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FDA Releases Guidance to Industry Concerning Procedures for 
Requesting Information on Medical Device Classifications 

On April 6, 2012, the Food and Drug Administration (FDA) released a guid-
ance document for the medical device industry and FDA staff, addressing the 
procedures for submitting, reviewing and responding to requests submitted 
in accordance with section 513(g) of the Federal Food, Drug, and Cosmetic Act 
(FDCA), 21 U.S.C. § 360c(g).

Section 513(g) of the FDCA provides a means for obtaining FDA’s views about 
the classification and the regulatory requirements that may be applicable to a 
particular device. This provision states: 

Within sixty days of the receipt of a written request of any person for in-
formation respecting the class in which a device has been classified or 
the requirements applicable to a device under this Act, the Secretary shall 
provide such person a written statement of the classification (if any) of such 
device and the requirements of this Act applicable to the device. 

The guidance notes that when FDA determines, based on the information 
provided with the 513(g) Request for Information, that the product at issue 
does not appear to be a “device” within the meaning of section 201(h) of the 
FDCA (21 U.S.C. § 321(h)), FDA will so inform the requester in its response. 
However, if the product does appear to meet the definition of “device” in the 
FDCA, FDA will generally provide the following information regarding device 
classification and applicable FDA regulatory requirements: 

•	 the agency’s assessment, based on the information submitted in the re-
quest, as to the generic type of device (e.g., classification regulation) that 
the requester’s device appears to be within (if any); 

•	 the class of devices within that generic type (and if there is more than 
one class within that generic type, the particular class within which the 
requestor’s device appears to fall); 

•	 whether a pre-market approval (PMA), 510(k), or neither is required in 
order to market devices of the particular class within that generic type; 

•	 other requirements applicable to devices of the particular class within 
that generic type; 

•	 whether a guidance document has been issued regarding the exercise 
of enforcement discretion over the particular class of devices within that 
generic type; 
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•	 whether additional FDA requirements may apply, such as those applicable to radiation-emitting products.

The guidance clarifies that a 513(g) Request for Information is not the proper forum for the FDA to review 
data related to substantial equivalence determinations or the safety and effectiveness of a device. The guid-
ance explains that both classification decisions and decisions to clear or approve a device for marketing by 
FDA require submissions under different sections of the FDCA. The most common method of seeking a clas-
sification decision is to submit a premarket notification in accordance with section 510(k) of the FDCA (see 
21 CFR Part 807, Subpart E – Premarket Notification Procedures). Moreover, FDA notes that its response to 
a 513(g) Request for Information will not address the specific types of nonclinical, animal, or clinical testing 
appropriate to support clearance or approval of a marketing application (when required). Finally, a 513(g) 
response from FDA does not constitute final agency action, and thus, a requestor is unable to challenge the 
FDA’s decision through an administrative or judicial appeal.

The guidance provides specific information on how 513(g) Requests for Information should be identified 
and the contents of the request, including the use of a cover letter, the description of the device and its uses, 
and the proposed labeling for the device. The guidance notes the address where the request should be sub-
mitted, and reminds the industry that user fees are required for all 513(g) Requests for Information.

A final section of the guidance explains the FDA’s review process for 513(g) Requests for Information. FDA 
responses will be issued within 60 days and will generally fall into one of the following categories: 

•	 When the identified product is a device within the meaning of section 201(h) of the FDCA, the 
response will specify whether the device:
o appears to be a an unclassified pre-amendments device type and therefore is subject to the 

510(k) requirement; 
o appears to be a post-amendments device type that has not yet been re-classified and therefore 

is subject to the PMA requirement; or 
o appears to be a device that is a classified device type. FDA will generally identify the generic 

type of device (e.g., classification regulation) that the device appears to be within, the class of 
devices within which the device appears to fall, and the type of submission, if any, required in 
order to market devices of the particular class within that generic type: 
•	 Class I or II subject to the 510(k) requirement; 
•	 Class I or II exempt from the 510(k) requirement; 
•	 Class III subject to the 510(k) or PMA requirements. 

•	 When the identified product is not a device, the response will note either:
o the device is not subject to FDA jurisdiction; or 
o the product may be another type of article regulated by FDA, in which case, FDA would provide 

the requestor with contact information for another component within FDA; or 
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•	 When the identified product may be a combination product, the response will: 
o indicate when it is not clear which center has primary jurisdiction; and
o recommend the requestor discuss the assignment of the product with FDA’s Office of Combina-

tion Products 

The guidance concludes by explaining that should FDA determine the 513(g) Request for Information is incom-
plete, the requestor will be notified, and a request for additional information sought. If the agency does not 
receive a response within 30 days, the FDA may consider the 513(g) Request for Information to be withdrawn.

The full content of the guidance may be accessed by clicking here.1

1 http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm209841.htm
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