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Management Branch (HFA–305), Food
and Drug Administration, rm. 1–23,
12420 Parklawn Dr. Rockville, MD
20857. The outside wrapper of any appli-
cation, report, or correspondence
should indicate that it concerns an ap-
plication for exemption from preemp-
tion of device requirements.

(c) For each requirement for which
an exemption is sought, the application
shall include the following information
to the fullest extent possible, or an ex-
planation of why such information has
not been included:

(1) Identification and a current copy
of any statute, rule, regulation, or or-
dinance of the State or political sub-
division considered by the State or po-
litical subdivision to be a requirement
which is preempted, with a reference to
the date of enactment, promulgation,
or issuance in final form. The applica-
tion shall also include, where avail-
able, copies of any legislative history
or background materials pertinent to
enactment, promulgation, or issuance
of the requirement, including hearing
reports or studies concerning develop-
ment or consideration of the require-
ment. If the requirement has been sub-
ject to any judicial or administrative
interpretations, the State or political
subdivision shall furnish copies of such
judicial or administrative interpreta-
tions.

(2) A comparison of the requirement
of the State or political subdivision
and any applicable Federal require-
ments to show similarities and dif-
ferences.

(3) Information on the nature of the
problem addressed by the requirement
of the State or political subdivision.

(4) Identification of which (or both)
of the following bases is relied upon for
seeking an exemption from preemp-
tion:

(i) The requirement is more stringent
than a requirement applicable to a de-
vice under the act. If the State or po-
litical subdivision relies upon this
basis for exemption from preemption,
the application shall include informa-
tion, data, or material showing how
and why the requirement of the State
or political subdivision is more strin-
gent than requirements under the act.

(ii) The requirement is required by
compelling local conditions, and com-

pliance with the requirement would
not cause the device to be in violation
of any applicable requirement under
the act. If the State or political sub-
division relies upon this basis for ex-
emption from preemption, the applica-
tion shall include information, data, or
material showing why compliance with
the requirement of the State or politi-
cal subdivision would not cause a de-
vice to be in violation of any applicable
requirement under the act and why the
requirement is required by compelling
local conditions. The application shall
also explain in detail the compelling
local conditions that justify the re-
quirement.

(5) The title of the chief administra-
tive or legal officers of that State or
local agency that has primary respon-
sibility for administration of the re-
quirement.

(6) When requested by the Food and
Drug Administration, any records con-
cerning administration of any require-
ment which is the subject of an exemp-
tion or an application for an exemption
from preemption.

(7) Information on how the public
health may be benefitted and how
interstate commerce may be affected,
if an exemption is granted.

(8) Any other pertinent information
respecting the requirement voluntarily
submitted by the applicant.

(d) If litigation regarding applicabil-
ity of the requirement is pending, the
State or political subdivision may so
indicate in its application and request
expedited action on such application.

[43 FR 18665, May 2, 1978; 43 FR 22010, May 23,
1978, as amended at 49 FR 3646, Jan. 30, 1984;
59 FR 14365, Mar. 28, 1994]

§ 808.25 Procedures for processing an
application.

(a) Upon receipt of an application for
an exemption from preemption submit-
ted in accordance with § 808.20, the
Commissioner shall notify the State or
political subdivision of the date of such
receipt.

(b) If the Commissioner finds that an
application does not meet the require-
ments of § 808.20, he shall notify the
State or political subdivision of the de-
ficiencies in the application and of the
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opportunity to correct such defi-
ciencies. A deficient application may
be corrected at any time.

(c) After receipt of an application
meeting the requirements of § 808.20,
the Commissioner shall review such ap-
plication and determine whether to
grant or deny an exemption from pre-
emption for each requirement which is
the subject of the application. The
Commissioner shall then issue in the
FEDERAL REGISTER a proposed regula-
tion either to grant or to deny an ex-
emption from preemption. The Com-
missioner shall also issue in the FED-
ERAL REGISTER a notice of opportunity
to request an oral hearing before the
Commissioner or the Commissioner’s
designee.

(d) A request for an oral hearing may
be made by the State or political sub-
division or any other interested person.
Such request shall be submitted to the
Dockets Management Branch within
the period of time prescribed in the no-
tice and shall include an explanation of
why an oral hearing, rather than sub-
mission of written comments only, is
essential to the presentation of views
on the application for exemption from
preemption and the proposed regula-
tion.

(e) If a timely request for an oral
hearing is made, the Commissioner
shall review such a request and may
grant a legislative-type informal oral
hearing pursuant to Part 15 of this
chapter by publishing in the FEDERAL
REGISTER a notice of the hearing in ac-
cordance with § 15.20 of this chapter.
The scope of the oral hearing shall be
limited to matters relevant to the ap-
plication for exemption from preemp-
tion and the proposed regulation. Oral
or written presentations at the oral
hearing which are not relevant to the
application shall be excluded from the
administrative record of the hearing.

(f) If a request for hearing is not
timely made or a notice of appearance
is not filed pursuant to § 15.21 of this
chapter, the Commissioner shall con-
sider all written comments submitted
and publish a final rule in accordance
with paragraph (g) of this section.

(g)(1) The Commissioner shall review
all written comments submitted on the
proposed rule and the administrative
record of the oral hearing, if an oral

hearing has been granted, and shall
publish in the FEDERAL REGISTER a
final rule in Subpart C of this part
identifying any requirement in the ap-
plication for which exemption from
preemption is granted, or conditionally
granted, and any requirement in the
application for which exemption from
preemption is not granted.

(2) The Commissioner may issue a
regulation granting or conditionally
granting an application for an exemp-
tion from preemption for any require-
ment if the Commissioner makes ei-
ther of the following findings:

(i) The requirement is more stringent
than a requirement applicable to the
device under the act;

(ii) The requirement is required by
compelling local conditions, and com-
pliance with the requirement would
not cause the device to be in violation
of any requirement applicable to the
device under the act.

(3) The Commissioner may not grant
an application for an exemption from
preemption for any requirement with
respect to a device if the Commissioner
determines that the granting of an ex-
emption would not be in the best inter-
est of public health, taking into ac-
count the potential burden on inter-
state commerce.

(h) An advisory opinion pursuant to
§ 808.5 or a regulation pursuant to para-
graph (g) of this section constitutes
final agency action.

§ 808.35 Revocation of an exemption.
(a) An exemption from preemption

pursuant to a regulation under this
part shall remain effective until the
Commissioner revokes such exemption.

(b) The Commissioner may by regula-
tion, in accordance with § 808.25, revoke
an exemption from preemption for any
of the following reasons:

(1) An exemption may be revoked
upon the effective date of a newly es-
tablished requirement under the act
which, in the Commissioner’s view, ad-
dresses the objectives of an exempt re-
quirement and which is described,
when issued, as preempting a pre-
viously exempt State or local require-
ment.

(2) An exemption may be revoked
upon a finding that there has occurred
a change in the bases listed in
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§ 808.20(c)(4) upon which the exemption
was granted.

(3) An exemption may be revoked if it
is determined that a condition placed
on the exemption by the regulation
under which the exemption was grant-
ed has not been met or is no longer
being met.

(4) An exemption may be revoked if a
State or local jurisdiction fails to sub-
mit records as provided in § 808.20(c)(6).

(5) An exemption may be revoked if a
State or local jurisdiction to whom the
exemption was originally granted re-
quests revocation.

(6) An exemption may be revoked if it
is determined that it is no longer in
the best interests of the public health
to continue the exemption.

(c) An exemption that has been re-
voked may be reinstated, upon request
from the State or political subdivision,
if the Commissioner, in accordance
with the procedures in § 808.25, deter-
mines that the grounds for revocation
are no longer applicable except that
the Commissioner may permit abbre-
viated submissions of the documents
and materials normally required for an
application for exemption under
§ 808.20.

Subpart C—Listing of Specific
State and Local Exemptions

§ 808.53 Arizona.

The following Arizona medical device
requirements are preempted by section
521(a) of the act, and the Food and
Drug Administration has denied them
exemptions from preemption under sec-
tion 521(b) of the act:

(a) Arizona Revised Statutes, Chap-
ter 17, sections 36–1901.7(s) and 36–
1901.7(t).

