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§822.5

Subpart B—Notification

§822.5 How will I know if I must con-
duct postmarket surveillance?

We will send you a letter (the
postmarket surveillance order) noti-
fying you of the requirement to con-
duct postmarket surveillance. Before
we send the order, or as part of the
order, we may require that you submit
information about your device that
will allow us better to define the scope
of a surveillance order. We will specify
the device(s) subject to the surveil-
lance order and the reason that we are
requiring postmarket surveillance of
the device under section 522 of the act.
We will also provide you with any gen-
eral or specific guidance that is avail-
able to help you develop your plan for
conducting postmarket surveillance.

§822.6 When will you notify me that I
am required to conduct postmarket
surveillance?

We will notify you as soon as we have
determined that postmarket surveil-
lance of your device is necessary, based
on the identification of a surveillance
question. This may occur during the
review of a marketing application for
your device, as your device goes to
market, or after your device has been
marketed for a period of time.

§822.7 What should I do if I do not
agree that postmarket surveillance
is appropriate?

(a) If you do not agree with our deci-
sion to order postmarket surveillance
for a particular device, you may re-
quest review of our decision by:

(1) Requesting a meeting with the Di-
rector of the Office that issued the
order for postmarket surveillance;

(2) Seeking internal review of the
order under §10.75 of this chapter;

(3) Requesting an informal hearing
under part 16 of this chapter; or

(4) Requesting review by the Medical
Devices Dispute Resolution Panel of
the Medical Devices Advisory Com-
mittee.

(b) You may obtain guidance docu-
ments that discuss these mechanisms
from the Center for Devices and Radio-
logical Health’s (CDRH’s) Web site
(http://www.fda.gov/About FDA/
CentersOffices/

21 CFR Ch. | (4-1-25 Edition)

OfficeofMedicalProductsandTobacco/
CDRH/CDRHOmbudsman/default.hitm.).

[67 FR 38887, June 6, 2002, as amended at 72
FR 17399, Apr. 9, 2007; 78 FR 18233, Mar. 26,
2013; 85 FR 18843, Apr. 2, 2020; 88 FR 16880,
Mar. 21, 2023]

Subpart C—Postmarket
Surveillance Plan

§822.8 When, where, and how must I
submit my postmarket surveillance
plan?

You must submit your plan to con-
duct postmarket surveillance within 30
days of the date you receive the
postmarket surveillance order. For de-
vices regulated by the Center for Bio-
logics Evaluation and Research, send
your submission to the Food and Drug
Administration, Center for Biologics
Evaluation and Research, Document
Control Center, 10903 New Hampshire
Ave., Bldg. 71, Rm. G112, Silver Spring,
MD 20993-0002. For devices regulated by
the Center for Drug Evaluation and Re-
search, send your submission to the
Central Document Room, Center for
Drug Evaluation and Research, Food
and Drug Administration, 5901-B,
Ammendale Rd., Beltsville, MD 20705—
1266. For devices regulated by the Cen-
ter for Devices and Radiological
Health, send your submission to the
Document Mail Center, 10903 New
Hampshire Ave., Bldg. 66, Rm. G609,
Silver Spring, MD 20993-0002. When we
receive your original submission, we
will send you an acknowledgment let-
ter identifying the unique document
number assigned to your submission.
You must use this number in any cor-
respondence related to this submission.

[87 FR 17950, Mar. 29, 2022]

§822.9 What must I include in my sub-
mission?

Your submission must include the
following:

(a) Organizational/administrative in-
formation:

(1) Your name and address;

(2) Generic and trade names of your
device;

(3) Name and address of the contact
person for the submission;
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