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been granted or denied. FDA will re-
spond to a written request for termi-
nation of a cease distribution and noti-
fication or recall order within 30 work-
ing days of its receipt. 

§ 810.18 Public notice. 
The agency will make available to 

the public in the weekly FDA Enforce-
ment Report a descriptive listing of 
each new mandatory recall issued 
under § 810.13. The agency will delay 
public notification of orders when the 
agency determines that such notifica-
tion may cause unnecessary and harm-
ful anxiety in individuals and that ini-
tial consultation between individuals 
and their health professionals is essen-
tial. 

PART 812—INVESTIGATIONAL 
DEVICE EXEMPTIONS 

Subpart A—General Provisions 

Sec. 
812.1 Scope. 
812.2 Applicability. 
812.3 Definitions. 
812.5 Labeling of investigational devices. 
812.7 Prohibition of promotion and other 

practices. 
812.10 Waivers. 
812.18 Import and export requirements. 
812.19 Address for IDE correspondence. 

Subpart B—Application and Administrative 
Action 

812.20 Application. 
812.25 Investigational plan. 
812.27 Report of prior investigations. 
812.30 FDA action on applications. 
812.35 Supplemental applications. 
812.36 Treatment use of an investigational 

device. 
812.38 Confidentiality of data and informa-

tion. 

Subpart C—Responsibilities of Sponsors 

812.40 General responsibilities of sponsors. 
812.42 FDA and IRB approval. 
812.43 Selecting investigators and monitors. 
812.45 Informing investigators. 
812.46 Monitoring investigations. 
812.47 Emergency research under § 50.24 of 

this chapter. 

Subpart D—IRB Review and Approval 

812.60 IRB composition, duties, and func-
tions. 

812.62 IRB approval. 

812.64 IRB’s continuing review. 
812.65 [Reserved] 
812.66 Significant risk device determina-

tions. 

Subpart E—Responsibilities of Investigators 

812.100 General responsibilities of investiga-
tors. 

812.110 Specific responsibilities of investiga-
tors. 

812.119 Disqualification of a clinical investi-
gator. 

Subpart F [Reserved] 

Subpart G—Records and Reports 

812.140 Records. 
812.145 Inspections. 
812.150 Reports. 

AUTHORITY: 21 U.S.C. 331, 351, 352, 353, 355, 
360, 360c–360f, 360h–360j, 371, 372, 374, 379e, 381, 
382, 383; 42 U.S.C. 216, 241, 262, 263b–263n. 

SOURCE: 45 FR 3751, Jan. 18, 1980, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 812.1 Scope. 

(a) The purpose of this part is to en-
courage, to the extent consistent with 
the protection of public health and 
safety and with ethical standards, the 
discovery and development of useful 
devices intended for human use, and to 
that end to maintain optimum freedom 
for scientific investigators in their pur-
suit of this purpose. This part provides 
procedures for the conduct of clinical 
investigations of devices. An approved 
investigational device exemption (IDE) 
permits a device that otherwise would 
be required to comply with a perform-
ance standard or to have premarket ap-
proval to be shipped lawfully for the 
purpose of conducting investigations of 
that device. An IDE approved under 
§ 812.30 or considered approved under 
§ 812.2(b) exempts a device from the re-
quirements of the following sections of 
the Federal Food, Drug, and Cosmetic 
Act (the act) and regulations issued 
thereunder: Misbranding under section 
502 of the act, registration, listing, and 
premarket notification under section 
510, performance standards under sec-
tion 514, premarket approval under sec-
tion 515, a banned device regulation 
under section 516, records and reports 

VerDate Aug<31>2005 07:51 Apr 28, 2006 Jkt 208072 PO 00000 Frm 00108 Fmt 8010 Sfmt 8010 Y:\SGML\208072.XXX 208072



99 

Food and Drug Administration, HHS § 812.2 

under section 519, restricted device re-
quirements under section 520(e), good 
manufacturing practice requirements 
under section 520(f) except for the re-
quirements found in § 820.30, if applica-
ble (unless the sponsor states an inten-
tion to comply with these require-
ments under § 812.20(b)(3) or 
§ 812.140(b)(4)(v)) and color additive re-
quirements under section 721. 