(b) Arizona Code of Revised Regula-
tions, Title 9, Article 3, sections R9–16–
303 and R9–16–304.

[45 FR 67336, Oct. 10, 1980]

§ 808.55 California.

(a) The following California medical
device requirements are enforceable
notwithstanding section 521 of the act
because the Food and Drug Adminis-
tration exempted them from preemp-
tion under section 521(b) of the act:

Business and Professions Code sections
3365 and 3365.6.

(b) The following California medical
device requirements are preempted by
section 521 of the act, and FDA has de-
nied them an exemption from preemp-
tion:

(1) Sherman Food, Drug, and Cos-
metic Law (Division 21 of the Califor-
nia Health and Safety Code), sections
26207, 26607, 26614, 26615, 26618, 26631,
26640, and 26641, to the extent that they
apply to devices.

(2) Sherman Food, Drug, and Cos-
metic Law, section 26463(m) to the ex-
tent that it applies to hearing aids.

(3) Business and Professions Code sec-
tion 2541.3, to the extent that it re-
quires adoption of American National
Standards Institute standards Z–80.1
and Z–80.2.

[45 FR 67324, Oct. 10, 1980]

§ 808.57 Connecticut.
The following Connecticut medical

device requirements are enforceable
notwithstanding section 521(a) of the
act because the Food and Drug Admin-
istration has exempted them from pre-
emption under section 521(b) of the act:
Connecticut General Statutes, sections
20–403 and 20–404.

[45 FR 67336, Oct. 10, 1980]

§ 808.59 Florida.
The following Florida medical device

requirements are preempted by section
521(a) of the act, and the Food and
Drug Administration has denied them
an exemption from preemption under
section 521(b) of the act:

(a) Florida Statutes, section
468.135(5).

(b) Florida Administrative Code, sec-
tion 10D–48.25(26).

[45 FR 67336, Oct. 10, 1980]

§ 808.61 Hawaii.
(a) The following Hawaii medical de-

vice requirements are enforceable not-
withstanding section 521 of the act, be-
cause the Food and Drug Administra-
tion has exempted them from preemp-
tion under section 521(b) of the act: Ha-
waii Revised Statutes, chapter 451A,
§ 14.1, subsection (a) with respect to
medical examination of a child 10 years
of age or under, and subsection (c).
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(b) The following Hawaii medical de-
vice requirements are preempted by
section 521(a) of the act, and the Food
and Drug Administration has denied
them exemption from preemption: Ha-
waii Revised Statutes, chapter 451A,
§ 14.1, subsection (a) to the extent that
it requires a written authorization by a
physician and does not allow adults to
waive this requirement for personal, as
well as religious reasons, and sub-
section (b).

[50 FR 30699, July 29, 1985; 50 FR 32694, Aug.
14, 1985]

§ 808.67 Kentucky.
The following Kentucky medical de-

vice requirement is preempted by sec-
tion 521(a) of the act, and the Food and
Drug Administration has denied it an
exemption from preemption under sec-
tion 521(b) of the act: Kentucky Re-
vised Statutes, section 334.200(1).

[45 FR 67336, Oct. 10, 1980]

§ 808.69 Maine.
(a) The following Maine medical de-

vice requirement is enforceable not-
withstanding section 521(a) of the act
because the Food and Drug Adminis-
tration has exempted it from preemp-
tion under section 521(b) of the act:
Maine Revised Statutes Annotated,
Title 32, section 1658–C, on the condi-
tion that, in enforcing this require-
ment, Maine apply the definition of
‘‘used hearing aid’’ in § 801.420(a)(6) of
this chapter.

(b) The following Maine medical de-
vice requirement is preempted by sec-
tion 521(a) of the act, and the Food and
Drug Administration has denied it an
exemption from preemption under sec-
tion 521(b) of the act: Maine Revised
Statutes Annotated, Title 32, section
1658–D and the last sentence of section
1658–E.

[45 FR 67336, Oct. 10, 1980]

§ 808.71 Massachusetts.
(a) The following Massachusetts med-

ical device requirements are enforce-
able notwithstanding section 521 of the
act because the Food and Drug Admin-
istration has exempted them from pre-
emption under section 521(b) of the act:

(1) Massachusetts General Laws,
Chapter 93, Section 72, to the extent

that it requires a hearing test evalua-
tion for a child under the age of 18.

(2) Massachusetts General Laws,
Chapter 93, Section 74, except as pro-
vided in paragraph (6) of the Section,
on the condition that, in enforcing this
requirement, Massachusetts apply the
definition of ‘‘used hearing aid’’ in
§ 801.420(a)(6) of this chapter.

(b) The following Massachusetts med-
ical device requirements are preempted
by section 521(a) of the act, and the
Food and Drug Administration has de-
nied them exemptions from preemption
under section 521(b) of the act.

(1) Massachusetts General Laws,
Chapter 93, Section 72, except as pro-
vided in paragraph (a) of this section.

(2) Massachusetts General Laws,
Chapter 93, Section 74, to the extent
that it requires that the sales receipt
contain a statement that State law re-
quires a medical examination and a
hearing test evaluation before the sale
of a hearing aid.

[45 FR 67326, Oct. 10, 1980]

§ 808.73 Minnesota.
The following Minnesota medical de-

vice requirements are preempted by
section 521(a) of the act, and the Food
and Drug Administration has denied
them an exemption from preemption
under section 521(b) of the act: Min-
nesota Statutes, sections 145.43 and
145.44.

[45 FR 67336, Oct. 10, 1980]

§ 808.74 Mississippi.
The following Mississippi medical de-

vice requirement is preempted by sec-
tion 521(a) of the act, and the Food and
Drug Administration has denied it an
exemption from preemption under sec-
tion 521(b) of the act: Mississippi Code,
section 73–14–3(g)(9).

[45 FR 67336, Oct. 10, 1980]

§ 808.77 Nebraska.
(a) The following Nebraska medical

device requirement is enforceable not-
withstanding section 521(a) of the act
because the Food and Drug Adminis-
tration has exempted it from preemp-
tion under section 521(b) of the act: Ne-
braska Revised Statutes, section 71–
4712(2)(c)(vi).
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(b) The following Nebraska medical
device requirement is preempted by
section 521(a) of the act, and the Food
and Drug Administration has denied it
an exemption from preemption under
section 521(b) of the act: Nebraska Re-
vised Statutes, section 71–
4712(2)(c)(vii).

[45 FR 67336, Oct. 10, 1980]

§ 808.80 New Jersey.

(a) The following New Jersey medical
device requirements are enforceable
notwithstanding section 521(a) of the
act because the Food and Drug Admin-
istration has exempted them from pre-
emption under section 521(b) of the act:

(1) New Jersey Statutes Annotated,
section 45:9A–23 on the condition that,
in enforcing this requirement, New Jer-
sey apply the definition of ‘‘used hear-
ing aid’’ in § 801.420(a)(6) of this chap-
ter;

(2) New Jersey Statutes Annotated,
sections 45:9A–24 and 45:9A–25;

(3) Chapter 3, Section 5 of the Rules
and Regulations adopted pursuant to
New Jersey Statutes Annotated 45:9A–1
et seq. except as provided in paragraph
(b) of this section.

(b) The following New Jersey medical
device requirement is preempted by
section 521(a) of the act, and the Food
and Drug Administration has denied it
an exemption from preemption under
section 521(b) of the act: Chapter 3,
Section 5 of the Rules and Regulations
adopted pursuant to New Jersey Stat-
utes Annotated 45:9A–1 et seq. to the
extent that it requires testing to be
conducted in an environment which
meets or exceeds the American Na-
tional Standards Institute S3.1 Stand-
ard.

[45 FR 67337, Oct. 10, 1980]

§ 808.81 New Mexico.

The following New Mexico medical
device requirement is enforceable not-
withstanding section 521(a) of the act
because the Food and Drug Adminis-
tration has exempted it from preemp-
tion under section 521(b) of the act:
New Mexico Statutes Annotated, sec-
tion 67–36–16(F).

