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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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(7) A custom device as defined in 
§ 812.3(b), unless the device is being 
used to determine safety or effective-
ness for commercial distribution. 

(d) Limit on certain exemptions. In the 
case of class II or class III device de-
scribed in paragraph (c)(1) or (2) of this 
section, this part applies beginning on 
the date stipulated in an FDA regula-
tion or order that calls for the submis-
sion of premarket approval applica-
tions for an unapproved class III de-
vice, or establishes a performance 
standard for a class II device. 

(e) Investigations subject to IND’s. A 
sponsor that, on July 16, 1980, has an 
effective investigational new drug ap-
plication (IND) for an investigation of 
a device shall continue to comply with 
the requirements of part 312 until 90 
days after that date. To continue the 
investigation after that date, a sponsor 
shall comply with paragraph (b)(1) of 
this section, if the device is not a sig-
nificant risk device, or shall have ob-
tained FDA approval under § 812.30 of 
an IDE application for the investiga-
tion of the device. 

[45 FR 3751, Jan. 18, 1980, as amended at 46 
FR 8956, Jan. 27, 1981; 46 FR 14340, Feb. 27, 
1981; 53 FR 11252, Apr. 6, 1988; 62 FR 4165, Jan, 
29, 1997; 62 FR 12096, Mar. 14, 1997] 

§ 812.3 Definitions. 
(a) Act means the Federal Food, 

Drug, and Cosmetic Act (sections 201– 
901, 52 Stat. 1040 et seq., as amended (21 
U.S.C. 301–392)). 

(b) Custom device means a device that: 
(1) Necessarily deviates from devices 

generally available or from an applica-
ble performance standard or premarket 
approval requirement in order to com-
ply with the order of an individual phy-
sician or dentist; 

(2) Is not generally available to, or 
generally used by, other physicians or 
dentists; 

(3) Is not generally available in fin-
ished form for purchase or for dis-
pensing upon prescription; 

(4) Is not offered for commercial dis-
tribution through labeling or adver-
tising; and 

(5) Is intended for use by an indi-
vidual patient named in the order of a 
physician or dentist, and is to be made 
in a specific form for that patient, or is 
intended to meet the special needs of 

the physician or dentist in the course 
of professional practice. 

(c) FDA means the Food and Drug 
Administration. 

(d) Implant means a device that is 
placed into a surgically or naturally 
formed cavity of the human body if it 
is intended to remain there for a period 
of 30 days or more. FDA may, in order 
to protect public health, determine 
that devices placed in subjects for 
shorter periods are also ‘‘implants’’ for 
purposes of this part. 

(e) Institution means a person, other 
than an individual, who engages in the 
conduct of research on subjects or in 
the delivery of medical services to indi-
viduals as a primary activity or as an 
adjunct to providing residential or cus-
todial care to humans. The term in-
cludes, for example, a hospital, retire-
ment home, confinement facility, aca-
demic establishment, and device manu-
facturer. The term has the same mean-
ing as ‘‘facility’’ in section 520(g) of the 
act. 

(f) Institutional review board (IRB) 
means any board, committee, or other 
group formally designated by an insti-
tution to review biomedical research 
involving subjects and established, op-
erated, and functioning in conformance 
with part 56. The term has the same 
meaning as ‘‘institutional review com-
mittee’’ in section 520(g) of the act. 

(g) Investigational device means a de-
vice, including a transitional device, 
that is the object of an investigation. 

(h) Investigation means a clinical in-
vestigation or research involving one 
or more subjects to determine the safe-
ty or effectiveness of a device. 

(i) Investigator means an individual 
who actually conducts a clinical inves-
tigation, i.e., under whose immediate 
direction the test article is adminis-
tered or dispensed to, or used involv-
ing, a subject, or, in the event of an in-
vestigation conducted by a team of in-
dividuals, is the responsible leader of 
that team. 

(j) Monitor, when used as a noun, 
means an individual designated by a 
sponsor or contract research organiza-
tion to oversee the progress of an in-
vestigation. The monitor may be an 
employee of a sponsor or a consultant 
to the sponsor, or an employee of or 
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