
Agency Information Collection Activities; Submission for OMB Review; Comment 

Request; Veterinary Adverse Drug Reaction, lack of Effectiveness, Product Defect 

Report 

AGENCY: Fuo and Drug Administration, HHS. 

ACTION: ??otiee. 

-- -._._____ __l_l__ 

~~~~~~Y~ The Fuod and Drug Administration (FIDA) is announcing that the proposed co&&ion 

of i~fo~at~o~ fisted below has been submitted to the Office of Manage~eut and Budget @MB) 

for review and clearance under the Paperwork Reduction Act of 1995 (the PRA). 

DATES: Submit written comments on the colfection of information by [insert date 30 &ys aj%er 

date of ~~~~~~~~~~~ in the Federal Register]. 

ADDRESSES: Submit written cuments on the collection of information to the Office of fnfomation 

md regulator Affairs, OMB, New Executive Office Bldg., 725 17th St. NV?., rm 10235, 

Washiugto~, C 20503, Attn: Wendy Taylor, Desk Officer for FDA. 

FOR FURTHER INF~R~AT~~N CONTACT: Denver Presley, Office of Information Resources 

Management (NFA-250), Food and Drug Administration, 5600 Fishers Lane, Rockville, MD 

20857,30X--827-1472. 

~UPP~E~E~TA~~ ~~F~~~AT~~N~ In compliance with 44 U.S.C. 3507, FIIA has submitted the 

osed coffection of ~nfo~at~un to OMB for review and cfearance. 

OCO1267 
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Veterinary Adverse Drug Reaction, Lack of Effec=tiveness, Product Defect Report-21 CFR 

Part 510 (OMB Control No, ~~~~~Ul2)-~xte~~~u~ 

Section 512(E) of the Federal Food, Drug, and Cosmetic Act (the act) (21 U.S.C 36Ob(1)) 

and 2X C .30f, and 5 IO.302 require that apphcants of approved new animal drug 

applications (NA As) submit within 15 working days of receipt, complete records of reports of 

certain adverse drug reactions and unusual failure of new animal drugs. Other reportmg 

requirements of adverse reactions to these drugs must be reported annually or se~~nua~y in 

a specific format. This continuous monitoring of approved new animal drugs, affords the primary 

means by which FDA obtains information regarding potential problems in safety and effectiveness 

of marketed animal drugs and potential manufacturing problems. Data already on fife with 

is not adequate because animal drug effects can change over time and fess apparent effects may 

take years to manifest themselves. Reports are reviewed along with those previously submitted 

articular dmg to determine if any change is needed in the product or labeling, such as 

package insert changes, dosage changes, additional warnings or cun~~nd~cat~~ns, or product 

Adverse reaction r orts are required to be submitted by the drug manufacturer on FZ)A Foms 

1932 or 1932a (volunt~ reporting form), following complaints from animal owners or 

vete~n~ans~ Likewise, product defects and lack of effectiveness complaints are submitted to FDA 

by the dmg manufacturer following their own detection of a problem or complaints from product 

users or their vete~n~ans using FDA Forms 1932 and f932a . FDA Form 2301 is available for 

periodic reports and promotional material fur new animal drugs. 

Respondents to this collection of info~ation are appficants of approved P?ADAs. 

imates the burden of this collection of information as follows: 
TABLE f .--ESTIMATED ANNUAL REPCMING BwxW 
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Form No. 

Total burden 
hours . . . .,. _f . _.I. . . 

There are no capital costs or operating and maintenance costs associated with this cobction of i~fu~at~o~~ 

TABLE %-ESTIMATED ANNUAL RECORDKEEPING I~URDB# 

2-l No. of Recordkeepers 

There are no capital costs or operating and maintenance costs associated with this colfection of ~~fo~ati~n. 

mes required for record preparation and maintenance is based on agency 

co u~~cati~~ with industry. Other info~ation needed to calculate the total burden hous (i.e., 
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