[45 FR 67337, Oct. 10, 1980]

§ 808.82 New York.

(a) The following New York medical
device requirements are enforceable
notwithstanding section 521(a) of the
act because the Food and Drug Admin-
istration has exempted them from pre-
emption under section 521(b) of the act:

(1) General Business Law, Article 37,
sections 784(3) and (4).

(2) Official Compilation of Codes,
Rules and Regulations of the State of
New York, Chapter V, Title 19, Sub-
chapter G, section 191.10 and section
191.11(a) on the condition that, in en-
forcing these requirements, New York
apply the definition of ‘‘used hearing
aid’’ in § 801.420(a)(6) of this chapter and
section 191.11(b), (c), (d), and (e).

(b) The following New York medical
device requirements are preempted by
section 521(a) of the act, and the Food
and Drug Administration has denied
them an exemptions from preemption
under section 521(b) of the act:

(1) General Business Law, Article 37,
section 784.1.

(2) Official Compilation of Codes,
Rules and Regulations of the State of
New York, Chapter V, Title 19, Sub-
chapter G, sections 191.6, 191.7, 191.8,
and 191.9.

[45 FR 67337, Oct. 10, 1980]

§ 808.85 Ohio.

(a) The following Ohio medical device
requirement is enforceable notwith-
standing section 521(a) of the act be-
cause the Food and Drug Administra-
tion has exempted it from preemption
under section 521(b) of the act: Ohio
Revised Code, section 4747.09, the first
two sentences with respect to disclo-
sure of information to purchasers on
the condition that, in enforcing these
requirements, Ohio apply the definition
of ‘‘used hearing aid’’ in § 801.420(a)(6)
of this chapter.

(b) The following Ohio medical device
requirement is preempted by section
521(a) of the act, and the Food and
Drug Administration has denied it an
exemption from preemption under sec-
tion 521(b) of the act: Ohio Revised
Code, section 4747.09, the last two sen-
tences with respect to medical exam-
ination of children.

[45 FR 67337, Oct. 10, 1980]
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§ 808.87 Oregon.

(a) The following Oregon medical de-
vice requriements are enforceable not-
withstanding section 521(a) of the act
because the Food and Drug Adminis-
tration has exempted them from pre-
emption under section 521(b) of the act:
Oregon Revised Statutes, section
694.036 on the condition that, in enforc-
ing this requirement, Oregon apply the
definition of ‘‘used hearing aid’’ in
§ 801.420(a)(6) of this chapter.

(b) The following Oregon medical de-
vice requirements are preempted by
section 521(a) of the act, and the Food
and Drug Administration has denied
them exemptions from preemption
under section 521(b) of the act: Oregon
Revised Statutes, sections 694.136(6)
and (7).

[45 FR 67337, Oct. 10, 1980, as amended at 53
FR 11252, Apr. 6, 1988]

§ 808.88 Pennsylvania.

(a) The following Pennsylvania medi-
cal device requirements are enforceable
notwithstanding section 521(a) of the
act because the Food and Drug Admin-
istration has exempted them from pre-
emption under section 521(b) of the act:
35 Purdon’s Statutes 6700, section 504(4)
on the condition that, in enforcing this
requirement, Pennsylvania apply the
definition of ‘‘used hearing aid’’ in
§ 801.420(a)(6) of this chapter; section
506; and, section 507(2).

(b) The following Pennsylvania medi-
cal device requirement is preempted by
section 521(a) of the act and the Food
and Drug Administration has denied it
an exemption from preemption under
section 521(b) of the act: 35 Purdon’s
Statutes 6700, section 402.

[45 FR 67326, Oct. 10, 1980]

§ 808.89 Rhode Island.

The following Rhode Island medical
device requirements are preempted by
section 521(a) of the act, and the Food
and Drug Administration has denied
them an exemption from preemption
under section 521(b) of the act: Rhode
Island General Laws, Section 5–49–2.1,
and Section 2.2, to the extent that Sec-
tion 2.2 requires hearing aid dispensers

to keep copies of the certificates of
need.

[45 FR 67337, Oct. 10, 1980]

§ 808.93 Texas.
(a) The following Texas medical de-

vice requirement is enforceable not-
withstanding section 521(a) of the act
because the Food and Drug Adminis-
tration has exempted it from preemp-
tion under section 521(b) of the act:
Vernon’s Civil Statutes, Article 4566,
section 14(b) on the condition that, in
enforcing this requirement, Texas
apply the definition of ‘‘used hearing
aid’’ in § 801.420(a)(6) of this chapter.

(b) The following Texas medical de-
vice requirement is preempted by sec-
tion 521(a) of the act, and the Food and
Drug Administration has denied it an
exemption from preemption under sec-
tion 521(b) of the act: Vernon’s Civil
Statutes, Article 4566, section 14(d).

[45 FR 67337, Oct. 10, 1980]

§ 808.97 Washington.
(a) The following Washington medi-

cal device requirement is enforceable
notwithstanding section 521(a) of the
act because the Food and Drug Admin-
istration has exempted it from preemp-
tion under section 521(b) of the act: Re-
vised Code of Washington 18.35.110(2)(e)
(i) and (iii) on the condition that it is
enforced in addition to the applicable
requirements of this chapter.

(b) The following Washington medi-
cal device requirements are preempted
by section 521(a) of the act, and the
Food and Drug Administration has de-
nied them an exemption from preemp-
tion under section 521(b) of the act: Re-
vised Code of Washington
18.35.110(2)(e)(ii).

[45 FR 67337, Oct. 10, 1980]

§ 808.98 West Virginia.
(a) The following West Virginia medi-

cal device requirements are enforceable
notwithstanding section 521(a) of the
act because the Food and Drug Admin-
istration has exempted them from pre-
emption: West Virginia Code, sections
30–26–14 (b) and (c) and section 30–26–
15(a) on the condition that in enforcing
section 30–26–15(a) West Virginia apply
the definition of ‘‘used hearing aid’’ in
§ 801.420(a)(6) of this chapter.
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(b) The following West Virginia medi-
cal device requirement is preempted by
section 521(a) of the act, and the Food
and Drug Administration has denied it
an exemption from preemption under
section 521(b) of the act: West Virginia
Code, section 30–26–14(a).

[45 FR 67337, Oct. 10, 1980, as amended at 53
FR 35314, Sept. 13, 1988]

§ 808.101 District of Columbia.

(a) The following District of Colum-
bia medical device requirements are
enforceable, notwithstanding section
521 of the act, because the Food and
Drug Administration has exempted
them from preemption under section
521(b) of the act:

(1) Act 2–79, section 5, to the extent
that it requires an audiological evalua-
tion for children under the age of 18.

(2) Act 2–79, section 6, on the condi-
tion that in enforcing section 6(a)(5),
the District of Columbia apply the defi-
nition of ‘‘used hearing aid’’ in
§ 801.420(a)(6) of this chapter.

(b) The following District of Colum-
bia medical device requirement is pre-
empted by section 521(a) of the act, and
the Food and Drug Administration has
denied it an exemption from preemp-
tion under section 521(b) of the act: Act
2–79, section 5, except as provided in
paragraph (a) of this section.

[46 FR 59236, Dec. 4, 1981]

PART 809—IN VITRO DIAGNOSTIC
PRODUCTS FOR HUMAN USE

Subpart A—General Provisions

Sec.
809.3 Definitions.
809.4 Confidentiality of submitted informa-

tion.
809.5 Exemption from batch certification

requirements for in vitro antibiotic sus-
ceptibility devices subject to section 507
of the act.

809.6 Conditions on the effectiveness of ex-
emptions of antibiotic susceptibility de-
vices from batch certification require-
ments.

Subpart B—Labeling

809.10 Labeling for in vitro diagnostic prod-
ucts.

Subpart C—Requirements for
Manufacturers and Producers

809.20 General requirements for manufac-
turers and producers of in vitro diag-
nostic products.

AUTHORITY: Secs. 301, 501, 502, 505, 507, 512,
513, 514, 518, 519, 520, 701, 702, 704, 801 of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 331, 351, 352, 355, 357, 360b, 360c, 360d,
360h, 360i, 360j, 371, 372, 374, 381).

