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SUPPLEMENTARY ~tVFORMATlON: IT) t.ozT7pliarice with 44 U.S .C. 3507, FDA has 

submitted the following proposed collection of information to O--%4B for review 

and clearance. 

Medical Device Reporting : Manufacturer Reporting, Importer Reporting, User 
Facility Reporting, and Distributor Reporting-21 CFR Part 803 (OMB Control 
Number 0910-0437)-Extension 

Section 519(a), (b), and (c) of the Federal Food, Drug, and Cosmetic Act 

(the act) (21 U.S .C . 360i(a), (b), and (c)) requires user facilities, :maliufacturers, 

and' importers of medical devices to report adverse events involving medical 

devices to FDA. On December 21, 1995 (60 FR 63578 at 63597), FDA issued 

part 803 (21 CFR part 803) that implemented section 519 of the act . The 

regulation was amended to conform to the changes reflected in the FDA 

Modernization Act of 1997 . 

Information from these reports will be used to evaluate risks associated 

with medical devices and to enable FDA to take appropriate regulator-;~ 

measures to protect the public health . 

Respondents to this collection of information are businesses or other for 

profit and nonprofit organizations including user facilities, manufacturers, and 

importers of medical devices . 

~In the Federal Register of December 23, 2005 (7Q FR 76318), FDA 

published a 60-day notice requesting public comment on the information 

collection provisions . No comments were received . 
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do not submit a full report for each event they report in a quarterly summary 
report. _ 

The agency believes that the rnajorii.~~ of manufacturers, user facilities, and 
importers have already established written procedures to document complaints 
and information to meet the medical device reporting (MDR) requirements as 
part of their internal quality control systeln . There are an estimated 30,000 

medical device qiistributors . Although t~~~~,~ do not submit lvll)R reports, they 
must maintain records of complaints, under § 803.18(d) . 

The agency has estimated that on average, 220 user facilities, hi-iporters, 
and manufacturers would annually be required to establish new procedures, 
or revise existing procedures, in order to comply with this provision . 

Therefore, FDA estimates the one-tiiz~o burden to respondents for 
establishing or revising procedures to be 2,200 hours (f20 respondents x 10 
hours). For those entities, a one-time burdF~n of 10 hours is estimated for 

establishing written MDR procedures. The remaining manufacturers, user 
facilities, and importers, riot required to revise their written p_ruced-tires to 

' comply with this -provision, are excluded from the burden because the 

recordkeeping activities needed to comply with this provision are considered 
"usual and customary" under 5 CF'R 13?0 .3(b)(2) . 

The annual burden for recordkeeping to respondent's follows. Under 
§ 803.17, FDA estimates 220 respondents will spend approximately 3 .3 hours 
to complete the requirements for this section . The numbef of respondents was 
estimated by consolidating the total of all new reporting entities Itogether . The 
3 .3 hours was estimated by FDA, as this section deals with a respondent 
creating new MDR procedures and is a one-t-ime. hinction . The "total hours" 
for this section equals approximately 726 hours . 




