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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

(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 II or III 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]

EFFECTIVE DATE NOTE: At 62 FR 62259, Nov.
21, 1997, § 809.30 was added to subpart C, effec-
tive Nov. 23, 1998.
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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
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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 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
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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.

§ 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.
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(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.

(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
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§ 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
report of the hearing and the agency
issues 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
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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
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
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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
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
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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
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.
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(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.
812.19 Address for IDE correspondence.

Subpart B—Application and Administrative
Action

812.20 Application.
812.25 Investigational plan.
812.27 Report of prior investigations.
812.30 FDA action on applications.
812.35 Supplemental applications.
812.36 Treatment use of an investigational

device.
812.38 Confidentiality of data and informa-

tion.

Subpart C—Responsibilities of Sponsors

812.40 General responsibilities of sponsors.
812.42 FDA and IRB approval.
812.43 Selecting investigators and monitors.
812.45 Informing investigators.
812.46 Monitoring investigations.
812.47 Emergency research under § 50.24 of

this chapter.

Subpart D—IRB Review and Approval

812.60 IRB composition, duties, and func-
tions.

812.62 IRB approval.
812.64 IRB’s continuing review.
812.65 [Reserved]
812.66 Significant risk device determina-

tions.

Subpart E—Responsibilities of Investigators

812.100 General responsibilities of investiga-
tors.

812.110 Specific responsibilities of investiga-
tors.

812.119 Disqualification of a clinical inves-
tigator.

Subpart F [Reserved]

Subpart G—Records and Reports

812.140 Records.
812.145 Inspections.
812.150 Reports.

AUTHORITY: 21 U.S.C. 331, 351, 352, 353, 355,
356, 357, 360, 360c–360f, 360h–360j, 371, 372, 374,
379e, 381, 382, 383; 42 U.S.C. 216, 241, 262, 263b–
263n.

SOURCE: 45 FR 3751, Jan. 18, 1980, unless
otherwise noted.

Subpart A—General Provisions

§ 812.1 Scope.
(a) The purpose of this part is to en-

courage, to the extent consistent with
the protection of public health and
safety and with ethical standards, the
discovery and development of useful
devices intended for human use, and to
that end to maintain optimum freedom
for scientific investigators in their pur-
suit of this purpose. This part provides
procedures for the conduct of clinical
investigations of devices. An approved
investigational device exemption (IDE)
permits a device that otherwise would
be required to comply with a perform-
ance standard or to have premarket ap-
proval to be shipped lawfully for the
purpose of conducting investigations of
that device. An IDE approved under
§ 812.30 or considered approved under
§ 812.2(b) exempts a device from the re-
quirements of the following sections of
the Federal Food, Drug, and Cosmetic
Act (the act) and regulations issued
thereunder: Misbranding under section
502 of the act, registration, listing, and
premarket notification under section
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