Subpart A—General Provisions

§ 809.3 Definitions.

(a) In vitro diagnostic products are
those reagents, instruments, and sys-
tems intended for use in the diagnosis
of disease or other conditions, includ-
ing a determination of the state of
health, in order to cure, mitigate,
treat, or prevent disease or its
sequelae. Such products are intended
for use in the collection, preparation,
and examination of specimens taken
from the human body. These products
are devices as defined in section 201(h)
of the Federal Food, Drug, and Cos-
metic Act (the act), and may also be bi-
ological products subject to section 351
of the Public Health Service Act.

(b) A product class is all those prod-
ucts intended for use for a particular
determination or for a related group of
determinations or products with com-
mon or related characteristics or those
intended for common or related uses. A
class may be further divided into sub-
classes when appropriate.

(c) [Reserved]
(d) Act means the Federal Food,

Drug, and Cosmetic Act.

[41 FR 6903, Feb. 13, 1976, as amended at 45
FR 7484, Feb. 1, 1980]

§ 809.4 Confidentiality of submitted in-
formation.

Data and information submitted
under § 809.10(c) that are shown to fall
within the exemption established in
§ 20.61 of this chapter shall be treated
as confidential by the Food and Drug
Administration and any person to
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whom the data and information are re-
ferred. The Food and Drug Administra-
tion will determine whether informa-
tion submitted will be treated as con-
fidential in accordance with the provi-
sions of Part 20 of this chapter.

[45 FR 7484, Feb. 1, 1980]

§ 809.5 Exemption from batch certifi-
cation requirements for in vitro an-
tibiotic susceptibility devices sub-
ject to section 507 of the act.

(a) Antibiotic susceptibility devices
subject to section 507 of the act are ex-
empt from the batch certification re-
quirements of Part 431 of this chapter
if the following conditions are met:

(1) The antibiotic susceptibility de-
vice is approved for marketing under
an appropriate antibiotic application.

(2) The antibiotic susceptibility de-
vice is packaged and labeled for dis-
pensing in accordance with the applica-
ble regulation (monograph) in this
chapter except where other labeling
has been approved in an applicable an-
tibiotic application.

(3) The bulk antibiotic drug used in
preparing the antibiotic susceptibility
device meets the standards of identity,
strength, quality, and purity specified
in the applicable regulation (mono-
graph) in this chapter except where
other standards have been approved in
an applicable antibiotic application.

(4) The antibiotic susceptibility de-
vice meets the standards of identity,
strength, quality, and purity specified
in the applicable regulation (mono-
graph) in this chapter except where
other standards have been approved in
an applicable antibiotic application.

(b) For each antibiotic susceptibility
device subject to an exemption under
this section, an approved antibiotic ap-
plication is regarded to be an approved
premarket approval application under
section 515 of the act.

(c) Nothing in this section prevents a
manufacturer from applying for batch
certification of an antibiotic suscepti-
bility device as provided in section
507(c) of the act.

(d) All exemptions from batch certifi-
cation requirements for antibiotic sus-
ceptibility devices under this section

are subject to the conditions of effec-
tiveness under § 809.6.

[47 FR 39160, Sept. 7, 1982, as amended at 53
FR 11252, Apr. 6, 1988]

§ 809.6 Conditions on the effectiveness
of exemptions of antibiotic suscepti-
bility devices from batch certifi-
cation requirements.

(a) If at any time after an exemption
from batch certification requirements
for an antibiotic susceptibility device
has been granted, the Commissioner
finds on the basis of new information
before the agency with respect to such
exempted device evaluated together
with the evidence available to the
agency when such exemption was
granted, that certification of each
batch is necessary to ensure its safety
and efficacy of use, the Commissioner
shall act immediately to revoke all ex-
emptions from batch certification re-
quirements granted for such device.

(b) If the Commissioner finds that
the person granted an exemption from
batch certification requirements for an
antibiotic susceptibility device has
failed to comply with the requirements
of section 507 of the act and the regula-
tions promulgated thereunder; or if the
Commissioner finds that the require-
ments of § 809.5 have not been met; or if
the Commissioner finds that the peti-
tion for exemption from batch certifi-
cation contains any false statements of
fact, the Commissioner may revoke the
exemption from batch certification re-
quirements immediately and require
batch certification of the device until
such person shows adequate cause why
the exemption from batch certification
requirements should be reinstated.

(c) If the Commissioner repeals or
suspends an exemption from batch cer-
tification requirements for an anti-
biotic susceptibility device, a notice to
that effect and the reasons therefor
will be published in the FEDERAL REG-
ISTER.

(d) Any person who contests the rev-
ocation or suspension or denial of rein-
statement of an exemption from batch
certification requirements for an anti-
biotic susceptibility device shall have
an opportunity for a regulatory hear-
ing before the Food and Drug Adminis-
tration under Part 16 of this chapter.

[47 FR 39160, Sept. 7, 1982]
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Subpart B—Labeling
§ 809.10 Labeling for in vitro diag-

nostic products.
(a) The label for an in vitro diag-

nostic product shall state the following
information, except where such infor-
mation is not applicable, or as other-
wise specified in a standard for a par-
ticular product class. Section 201(k) of
the act provides that ‘‘a requirement
made by or under authority of this act
that any word, statement, or other in-
formation appear on the label shall not
be considered to be complied with un-
less such word, statement, or other in-
formation also appears on the outside
container or wrapper, if any there be,
of the retail package of such article, or
is easily legible through the outside
container or wrapper.’’

(1) The proprietary name and estab-
lished name (common or usual name),
if any.

(2) The intended use or uses of the
product.

(3) For a reagent, a declaration of the
established name (common or usual
name), if any, and quantity, proportion
or concentration of each reactive in-
gredient; and for a reagent derived
from biological material, the source
and a measure of its activity. The
quantity, proportion, concentration, or
activity shall be stated in the system
generally used and recognized by the
intended user, e.g., metric, inter-
national units, etc.

(4) A statement of warnings or pre-
cautions for users as established in the
regulations contained in 16 CFR Part
1500 and any other warnings appro-
priate to the hazard presented by the
product; and a statement ‘‘For In Vitro
Diagnostic Use’’ and any other limiting
statements appropriate to the intended
use of the product.

(5) For a reagent, appropriate storage
instructions adequate to protect the
stability of the product. When applica-
ble, these instructions shall include
such information as conditions of tem-
perature, light, humidity, and other
pertinent factors. For products requir-
ing manipulation, such as reconstitu-
tion and/or mixing before use, appro-
priate storage instructions shall be
provided for the reconstituted or mixed
product which is to be stored in the

original container. The basis for such
instructions shall be determined by re-
liable, meaningful, and specific test
methods such as those described in
§ 211.166 of this chapter.

(6) For a reagent, a means by which
the user may be assured that the prod-
uct meets appropriate standards of
identity, strength, quality and purity
at the time of use. This shall be pro-
vided, both for the product as provided
and for any resultant reconstituted or
mixed product, by including on the
label one or more of the following:

(i) An expiration date based upon the
stated storage instructions.

(ii) A statement of an observable in-
dication of an alteration of the prod-
uct, e.g., turbidity, color change, pre-
cipitate, beyond its appropriate stand-
ards.

(iii) Instructions for a simple method
by which the user can reasonably de-
termine that the product meets its ap-
propriate standards.

(7) For a reagent, a declaration of the
net quantity of contents, expressed in
terms of weight or volume, numerical
count, or any combination of these or
other terms which accurately reflect
the contents of the package. The use of
metric designations is encouraged,
wherever appropriate. If more than a
single determination may be performed
using the product, any statement of
the number of tests shall be consistent
with instructions for use and amount
of material provided.

(8) Name and place of business of
manufacturer, packer, or distributor.

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

(i) If it is a multiple unit product, the
lot or control number shall permit
tracing the identity of the individual
units.

(ii) For an instrument, the lot or con-
trol number shall permit tracing the
identity of all functional subassem-
blies.

