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product development protocol, a hu-
manitarian device exemption applica-
tion, a premarket notification submis-
sion, or a request for De Novo classi-
fication, for 2 years after an agency de-
cision on that submission or applica-
tion. 

(e) Clinical investigations conducted 
outside of the United States that do not 
meet conditions. For clinical investiga-
tions conducted outside the United 
States that do not meet the conditions 
under paragraph (a) of this section, 
FDA may accept the information from 
such clinical investigations to support 
an IDE or a device marketing applica-
tion or submission if FDA believes that 
the data and results from such clinical 
investigation are credible and accurate 
and that the rights, safety, and well- 
being of subjects have been adequately 
protected. 

[83 FR 7386, Feb. 21, 2018] 

§ 812.30 FDA action on applications. 
(a) Approval or disapproval. FDA will 

notify the sponsor in writing of the 
date it receives an application. FDA 
may approve an investigation as pro-
posed, approve it with modifications, 
or disapprove it. An investigation may 
not begin until: 

(1) Thirty days after FDA receives 
the application at the address in § 812.19 
for the investigation of a device other 
than a banned device, unless FDA noti-
fies the sponsor that the investigation 
may not begin; or 

(2) FDA approves, by order, an IDE 
for the investigation. 

(b) Grounds for disapproval or with-
drawal. FDA may disapprove or with-
draw approval of an application if FDA 
finds that: 

(1) There has been a failure to comply 
with any requirement of this part or 
the act, any other applicable regula-
tion or statute, or any condition of ap-
proval imposed by an IRB or FDA. 

(2) The application or a report con-
tains an untrue statement of a mate-
rial fact, or omits material informa-
tion required by this part. 

(3) The sponsor fails to respond to a 
request for additional information 
within the time prescribed by FDA. 

(4) There is reason to believe that the 
risks to the subjects are not out-
weighed by the anticipated benefits to 

the subjects and the importance of the 
knowledge to be gained, or informed 
consent is inadequate, or the investiga-
tion is scientifically unsound, or there 
is reason to believe that the device as 
used is ineffective. 

(5) It is otherwise unreasonable to 
begin or to continue the investigation 
owing to the way in which the device is 
used or the inadequacy of: 

(i) The report of prior investigations 
or the investigational plan; 

(ii) The methods, facilities, and con-
trols used for the manufacturing, proc-
essing, packaging, storage, and, where 
appropriate, installation of the device; 
or 

(iii) Monitoring and review of the in-
vestigation. 

(c) Notice of disapproval or withdrawal. 
If FDA disapproves an application or 
proposes to withdraw approval of an 
application, FDA will notify the spon-
sor in writing. 

(1) A disapproval order will contain a 
complete statement of the reasons for 
disapproval and a statement that the 
sponsor has an opportunity to request 
a hearing under part 16. 

(2) A notice of a proposed withdrawal 
of approval will contain a complete 
statement of the reasons for with-
drawal and a statement that the spon-
sor has an opportunity to request a 
hearing under part 16. FDA will provide 
the opportunity for hearing before 
withdrawal of approval, unless FDA de-
termines in the notice that continu-
ation of testing under the exemption 
will result in an unreasonble risk to 
the public health and orders with-
drawal of approval before any hearing. 

[45 FR 3751, Jan. 18, 1980, as amended at 45 
FR 58842, Sept. 5, 1980] 

§ 812.35 Supplemental applications. 
(a) Changes in investigational plan—(1) 

Changes requiring prior approval. Except 
as described in paragraphs (a)(2) 
through (a)(4) of this section, a sponsor 
must obtain approval of a supple-
mental application under § 812.30(a), 
and IRB approval when appropriate 
(see §§ 56.110 and 56.111 of this chapter), 
prior to implementing a change to an 
investigational plan. If a sponsor in-
tends to conduct an investigation that 
involves an exception to informed con-
sent under § 50.24 of this chapter, the 

VerDate Sep<11>2014 15:46 Jun 06, 2023 Jkt 259078 PO 00000 Frm 00145 Fmt 8010 Sfmt 8010 Q:\21\21V8.TXT PC31aw
or

le
y 

on
 L

A
P

B
H

6H
6L

3 
w

ith
 D

IS
T

IL
LE

R


		Superintendent of Documents
	2023-12-27T16:46:01-0500
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




