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(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-
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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.

(9) 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 per-
taining to the timing of the hearing.
As provided in §16.26(a), the Commis-
sioner 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
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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 pre-
siding officer may determine that the
hearing should be held in fewer than 2
days. Moreover, as provided for in

§810.12

§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 per-
taining 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 report, the presiding officer shall
provide the requestor written notifica-
tion 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 regulatory 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
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