(iii) For multiple unit products which
require the use of included units to-
gether as a system, all units should
bear the same lot or control number, if
appropriate, or other suitable uniform
identification should be used.
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(10) Except that for items in para-
graphs (a) (1) through (9) of this sec-
tion: (i) In the case of immediate con-
tainers too small or otherwise unable
to accommodate 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 (a) (2), (3), (4), (5), (6) (ii),
(iii) and (7) of this section may appear
in the outer container labeling only.

(ii) In any case in which the presence
of this information on the immediate
container will interfere with the test,
the information may appear on the
outside container or wrapper rather
than on the immediate container label.

(b) Labeling accompanying each
product, e.g., a package insert, shall
state in one place the following infor-
mation in the format and order speci-
fied below, except where such informa-
tion is not applicable, or as specified in
a standard for a particular product
class. The labeling for a multiple-pur-
pose instrument used for diagnostic
purposes, and not committed to spe-
cific diagnostic procedures or systems,
may bear only the information indi-
cated in paragraphs (b) (1), (2), (6), (14),
and (15) of this section. The labeling for
a reagent intended for use as a replace-
ment in a diagnostic system may be
limited to that information necessary
to identify the reagent adequately and
to describe its proper use in the sys-
tem.

(1) The proprietary name and estab-
lished name, i.e., common or usual
name, if any.

(2) The intended use or uses of the
product and the type of procedure, e.g.,
qualitative or quantitative.

(3) Summary and explanation of the
test. Include a short history of the
methodology, with pertinent references
and a balanced statement of the special
merits and limitations of this method
or product. If the product labeling re-
fers to any other procedure, appro-
priate literature citations shall be in-
cluded and the labeling shall explain
the nature of any differences from the
original and their effect on the results.

(4) The chemical, physical, physio-
logical, or biological principles of the
procedure. Explain concisely, with

chemical reactions and techniques in-
volved, if applicable.

(5) Reagents: (i) A declaration of the
established name (common or usual
name), if any, and quantity, proportion
or concentration or each reactive in-
gredient; and for biological material,
the source and a measure of its activ-
ity. The quantity, proportion, con-
centration or activity shall be stated
in the system generally used and recog-
nized by the intended user, e.g., metric,
international units, etc. A statement
indicating the presence of and charac-
terizing any catalytic or nonreactive
ingredients, e.g., buffers, preservatives,
stabilizers.

(ii) A statement of warnings or pre-
cautions for users as established in the
regulations contained in 16 CFR Part
1500 and any other warnings appro-
priate to the hazard presented by the
product; and a statement ‘‘For In Vitro
Diagnostic Use’’ and any other limiting
statements appropriate to the intended
use of the product.

(iii) Adequate instructions for recon-
stitution, mixing, dilution, etc.

(iv) Appropriate storage instructions
adequate to protect the stability of the
product. When applicable, these in-
structions shall include such informa-
tion as conditions of temperature,
light, humidity, and other pertinent
factors. For products requiring manip-
ulation, such as reconstitution and/or
mixing before use, appropriate storage
instructions shall be provided for the
reconstituted or mixed product. The
basis for such instructions shall be de-
termined by reliable, meaningful, and
specific test methods such as those de-
scribed in § 211.166 of this chapter.

(v) A statement of any purification
or treatment required for use.

(vi) Physical, biological, or chemical
indications of instability or deteriora-
tion.

(6) Instruments: (i) Use or function.
(ii) Installation procedures and spe-

cial requirements.
(iii) Principles of operation.
(iv) Performance characteristics and

specifications.
(v) Operating instructions.
(vi) Calibration procedures including

materials and/or equipment to be used.
(vii) Operational precautions and

limitations.
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(viii) Hazards.
(ix) Service and maintenance infor-

mation.
(7) Specimen collection and prepara-

tion for analysis, including a descrip-
tion of: (i) Special precautions regard-
ing specimen collection including spe-
cial preparation of the patient as it
bears on the validity of the test.

(ii) Additives, preservatives, etc.,
necessary to maintain the integrity of
the specimen.

(iii) Known interfering substances.
(iv) Recommended storage, handling

or shipping instructions for the protec-
tion and maintenance of stability of
the specimen.

(8) Procedure: A step-by-step outline
of recommended procedures from re-
ception of the specimen to obtaining
results. List any points that may be
useful in improving precision and accu-
racy.

(i) A list of all materials provided,
e.g., reagents, instruments and equip-
ment, with instructions for their use.

(ii) A list of all materials required
but not provided. Include such details
as sizes, numbers, types, and quality.

(iii) A description of the amounts of
reagents necessary, times required for
specific steps, proper temperatures,
wavelengths, etc.

(iv) A statement describing the sta-
bility of the final reaction material to
be measured and the time within which
it shall be measured to assure accurate
results.

(v) Details of calibration: Identify
reference material. Describe prepara-
tion of reference sample(s), use of
blanks, preparation of the standard
curve, etc. The description of the range
of calibration should include the high-
est and the lowest values measurable
by the procedure.

(vi) Details of kinds of quality con-
trol procedures and materials required.
If there is need for both positive and
negative controls, this should be stat-
ed. State what are considered satisfac-
tory limits of performance.

(9) Results: Explain the procedure for
calculating the value of the unknown.
Give an explanation for each compo-
nent of the formula used for the cal-
culation of the unknown. Include a
sample calculation, step-by-step, ex-
plaining the answer. The values shall

be expressed to the appropriate number
of significant figures. If the test pro-
vides other than quantitative results,
provide an adequate description of ex-
pected results.

(10) Limitation of the procedure: In-
clude a statement of limitations of the
procedure. State known extrinsic fac-
tors or interfering substances affecting
results. If further testing, either more
specific or more sensitive, is indicated
in all cases where certain results are
obtained, the need for the additional
test shall be stated.

(11) Expected values: State the
range(s) of expected values as obtained
with the product from studies of var-
ious populations. Indicate how the
range(s) was established and identify
the population(s) on which it was es-
tablished.

(12) Specific performance characteris-
tics: Include, as appropriate, informa-
tion describing such things as accu-
racy, precision, specificity, and sen-
sitivity. These shall be related to a
generally accepted method using bio-
logical specimens from normal and ab-
normal populations. Include a state-
ment summarizing the data upon
which the specific performance charac-
teristics are based.

(13) Bibliography: Include pertinent
references keyed to the text.

(14) Name and place of business of
manufacturer, packer, or distributor.

(15) Date of issuance of the last revi-
sion of the labeling identified as such.

(c) A shipment or other delivery of an
in vitro diagnostic product shall be ex-
empt from the requirements of para-
graphs (a) and (b) of this section and
from a standard promulgated under
part 861 provided that the following
conditions are met:

(1) In the case of a shipment or deliv-
ery for an investigation subject to part
812, if there has been compliance with
part 812; or

(2) In the case of a shipment or deliv-
ery for an investigation that is not
subject to part 812 (see § 812.2(c)), if the
following conditions are met:

(i) For a product in the laboratory re-
search phase of development, and not
represented as an effective in vitro di-
agnostic product, all labeling bears the
statement, prominently placed: ‘‘For
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Research Use Only. Not for use in diag-
nostic procedures.’’

(ii) For a product being shipped or de-
livered for product testing prior to full
commercial marketing (for example,
for use on specimens derived from hu-
mans to compare the usefulness of the
product with other products or proce-
dures which are in current use or rec-
ognized as useful), all labeling bears
the statement, prominently placed:
‘‘For Investigational Use Only. The
performance characteristics of this
product have not been established.’’

(d) The labeling of general purpose
laboratory reagents (e.g., hydrochloric
acid) and equipment (e.g., test tubes
and pipettes) whose uses are generally
known by persons trained in their use
need not bear the directions for use re-
quired by § 809.10 (a) and (b), if their la-
beling meets the requirements of this
paragraph.

(1) The label of a reagent shall bear
the following information:

(i) The proprietary name and estab-
lished name (common or usual name),
if any, of the reagent.

(ii) A declaration of the established
name (common or usual name), if any,
and quantity, proportion or concentra-
tion of the reagent ingredient (e.g., hy-
drochloric acid: Formula weight 36.46,
assay 37.9 percent, specific gravity 1.192
at 60 °F); and for a reagent derived
from biological material, the source
and where applicable a measure of its
activity. The quantity, proportion,
concentration or activity shall be stat-
ed in the system generally used and
recognized by the intended user, e.g.,
metric, international units, etc.

