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21 CFR Ch. I (4–1–23 Edition) § 812.10 

§ 812.10 Waivers. 
(a) Request. A sponsor may request 

FDA to waive any requirement of this 
part. A waiver request, with supporting 
documentation, may be submitted sep-
arately or as part of an application to 
the address in § 812.19. 

(b) FDA action. FDA may by letter 
grant a waiver of any requirement that 
FDA finds is not required by the act 
and is unnecessary to protect the 
rights, safety, or welfare of human sub-
jects. 

(c) Effect of request. Any requirement 
shall continue to apply unless and 
until FDA waives it. 

§ 812.18 Import and export require-
ments. 

(a) Imports. In addition to complying 
with other requirements of this part, a 
person who imports or offers for impor-
tation an investigational device sub-
ject to this part shall be the agent of 
the foreign exporter with respect to in-
vestigations of the device and shall act 
as the sponsor of the clinical investiga-
tion, or ensure that another person 
acts as the agent of the foreign ex-
porter and the sponsor of the investiga-
tion. 

(b) Exports. A person exporting an in-
vestigational device subject to this 
part shall obtain FDA’s prior approval, 
as required by section 801(e) of the act 
or comply with section 802 of the act. 

[45 FR 3751, Jan. 18, 1980, as amended at 62 
FR 26229, May 13, 1997] 

§ 812.19 Address for IDE correspond-
ence. 

(a) If you are sending an application, 
supplemental application, report, re-
quest for waiver, request for import or 
export approval, or other correspond-
ence relating to matters covered by 
this part, you must send the submis-
sion to the appropriate address as fol-
lows: 

(1) For devices regulated by the Cen-
ter for Devices and Radiological 
Health, send it to the current address 
displayed on the website https:// 
www.fda.gov/cdrhsubmissionaddress. 

(2) For devices regulated by the Cen-
ter for Biologics Evaluation and Re-
search, send it to the current address 
displayed on the website https:// 

www.fda.gov/AboutFDA/CentersOffices/ 
OfficeofMedicalProductsandTobacco/ 
CBER/ucm385240.htm. 

(3) For devices regulated by the Cen-
ter for Drug Evaluation and Research, 
send it to Central Document Control 
Room, Center for Drug Evaluation and 
Research, Food and Drug Administra-
tion, 5901–B Ammendale Rd., Beltsville, 
MD 20705–1266. 

(b) You must state on the outside 
wrapper of each submission what the 
submission is, for example, an ‘‘IDE ap-
plication,’’ a ‘‘supplemental IDE appli-
cation,’’ or a ‘‘correspondence con-
cerning an IDE (or an IDE applica-
tion).’’ 

[71 FR 42048, July 25, 2006, as amended at 75 
FR 20915, Apr. 22, 2010; 80 FR 18094, Apr. 3, 
2015; 84 FR 68339, Dec. 16, 2019] 

Subpart B—Application and 
Administrative Action 

§ 812.20 Application. 
(a) Submission. (1) A sponsor shall 

submit an application to FDA if the 
sponsor intends to use a significant 
risk device in an investigation, intends 
to conduct an investigation that in-
volves an exception from informed con-
sent under § 50.24 of this chapter, or if 
FDA notifies the sponsor that an appli-
cation is required for an investigation. 

(2) A sponsor shall not begin an in-
vestigation for which FDA’s approval 
of an application is required until FDA 
has approved the application. 

(3) A sponsor shall submit a signed 
‘‘Application for an Investigational De-
vice Exemption’’ (IDE application), to-
gether with accompanying materials in 
electronic format, to one of the ad-
dresses in § 812.19, and if eCopy by reg-
istered mail or by hand. Subsequent 
correspondence concerning an applica-
tion or a supplemental application 
shall be submitted in electronic format 
and if eCopy by registered mail or by 
hand. 

(4)(i) A sponsor shall submit a sepa-
rate IDE for any clinical investigation 
involving an exception from informed 
consent under § 50.24 of this chapter. 
Such a clinical investigation is not 
permitted to proceed without the prior 
written authorization of FDA. FDA 
shall provide a written determination 
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