manufacturing
practices requirements found in part
820 of this chapter.

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

§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 clini-
cal 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) sShall 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