(iii) A statement of the purity and
quality of the reagent, including a
quantitative declaration of any impuri-
ties present. The requirement for this
information may be met by a state-
ment of conformity with a generally
recognized and generally available
standard which contains the same in-
formation, e.g., those established by
the American Chemical Society, U.S.
Pharmacopeia, National Formulary,
National Research Council.

(iv) A statement of warnings or pre-
cautions for users as established in the
regulations contained in 16 CFR Part
1500 and any other warnings appro-
priate to the hazard presented by the

product; and a statement ‘‘For Labora-
tory Use.’’

(v) Appropriate storage instructions
adequate to protect the stability of the
product. When applicable, these in-
structions shall include such informa-
tion as conditions of temperature,
light, humidity, and other pertinent
factors. The basis for such information
shall be determined by reliable, mean-
ingful, and specific test methods such
as those described in § 211.166 of this
chapter.

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

(vii) Name and place of business of
manufacturer, packer, or distributor.

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

(ix) 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 (d)(1)(ii), (iii), (iv), (v), and
(vi) of this section may appear in the
outer container labeling only.

(2) The label of general purpose lab-
oratory equipment, e.g., a beaker or a
pipette, shall bear a statement ade-
quately describing the product, its
composition, and physical characteris-
tics if necessary for its proper use.

[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]

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
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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]

PART 810—MEDICAL DEVICE
RECALL AUTHORITY (Eff. 5–19–97)

Subpart A—General Provisions

Sec.
810.1 Scope.
810.2 Definitions.
810.3 Computation of time.
810.4 Service of orders.

Subpart B—Mandatory Medical Device
Recall Procedures

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: Secs. 201, 301, 302, 303, 304, 501,
502, 518, 701, 704, 705 of the Federal Food,
Drug, and Cosmetic Act (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.

EFFECTIVE DATE NOTE: At 61 FR 59018, Nov.
20, 1996, part 810 was added, effective May 19,
1997.

Subpart A—General Provisions

§ 810.1 Scope.
Part 810 describes the procedures

that the Food and Drug Administra-
tion will follow in exercising its medi-
cal device recall authority under sec-
tion 518(e) of the Federal Food, Drug,
and Cosmetic Act.

§ 810.2 Definitions.
As used in this part:
(a) Act means the Federal Food,

Drug, and Cosmetic Act.

(b) Agency or FDA means the Food
and Drug Administration.

(c) Cease distribution and notification
strategy or mandatory recall strategy
means a planned, specific course of ac-
tion to be taken by the person named
in a cease distribution and notification
order or in a mandatory recall order,
which addresses the extent of the noti-
fication or recall, the need for public
warnings, and the extent of effective-
ness checks to be conducted.

(d) Consignee means any person or
firm that has received, purchased, or
used a device that is subject to a cease
distribution and notification order or a
mandatory recall order. Consignee does
not mean lay individuals or patients,
i.e., nonhealth professionals.

(e) Correction means repair, modifica-
tion, adjustment, relabeling, destruc-
tion, or inspection (including patient
monitoring) of a device, without its
physical removal from its point of use
to some other location.

(f) Device user facility means a hos-
pital, ambulatory surgical facility,
nursing home, or outpatient treatment
or diagnostic facility that is not a phy-
sician’s office.

(g) Health professionals means practi-
tioners, including physicians, nurses,
pharmacists, dentists, respiratory
therapists, physical therapists, tech-
nologists, or any other practitioners or
allied health professionals that have a
role in using a device for human use.

(h) Reasonable probability means that
it is more likely than not that an event
will occur.

(i) Serious, adverse health consequence
means any significant adverse experi-
ence, including those that may be ei-
ther life-threatening or involve perma-
nent or long-term injuries, but exclud-
ing injuries that are nonlife-threaten-
ing and that are temporary and reason-
ably reversible.

(j) Recall means the correction or re-
moval of a device for human use where
FDA finds that there is a reasonable
probability that the device would cause
serious, adverse health consequences or
death.

(k) Removal means the physical re-
moval of a device from its point of use
to some other location for repair,
modification, adjustment, relabeling,
destruction, or inspection.
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§ 810.3 Computation of time.
In computing any period of time pre-

scribed or allowed by this part, the day
of the act or event from which the des-
ignated period of time begins to run
shall not be included. The computation
of time is based only on working days.

§ 810.4 Service of orders.
Orders issued under this part will be

served in person by a designated em-
ployee of FDA, or by certified or reg-
istered mail or similar mail delivery
service with a return receipt record re-
flecting receipt, to the named person or
designated agent at the named person’s
or designated agent’s last known ad-
dress in FDA’s records.

Subpart B—Mandatory Medical
Device Recall Procedures

§ 810.10 Cease distribution and notifi-
cation order.

(a) If, after providing the appropriate
person with an opportunity to consult
with the agency, FDA finds that there
is a reasonable probability that a de-
vice intended for human use would
cause serious, adverse health con-
sequences or death, the agency may
issue a cease distribution and notifica-
tion order requiring the person named
in the order to immediately:

(1) Cease distribution of the device;
(2) Notify health professionals and

device user facilities of the order; and
(3) Instruct these professionals and

device user facilities to cease use of the
device.

(b) FDA will include the following in-
formation in the order:

(1) The requirements of the order re-
lating to cessation of distribution and
notification of health professionals and
device user facilities;

(2) Pertinent descriptive information
to enable accurate and immediate iden-
tification of the device subject to the
order, including, where known:

(i) The brand name of the device;
(ii) The common name, classification

name, or usual name of the device;
(iii) The model, catalog, or product

code numbers of the device; and
(iv) The manufacturing lot numbers

or serial numbers of the device or other
identification numbers; and

(3) A statement of the grounds for
FDA’s finding that there is a reason-
able probability that the device would
cause serious, adverse health con-
sequences or death.

(c) FDA may also include in the order
a model letter for notifying health pro-
fessionals and device user facilities of
the order and a requirement that noti-
fication of health professionals and de-
vice user facilities be completed within
a specified timeframe. The model letter
will include the key elements of infor-
mation that the agency in its discre-
tion has determined, based on the cir-
cumstances surrounding the issuance
of each order, are necessary to inform
health professionals and device user fa-
cilities about the order.

(d) FDA may also require that the
person named in the cease distribution
and notification order submit any or
all of the following information to the
agency by a time specified in the order:

(1) The total number of units of the
device produced and the timespan of
the production;

(2) The total number of units of the
device estimated to be in distribution
channels;

(3) The total number of units of the
device estimated to be distributed to
health professionals and device user fa-
cilities;

(4) The total number of units of the
device estimated to be in the hands of
home users;

(5) Distribution information, includ-
ing the names and addresses of all con-
signees;

(6) A copy of any written communica-
tion used by the person named in the
order to notify health professionals and
device user facilities;

(7) A proposed strategy for complying
with the cease distribution and notifi-
cation order;

(8) Progress reports to be made at
specified intervals, showing the names
and addresses of health professionals
and device user facilities that have
been notified, names of specific individ-
uals contacted within device user fa-
cilities, and the dates of such contacts;
and

(9) The name, address, and telephone
number of the person who should be
contacted concerning implementation
of the order.
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(e) FDA will provide the person
named in a cease distribution and noti-
fication order with an opportunity for
a regulatory hearing on the actions re-
quired by the cease distribution and
notification order and on whether the
order should be modified, or vacated, or
amended to require a mandatory recall
of the device.

(f) FDA will also provide the person
named in the cease distribution and no-
tification order with an opportunity, in
lieu of a regulatory hearing, to submit
a written request to FDA asking that
the order be modified, or vacated, or
amended.

(g) FDA will include in the cease dis-
tribution and notification order the
name, address, and telephone number
of an agency employee to whom any re-
quest for a regulatory hearing or agen-
cy review is to be addressed.

