§822.29

Subpart F—Waivers and
Exemptions

§822.29 May I request a waiver of a
specific requirement of this part?

You may request that we waive any
specific requirement of this part. You
may submit your request, with sup-
porting documentation, separately or
as a part of your postmarket surveil-
lance submission to the address in
§822.8.

§822.30 May I request exemption from
the requirement to conduct
postmarket surveillance?

You may request exemption from the
requirement to conduct postmarket
surveillance for your device or any spe-
cific model of that device at any time.
You must comply with the require-
ments of this part unless and until we
grant an exemption for your device.
Your request for exemption must ex-
plain why you believe we should ex-
empt the device or model from
postmarket surveillance. You should
demonstrate why the surveillance
question does not apply to your device
or does not need to be answered for the
device for which you are requesting ex-
emption. Alternatively, you may pro-
vide information that answers the sur-
veillance question for your device, with
supporting documentation, to the ad-
dress in §822.8.

Subpart G—Records and Reports

§822.31 What records am I required to
keep?

You must keep copies of:

(a) All correspondence with your in-
vestigators or FDA, including required
reports;

(b) Signed agreements from each of
your investigators, if your surveillance
plan uses investigators, stating the
commitment to conduct the surveil-
lance in accordance with the approved
plan, any applicable FDA regulations,
and any conditions of approval for your
plan, such as reporting requirements;

(c) Your approved postmarket sur-
veillance plan, with documentation of
the date and reason for any deviation
from the plan;
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(d) All data collected and analyses
conducted in support of your
postmarket surveillance plan; and

(e) Any other records that we require
to be maintained by regulation or by
order, such as copies of signed consent
documents, evidence of Institutional
Review Board review and approval, etc.

§822.32 What records are the inves-
tigators in my surveillance plan re-
quired to keep?

Your investigator must keep copies
of:

(a) All correspondence between inves-
tigators, FDA, the manufacturer, and
the designated person, including re-
quired reports.

(b) The approved postmarket surveil-
lance plan, with documentation of the
date and reason for any deviation from
the plan.

(c) AIll data collected and analyses
conducted at that site for postmarket
surveillance.

(d) Any other records that we require
to be maintained by regulation or by
order.

§822.33 How long must we keep the
records?

You, the designated person, and your
investigators must keep all records for
a period of 2 years after we have ac-
cepted your final report, unless we
specify otherwise.

§822.34 What must I do with the
records if the sponsor of the plan or
an investigator in the plan
changes?

If the sponsor of the plan or an inves-
tigator in the plan changes, you must
ensure that all records related to the
postmarket surveillance have been
transferred to the new sponsor or in-
vestigator and notify us within 10
working days of the effective date of
the change. You must provide the
name, address, and telephone number
of the new sponsor or investigator, cer-
tify that all records have been trans-
ferred, and provide the date of transfer.

§822.35 Can you inspect my manufac-
turing site or other sites involved in
my postmarket surveillance plan?

We can review your postmarket sur-
veillance programs during regularly
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scheduled inspections, inspections ini-
tiated to investigate recalls or other
similar actions, and inspections initi-
ated specifically to review your
postmarket surveillance plan. We may
also inspect any other person or site
involved in your postmarket surveil-
lance, such as investigators or contrac-
tors. Any person authorized to grant
access to a facility must permit au-
thorized FDA employees to enter and
inspect any facility where the device is
held or where records regarding
postmarket surveillance are held.

§822.36 Can you inspect and copy the
records related to my postmarket
surveillance plan?

We may, at a reasonable time and in
a reasonable manner, inspect and copy
any records pertaining to the conduct
of postmarket surveillance that are re-
quired to be kept by this regulation.
You must be able to produce records
and information required by this regu-
lation that are in the possession of oth-
ers under contract with you to conduct
the postmarket surveillance. Those
who have signed agreements or are
under contract with you must also
produce the records and information
upon our request. This information
must be produced within 72 hours of
the initiation of the inspection. We
generally will redact information per-
taining to individual subjects prior to
copying those records, unless there are
extenuating circumstances.

§822.37 Under what circumstances
would you inspect records identi-
fying subjects?

We can inspect and copy records
identifying subjects under the same
circumstances that we can inspect any
records relating to postmarket surveil-
lance. We are likely to be interested in
such records if we have reason to be-
lieve that required reports have not
been submitted, or are incomplete, in-
accurate, false, or misleading.

§822.38 What reports must I submit to
you?

You must submit interim and final
reports as specified in your approved
postmarket surveillance plan. In addi-
tion, we may ask you to submit addi-
tional information when we believe

§860.1

that the information is necessary for
the protection of the public health and
implementation of the act. We will also
state the reason or purpose for the re-
quest and how we will use the informa-
tion.
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Subpart A—General

§860.1 Scope.

(a) This part implements sections 513,
514(b), 515(b), and 520(l) of the act with
respect to the classification and reclas-
sification of devices intended for
human use.
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