
DEPARTMENT OF HEALTH AND HUMAN SERVICES 

I 
Food and Drug Administration 

[Docket No. 2003N--O222] 

Agency Information Collectio6.Activities; Submission for Office of 

Management and Budget Review; Comment ,ReQuest; Product Jurisdiction 

Assignment of Agency Component for Review of Premarket Applications 

AGENCY: Food and Drug Administration, HHS. 

ACTION: Notice. 

SUMMARY: The Food and Drug Administration (FDA) is announcing that a 

proposed collection of information has been submitted to the Office of 

Management and Budget (OWJ for review and clearance under the Paperwork 

Reduction Act of 1995. 

DATES: Fax written comments on the collection of information by [insert da& 

30 days after date of publication in the Federal Register]. 

ADDRESSES: OMB is still experiencing significant delays in the regular mail, 

including first class and express mail, and messenger deliveries are not being 

accepted. To ensure that comments on the information collection are received, 

OMB recommends that written comments be faxed tp the Office of Informatien 

and Regulatory Affairs, OMB, Attn! Fumie Yokota, Desk Officer for FDA, FAX: 
I 

202-395-6974. 

FOR FURTHER INFORMATION CONTACT: Karen Nelson, Office of Management 

Programs (HFA-2501, Food and Drug Administration, 5690 Fishers Lane, 
Rock.lle, m 20857, 301-82jLi482,:’ ‘. ’ . .. li l’i( I \. / . 

or03265 :. ho-- 



SUPPLEMENTARY INFORMATDN: In compliance with 44 U.S.C. 3507, FDA has 

submitted the following proposed collection of information to OMB for review 

and clearance. 

Product Jurisdiction Assignment of Agency Component for Review of 
Premarket Applications 

This regulation relates to agency management and organization and has’ 

two purposes. The first is to implement section 503(g) of the Federal Food, 

Drug, and Cosmetic Act (21 U.S.C. 353(g)), as added by the Safe Medical 

Devices Act of 1990 (Public Law lOl-629), and amended by the Medical 

Device User Fee and Modernization Act of 2002 (Public Law ?07-250), by 

specifying how FDA will determine the organizational component within FDA 

assigrred to have primary jurisdiction for the premarket review and regulation ir ,,.,_, ‘ . . .I . * 
of products that are comprised of any combination of these components: (1) ! . 
A drug and a device, (2) a device and a biological, (3) a biological and a drug, 

. 
or (4) a drug, a device, and a biological. The second purpose of this regulation 

is to enhance the efficiency of agency management and operations by providing t ~_ 

procedures for classifying and determining which agency component is 

designed to have primary jurisdiction for any drug, device, or biological 

product where such jurisdiction is unclear or in dispute. 

The regulation establishes a procedure by which an applicant may obtain 

an assignment or designation determination. The regulation requires that the 

request include the identity of the applicant, a comprehensive description of 

the product and its proposed use, and the applicant’s recommendation as to 

which agency component should have primary jurisdiction, with an 

accompanying statement of reasons. The information submitted would be used 

by FDA as one of the bases for making the assignment or designation decision. 

Most information required by the proposed regulation is already required for 



premarket applications affecting drugs, devices, biological, and combination 
/ 

products. The respondents wi!] be.,busirle,sz,(ts or other for-profit organizations. ,,w* .” ,” ,“(.“~*_**,,c<.~ I,-,, 

FDA estimates the burden ,qf this collection- of information as follo&s* 
/ 
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TABLE 1 .-ESTIMATED ANNUAL REPPR~ING B~P~EN l i 

21 CFR Part No of Respondents Annual Frequency per 
Response Total Annual Responses Hours per Response t Total Hours 



/ 
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In the Federal Register of Monday, June 23, 2003 (68 FR 37160), FDA 

published a 60-day notice requesting public cornm& on the infQrm$i&n.T ,,. 

collection provisions. No comment? were received. ,. ,.,, bb.2. ‘_,, ,.,_. _ / “.., *‘p <__ ,, ~, i ‘i -. II ;-;,. ,_ 

Dated: -1- -~- _ ~j 
September 9, 2003. 

Jeffrey S&ken, 
_ 

Assistant Commissioner,f?.y pol$.cy. 

[FR Dot. 03-?????, Filed ??-?,?-03; 8:45-ap] ,,‘ 