§ 810.11 Regulatory hearing.
(a) Any request for a regulatory hear-

ing shall be submitted in writing to the
agency employee identified in the
order within the timeframe specified
by FDA. Under § 16.22(b) of this chapter,
this timeframe ordinarily will not be
fewer than 3 working days after receipt
of the cease distribution and notifica-
tion order. However, as provided in
§ 16.60(h) of this chapter, the Commis-
sioner of Food and Drugs or presiding
officer may waive, suspend, or modify
any provision of part 16 under § 10.19 of
this chapter, including those pertain-
ing to the timing of the hearing. As
provided in § 16.26(a), the Commissioner
or presiding officer may deny a request
for a hearing, in whole or in part, if he
or she determines that no genuine and
substantial issue of fact is raised by
the material submitted in the request.

(b) If a request for a regulatory hear-
ing is granted, the regulatory hearing
shall be limited to:

(1) Reviewing the actions required by
the cease distribution and notification
order, determining if FDA should af-
firm, modify, or vacate the order, and
addressing an appropriate cease dis-
tribution and notification strategy;
and

(2) Determining whether FDA should
amend the cease distribution and noti-
fication order to require a recall of the
device that was the subject of the

order. The hearing may also address
the actions that might be required by a
recall order, including an appropriate
recall strategy, if FDA later orders a
recall.

(c) If a request by the person named
in a cease distribution and notification
order for a regulatory hearing is grant-
ed, the regulatory hearing will be con-
ducted in accordance with the proce-
dures set out in section 201(x) of the
act (21 U.S.C. 321(x)) and part 16 of this
chapter, except that the order issued
under § 810.10, rather than a notice
under § 16.22(a) of this chapter, provides
the notice of opportunity for a hearing
and is part of the administrative record
of the regulatory hearing under
§ 16.80(a) of this chapter. As provided in
§ 16.60(h) of this chapter, the Commis-
sioner of Food and Drugs or presiding
officer may waive, suspend, or modify
any provision of part 16 under § 10.19 of
this chapter. As provided in § 16.26(b),
after the hearing commences, the pre-
siding officer may issue a summary de-
cision on any issue if the presiding offi-
cer determines that there is no genuine
and substantial issue of fact respecting
that issue.

(d) If the person named in the cease
distribution and notification order does
not request a regulatory hearing with-
in the timeframe specified by FDA in
the cease distribution and notification
order, that person will be deemed to
have waived his or her right to request
a hearing.

(e) The presiding officer will ordi-
narily hold any regulatory hearing re-
quested under paragraph (a) of this sec-
tion no fewer than 2 working days after
receipt of the request for a hearing,
under § 16.24(e) of this chapter, and no
later than 10 working days after the
date of issuance of the cease distribu-
tion and notification order. However,
FDA and the person named in the order
may agree to a later date or the presid-
ing officer may determine that the
hearing should be held in fewer than 2
days. Moreover, as provided for in
§ 16.60(h) of this chapter, the Commis-
sioner of Food and Drugs or presiding
officer may waive, suspend, or modify
any provision of part 16 under § 10.19 of
this chapter, including those pertain-
ing to the timing of the hearing. After
the presiding officer prepares a written
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report of the hearing and the agency is-
sues a final decision based on the re-
port, the presiding officer shall provide
the requestor written notification of
the final decision to affirm, modify, or
vacate the order or to amend the order
to require a recall of the device within
15 working days of conducting a regu-
latory hearing.

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

(a) In lieu of requesting a regulatory
hearing under § 810.11, the person
named in a cease distribution and noti-
fication order may submit a written re-
quest to FDA asking that the order be
modified or vacated. Such person shall
address the written request to the
agency employee identified in the
order and shall submit the request
within the timeframe specified in the
order, unless FDA and the person
named in the order agree to a later
date.

(b) A written request for review of a
cease distribution and notification
order shall identify each ground upon
which the requestor relies in asking
that the order be modified or vacated,
as well as addressing an appropriate
cease distribution and notification
strategy, and shall address whether the
order should be amended to require a
recall of the device that was the sub-
ject of the order and the actions re-
quired by such a recall order, including
an appropriate recall strategy.

(c) The agency official who issued the
cease distribution and notification
order shall provide the requestor writ-
ten notification of the agency’s deci-
sion to affirm, modify, or vacate the
order or amend the order to require a
recall of the device within 15 working
days of receipt of the written request.
The agency official shall include in
this written notification:

(1) A statement of the grounds for
the decision to affirm, modify, vacate,
or amend the order; and

(2) The requirements of any modified
or amended order.

§ 810.13 Mandatory recall order.
(a) If the person named in a cease dis-

tribution and notification order does
not request a regulatory hearing or

submit a request for agency review of
the order, or, if the Commissioner of
Food and Drugs or the presiding officer
denies a request for a hearing, or, if
after conducting a regulatory hearing
under § 810.11 or completing agency re-
view of a cease distribution and notifi-
cation order under § 810.12, FDA deter-
mines that the order should be amend-
ed to require a recall of the device with
respect to which the order was issued,
FDA shall amend the order to require
such a recall. FDA shall amend the
order to require such a recall within 15
working days of issuance of a cease dis-
tribution and notification order if a
regulatory hearing or agency review of
the order is not requested, or within 15
working days of denying a request for a
hearing, or within 15 working days of
completing a regulatory hearing under
§ 810.11, or within 15 working days of re-
ceipt of a written request for review of
a cease distribution and notification
order under § 810.12.

(b) In a mandatory recall order, FDA
may:

(1) Specify that the recall is to ex-
tend to the wholesale, retail, or user
level;

(2) Specify a timetable in accordance
with which the recall is to begin and be
completed;

(3) Require the person named in the
order to submit to the agency a pro-
posed recall strategy, as described in
§ 810.14, and periodic reports describing
the progress of the mandatory recall,
as described in § 810.16; and

(4) Provide the person named in the
order with a model recall notification
letter that includes the key elements
of information that FDA has deter-
mined are necessary to inform health
professionals and device user facilities.

(c) FDA will not include in a manda-
tory recall order a requirement for:

(1) Recall of a device from individ-
uals; or

(2) Recall of a device from device user
facilities, if FDA determines that the
risk of recalling the device from the fa-
cilities presents a greater health risk
than the health risk of not recalling
the device from use, unless the device
can be replaced immediately with an
equivalent device.

(d) FDA will include in a mandatory
recall order provisions for notification
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to individuals subject to the risks asso-
ciated with use of the device. If a sig-
nificant number of such individuals
cannot be identified, FDA may notify
such individuals under section 705(b) of
the act.

§ 810.14 Cease distribution and notifi-
cation or mandatory recall strategy.

(a) General. The person named in a
cease distribution and notification
order issued under § 810.10 shall comply
with the order, which FDA will fashion
as appropriate for the individual cir-
cumstances of the case. The person
named in a cease distribution and noti-
fication order modified under § 810.11(e)
or § 810.12(c) or a mandatory recall
order issued under § 810.13 shall develop
a strategy for complying with the
order that is appropriate for the indi-
vidual circumstances and that takes
into account the following factors:

(1) The nature of the serious, adverse
health consequences related to the de-
vice;

(2) The ease of identifying the device;
(3) The extent to which the risk pre-

sented by the device is obvious to a
health professional or device user facil-
ity; and

(4) The extent to which the device is
used by health professionals and device
user facilities.

(b) Submission and review. (1) The per-
son named in the cease distribution
and notification order modified under
§ 810.11(e) or § 810.12(c) or mandatory re-
call order shall submit a copy of the
proposed strategy to the agency within
the timeframe specified in the order.

(2) The agency will review the pro-
posed strategy and make any changes
to the strategy that it deems necessary
within 7 working days of receipt of the
proposed strategy. The person named
in the order shall act in accordance
with a strategy determined by FDA to
be appropriate.

(c) Elements of the strategy. A pro-
posed strategy shall meet all of the fol-
lowing requirements:

(1)(i) The person named in the order
shall specify the level in the chain of
distribution to which the cease dis-
tribution and notification order or
mandatory recall order is to extend as
follows:

(A) Consumer or user level, e.g.,
health professionals, consignee, or de-
vice user facility level, including any
intermediate wholesale or retail level;
or

(B) Retail level, to the level imme-
diately preceding the consumer or user
level, and including any intermediate
level; or

(C) Wholesale level.
(ii) The person named in the order

shall not recall a device from individ-
uals; and

(iii) The person named in the order
shall not recall a device from device
user facilities if FDA notifies the per-
son not to do so because of a risk deter-
mination under § 810.13(c)(2).

