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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 Il or 111 ASR.

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

(9) 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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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: 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:

(@) Act means the Federal
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.
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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.