(b) References in this part to regu-
latory sections of the Code of Federal 
Regulations are to chapter I of title 21, 
unless otherwise noted. 

[45 FR 3751, Jan. 18, 1980, as amended at 59 
FR 14366, Mar. 28, 1994; 61 FR 52654, Oct. 7, 
1996] 

§ 812.2 Applicability. 

(a) General. This part applies to all 
clinical investigations of devices to de-
termine safety and effectiveness, ex-
cept as provided in paragraph (c) of 
this section. 

(b) Abbreviated requirements. The fol-
lowing categories of investigations are 
considered to have approved applica-
tions for IDE’s, unless FDA has noti-
fied a sponsor under § 812.20(a) that ap-
proval of an application is required: 

(1) An investigation of a device other 
than a significant risk device, if the de-
vice is not a banned device and the 
sponsor: 

(i) Labels the device in accordance 
with § 812.5; 

(ii) Obtains IRB approval of the in-
vestigation after presenting the re-
viewing IRB with a brief explanation of 
why the device is not a significant risk 
device, and maintains such approval; 

(iii) Ensures that each investigator 
participating in an investigation of the 
device obtains from each subject under 
the investigator’s care, informed con-
sent under part 50 and documents it, 
unless documentation is waived by an 
IRB under § 56.109(c). 

(iv) Complies with the requirements 
of § 812.46 with respect to monitoring 
investigations; 

(v) Maintains the records required 
under § 812.140(b) (4) and (5) and makes 
the reports required under § 812.150(b) 
(1) through (3) and (5) through (10); 

(vi) Ensures that participating inves-
tigators maintain the records required 
by § 812.140(a)(3)(i) and make the re-

ports required under § 812.150(a) (1), (2), 
(5), and (7); and 

(vii) Complies with the prohibitions 
in § 812.7 against promotion and other 
practices. 

(2) An investigation of a device other 
than one subject to paragraph (e) of 
this section, if the investigation was 
begun on or before July 16, 1980, and to 
be completed, and is completed, on or 
before January 19, 1981. 

(c) Exempted investigations. This part, 
with the exception of § 812.119, does not 
apply to investigations of the following 
categories of devices: 

(1) A device, other than a transi-
tional device, in commercial distribu-
tion immediately before May 28, 1976, 
when used or investigated in accord-
ance with the indications in labeling in 
effect at that time. 

(2) A device, other than a transi-
tional device, introduced into commer-
cial distribution on or after May 28, 
1976, that FDA has determined to be 
substantially equivalent to a device in 
commercial distribution immediately 
before May 28, 1976, and that is used or 
investigated in accordance with the in-
dications in the labeling FDA reviewed 
under subpart E of part 807 in deter-
mining substantial equivalence. 

(3) A diagnostic device, if the sponsor 
complies with applicable requirements 
in § 809.10(c) and if the testing: 

(i) Is noninvasive, 
(ii) Does not require an invasive sam-

pling procedure that presents signifi-
cant risk, 

(iii) Does not by design or intention 
introduce energy into a subject, and 

(iv) Is not used as a diagnostic proce-
dure without confirmation of the diag-
nosis by another, medically established 
diagnostic product or procedure. 

(4) A device undergoing consumer 
preference testing, testing of a modi-
fication, or testing of a combination of 
two or more devices in commercial dis-
tribution, if the testing is not for the 
purpose of determining safety or effec-
tiveness and does not put subjects at 
risk. 

(5) A device intended solely for vet-
erinary use. 

(6) A device shipped solely for re-
search on or with laboratory animals 
and labeled in accordance with 
§ 812.5(c). 
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