(2) The person named in a recall
order shall ensure that the strategy
provides for notice to individuals sub-
ject to the risks associated with use of
the recalled device. The notice may be
provided through the individuals’
health professionals if FDA determines
that such consultation is appropriate
and would be the most effective meth-
od of notifying patients.

(3) Effectiveness checks by the person
named in the order are required to ver-
ify that all health professionals, device
user facilities, consignees, and individ-
uals, as appropriate, have been notified
of the cease distribution and notifica-
tion order or mandatory recall order
and of the need to take appropriate ac-
tion. The person named in the cease
distribution and notification order or
the mandatory recall order shall speci-
fy in the strategy the method(s) to be
used in addition to written commu-
nications as required by § 810.15, i.e.,
personal visits, telephone calls, or a
combination thereof to contact all
health professionals, device user facili-
ties, consignees, and individuals, as ap-
propriate. The agency may conduct ad-
ditional audit checks where appro-
priate.

§ 810.15 Communications concerning a
cease distribution and notification
or mandatory recall order.

(a) General. The person named in a
cease distribution and notification
order issued under § 810.10 or a manda-
tory recall order issued under § 810.13 is
responsible for promptly notifying
each health professional, device user
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facility, consignee, or individual, as ap-
propriate, of the order. In accordance
with § 810.10(c) or § 810.13(b)(4), FDA
may provide the person named in the
cease distribution and notification or
mandatory recall order with a model
letter for notifying each health profes-
sional, device user facility, consignee,
or individual, as appropriate, of the
order. However, if FDA does not pro-
vide the person named in the cease dis-
tribution and notification or manda-
tory recall order with a model letter,
the person named in a cease distribu-
tion and notification order issued
under § 810.10, or a mandatory recall
order issued under § 810.13, is respon-
sible for providing such notification.
The purpose of the communication is
to convey:

(1) That FDA has found that there is
a reasonable probability that use of the
device would cause a serious, adverse
health consequence or death;

(2) That the person named in the
order has ceased distribution of the de-
vice;

(3) That health professionals and de-
vice user facilities should cease use of
the device immediately;

(4) Where appropriate, that the de-
vice is subject to a mandatory recall
order; and

(5) Specific instructions on what
should be done with the device.

(b) Implementation. The person named
in a cease distribution and notification
order, or a mandatory recall order,
shall notify the appropriate person(s)
of the order by verified written com-
munication, e.g., telegram, mailgram,
or fax. The written communication and
any envelope in which it is sent or en-
closed shall be conspicuously marked,
preferably in bold red ink: ‘‘URGENT—
[DEVICE CEASE DISTRIBUTION AND
NOTIFICATION ORDER] or [MANDA-
TORY DEVICE RECALL ORDER].’’
Telephone calls or other personal con-
tacts may be made in addition to, but
not as a substitute for, the verified
written communication, and shall be
documented in an appropriate manner.

(c) Contents. The person named in the
order shall ensure that the notice of a
cease distribution and notification
order or mandatory recall order:

(1) Is brief and to the point;

(2) Identifies clearly the device, size,
lot number(s), code(s), or serial num-
ber(s), and any other pertinent descrip-
tive information to facilitate accurate
and immediate identification of the de-
vice;

(3) Explains concisely the serious, ad-
verse health consequences that may
occur if use of the device were contin-
ued;

(4) Provides specific instructions on
what should be done with the device;

(5) Provides a ready means for the re-
cipient of the communication to con-
firm receipt of the communication and
to notify the person named in the order
of the actions taken in response to the
communication. Such means may in-
clude, but are not limited to, the re-
turn of a postage-paid, self-addressed
post card or a toll-free call to the per-
son named in the order; and

(6) Does not contain irrelevant quali-
fications, promotional materials, or
any other statement that may detract
from the message.

(d) Followup communications. The per-
son named in the cease distribution
and notification order or mandatory
recall order shall ensure that followup
communications are sent to all who
fail to respond to the initial commu-
nication.

(e) Responsibility of the recipient.
Health professionals, device user facili-
ties, and consignees who receive a com-
munication concerning a cease dis-
tribution and notification order or a
mandatory recall order should imme-
diately follow the instructions set
forth in the communication. Where ap-
propriate, these recipients should im-
mediately notify their consignees of
the order in accordance with para-
graphs (b) and (c) of this section.

§ 810.16 Cease distribution and notifi-
cation or mandatory recall order
status reports.

(a) The person named in a cease dis-
tribution and notification order issued
under § 810.10 or a mandatory recall
order issued under § 810.13 shall submit
periodic status reports to FDA to en-
able the agency to assess the person’s
progress in complying with the order.
The frequency of such reports and the
agency official to whom such reports
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shall be submitted will be specified in
the order.

(b) Unless otherwise specified in the
order, each status report shall contain
the following information:

(1) The number and type of health
professionals, device user facilities,
consignees, or individuals notified
about the order and the date and meth-
od of notification;

(2) The number and type of health
professionals, device user facilities,
consignees, or individuals who have re-
sponded to the communication and the
quantity of the device on hand at these
locations at the time they received the
communication;

(3) The number and type of health
professionals, device user facilities,
consignees, or individuals who have not
responded to the communication;

(4) The number of devices returned or
corrected by each health professional,
device user facility, consignee, or indi-
vidual contacted, and the quantity of
products accounted for;

(5) The number and results of effec-
tiveness checks that have been made;
and

(6) Estimated timeframes for comple-
tion of the requirements of the cease
distribution and notification order or
mandatory recall order.

(c) The person named in the cease
distribution and notification order or
recall order may discontinue the sub-
mission of status reports when the
agency terminates the order in accord-
ance with § 810.17.

§ 810.17 Termination of a cease dis-
tribution and notification or man-
datory recall order.

(a) The person named in a cease dis-
tribution and notification order issued
under § 810.10 or a mandatory recall
order issued under § 810.13 may request
termination of the order by submitting
a written request to FDA. The person
submitting a request shall certify that
he or she has complied in full with all
of the requirements of the order and
shall include a copy of the most cur-
rent status report submitted to the
agency under § 810.16. A request for ter-
mination of a recall order shall include
a description of the disposition of the
recalled device.

(b) FDA may terminate a cease dis-
tribution and notification order issued
under § 810.10 or a mandatory recall
order issued under § 810.13 when the
agency determines that the person
named in the order:

(1) Has taken all reasonable efforts to
ensure and to verify that all health
professionals, device user facilities,
consignees, and, where appropriate, in-
dividuals have been notified of the
cease distribution and notification
order, and to verify that they have
been instructed to cease use of the de-
vice and to take other appropriate ac-
tion; or

(2) Has removed the device from the
market or has corrected the device so
that use of the device would not cause
serious, adverse health consequences or
death.

(c) FDA will provide written notifica-
tion to the person named in the order
when a request for termination of a
cease distribution and notification
order or a mandatory recall order has
been granted or denied. FDA will re-
spond to a written request for termi-
nation of a cease distribution and noti-
fication or recall order within 30 work-
ing days of its receipt.

§ 810.18 Public notice.
The agency will make available to

the public in the weekly FDA Enforce-
ment Report a descriptive listing of
each new mandatory recall issued
under § 810.13. The agency will delay
public notification of orders when the
agency determines that such notifica-
tion may cause unnecessary and harm-
ful anxiety in individuals and that ini-
tial consultation between individuals
and their health professionals is essen-
tial.

PART 812—INVESTIGATIONAL
DEVICE EXEMPTIONS

Subpart A—General Provisions

Sec.
812.1 Scope.
812.2 Applicability.
812.3 Definitions.
812.5 Labeling of investigational devices.
812.7 Prohibition of promotion and other

practices.
812.10 Waivers.
812.18 Import and export requirements.
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