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Food and Drug Administration, HHS § 812.7 

(p) Subject means a human who par-
ticipates in an investigation, either as 
an individual on whom or on whose 
specimen an investigational device is 
used or as a control. A subject may be 
in normal health or may have a med-
ical condition or disease. 

(q) Termination means a discontinu-
ance, by sponsor or by withdrawal of 
IRB or FDA approval, of an investiga-
tion before completion. 

(r) Transitional device means a device 
subject to section 520(l) of the act, that 
is, a device that FDA considered to be 
a new drug or an antibiotic drug before 
May 28, 1976. 

(s) Unanticipated adverse device effect 
means any serious adverse effect on 
health or safety or any life-threatening 
problem or death caused by, or associ-
ated with, a device, if that effect, prob-
lem, or death was not previously iden-
tified in nature, severity, or degree of 
incidence in the investigational plan or 
application (including a supplementary 
plan or application), or any other un-
anticipated serious problem associated 
with a device that relates to the rights, 
safety, or welfare of subjects. 

(t) Independent ethics committee (IEC) 
means an independent review panel 
that is responsible for ensuring the 
protection of the rights, safety, and 
well-being of subjects involved in a 
clinical investigation and is adequately 
constituted to ensure that protection. 
An institutional review board (IRB), as 
defined in paragraph (f) of this section 
and subject to the requirements of part 
56 of this chapter, is one type of IEC. 

[45 FR 3751, Jan. 18, 1980, as amended at 46 
FR 8956, Jan. 27, 1981; 48 FR 15622, Apr. 12, 
1983; 81 FR 70340, Oct. 12, 2016; 83 FR 7385, 
Feb. 21, 2018; 83 FR 7385, Feb. 21, 2018] 

§ 812.5 Labeling of investigational de-
vices. 

(a) Contents. An investigational de-
vice or its immediate package shall 
bear a label with the following infor-
mation: the name and place of business 
of the manufacturer, packer, or dis-
tributor (in accordance with § 801.1), 
the quantity of contents, if appro-
priate, and the following statement: 
‘‘CAUTION—Investigational device. 
Limited by Federal (or United States) 
law to investigational use.’’ The label 
or other labeling shall describe all rel-

evant contraindications, hazards, ad-
verse effects, interfering substances or 
devices, warnings, and precautions. 

(b) Prohibitions. The labeling of an in-
vestigational device shall not bear any 
statement that is false or misleading in 
any particular and shall not represent 
that the device is safe or effective for 
the purposes for which it is being in-
vestigated. 

(c) Animal research. An investiga-
tional device shipped solely for re-
search on or with laboratory animals 
shall bear on its label the following 
statement: ‘‘CAUTION—Device for in-
vestigational use in laboratory animals 
or other tests that do not involve 
human subjects.’’ 

(d) The appropriate FDA Center Di-
rector, according to the procedures set 
forth in § 801.128 or § 809.11 of this chap-
ter, may grant an exception or alter-
native to the provisions in paragraphs 
(a) and (c) of this section, to the extent 
that these provisions are not explicitly 
required by statute, for specified lots, 
batches, or other units of a device that 
are or will be included in the Strategic 
National Stockpile. 

[45 FR 3751, Jan. 18, 1980, as amended at 45 
FR 58842, Sept. 5, 1980; 72 FR 73602, Dec. 28, 
2007] 

§ 812.7 Prohibition of promotion and 
other practices. 

A sponsor, investigator, or any per-
son acting for or on behalf of a sponsor 
or investigator shall not: 

(a) Promote or test market an inves-
tigational device, until after FDA has 
approved the device for commercial 
distribution. 

(b) Commercialize an investigational 
device by charging the subjects or in-
vestigators for a device a price larger 
than that necessary to recover costs of 
manufacture, research, development, 
and handling. 

(c) Unduly prolong an investigation. 
If data developed by the investigation 
indicate in the case of a class III device 
that premarket approval cannot be jus-
tified or in the case of a class II device 
that it will not comply with an appli-
cable performance standard or an 
amendment to that standard, the spon-
sor shall promptly terminate the inves-
tigation. 
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