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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) All 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 
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 
that the information is necessary for 
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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. 

PART 860—MEDICAL DEVICE 
CLASSIFICATION PROCEDURES 

Subpart A—General 

Sec. 
860.1 Scope. 
860.3 Definitions. 
860.5 Confidentiality and use of data and in-

formation submitted in connection with 
classification and reclassification. 

860.7 Determination of safety and effective-
ness. 

Subpart B—Classification 

860.84 Classification procedures for ‘‘old de-
vices.’’ 

860.93 Classification of implants, life-sup-
porting or life-sustaining devices. 

860.95 Exemptions from sections 510, 519, 
and 520(f) of the act. 

Subpart C—Reclassification 

860.120 General. 
860.123 Reclassification petition: Content 

and form. 
860.125 Consultation with panels. 
860.130 General procedures under section 

513(e) of the act. 
860.132 Procedures when the Commissioner 

initiates a performance standard or pre-
market approval proceeding under sec-
tion 514(b) or 515(b) of the act. 

860.134 Procedures for ‘‘new devices’’ under 
section 513(f) of the act and reclassifica-
tion of certain devices. 

860.136 Procedures for transitional products 
under section 520(l) of the act. 

AUTHORITY: 21 U.S.C. 360c, 360d, 360e, 360i, 
360j, 371, 374. 

SOURCE: 43 FR 32993, July 28, 1978, unless 
otherwise noted. 

EDITORIAL NOTE: Nomenclature changes to 
part 860 appear at 73 FR 35341, June 23, 2008. 

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. 

(b) This part prescribes the criteria 
and procedures to be used by classifica-

tion panels in making their rec-
ommendations and by the Commis-
sioner in making the Commissioner’s 
determinations regarding the class of 
regulatory control (class I, class II, or 
class III) appropriate for particular de-
vices. Supplementing the general Food 
and Drug Administration procedures 
governing advisory committees (part 14 
of this chapter), this part also provides 
procedures for manufacturers, import-
ers, and other interested persons to 
participate in proceedings to classify 
and reclassify devices. This part also 
describes the kind of data required for 
determination of the safety and effec-
tiveness of a device, and the cir-
cumstances under which information 
submitted to classification panels or to 
the Commissioner in connection with 
classification and reclassification pro-
ceedings will be available to the public. 

§ 860.3 Definitions. 

For the purposes of this part: 
(a) Act means the Federal Food, 

Drug, and Cosmetic Act. 
(b) Commissioner means the Commis-

sioner of Food and Drugs, Food and 
Drug Administration, United States 
Department of Health and Human 
Services, or the Commissioner’s des-
ignee. 

(c) Class means one of the three cat-
egories of regulatory control for med-
ical devices, defined below: 

(1) Class I means the class of devices 
that are subject to only the general 
controls authorized by or under sec-
tions 501 (adulteration), 502 (mis-
branding), 510 (registration), 516 
(banned devices), 518 (notification and 
other remedies), 519 (records and re-
ports), and 520 (general provisions) of 
the act. A device is in class I if (i) gen-
eral controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device, or (ii) there 
is insufficient information from which 
to determine that general controls are 
sufficient to provide reasonable assur-
ance of the safety and effectiveness of 
the device or to establish special con-
trols to provide such assurance, but the 
device is not life-supporting or life-sus-
taining or for a use which is of 
substanial importance in preventing 
impairment of human health, and 
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