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§ 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. 

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 address it to the 
Center for Devices and Radiological 
Health, Document Mail Center (HFZ– 
401), Food and Drug Administration, 
9200 Corporate Blvd., Rockville, MD 
20850. 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).’’ 

[65 FR 17137, Mar. 31, 2000] 

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 three cop-
ies of a signed ‘‘Application for an In-
vestigational Device Exemption’’ (IDE 
application), together with accom-
panying materials, by registered mail 
or by hand to the address in § 812.19. 
Subsequent correspondence concerning 
an application or a supplemental appli-
cation shall be submitted 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 
30 days after FDA receives the IDE or 
earlier. 

(ii) If the investigation involves an 
exception from informed consent under 
§ 50.24 of this chapter, the sponsor shall 
prominently identify on the cover 
sheet that the investigation is subject 
to the requirements in § 50.24 of this 
chapter. 

(b) Contents. An IDE application shall 
include, in the following order: 

(1) The name and address of the spon-
sor. 

(2) A complete report of prior inves-
tigations of the device and an accurate 
summary of those sections of the inves-
tigational plan described in § 812.25(a) 
through (e) or, in lieu of the summary, 
the complete plan. The sponsor shall 
submit to FDA a complete investiga-
tional plan and a complete report of 
prior investigations of the device if no 
IRB has reviewed them, if FDA has 
found an IRB’s review inadequate, or if 
FDA requests them. 

(3) A description of the methods, fa-
cilities, and controls used for the man-
ufacture, processing, packing, storage, 
and, where appropriate, installation of 
the device, in sufficient detail so that a 
person generally familiar with good 
manufacturing practices can make a 
knowledgeable judgment about the 
quality control used in the manufac-
ture of the device. 

(4) An example of the agreements to 
be entered into by all investigators to 
comply with investigator obligations 
under this part, and a list of the names 
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