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Center for Veterinary Medicine (CVM) Records 
File Code Prefix = CVM 

Item 
No. 

1 

1.1 

1.2 

1.2.1 

Records Description and Authorized Disposition 

Program Management Files 

Poliey end Proeedures Referenee Materials. 
Includes reference mfrtenals pertammg to rules, regulat1ons and 
mstrncttons important to respons1b1lit1es of all CVM program areas 
Ineludes such matenals Ofl the review of Nev,r l\.mmal Drug 
Appheat10F1s (NADA), postmarket surveillance and eomphance 
act1v1t1es, and mstruettonal guides detailing content related to CVM's 
pohC)' aHd procedures Certam reeords eonta1n trade secret and 
coHfidential commercial mformat10F1 that may not be publicly released, 
disclosure 1s subject to the Freedom of Informat10F1 Act, the Trade 
Secrets Aet, the Pnvacy Act, and restncttoHs m other statutes 
and FDA's 1mplementmg regulat10F1s 

Refer to age Acy Vil de Web schedules for Internet vers10F1s of the policy 
and proeedures manuals Internet versions are used as eleetron1c aecess 
eop1es and as an mdex for qt:11ek reference to all parts of the manuals 
Internet versions also coF1ta1n !mks to the lflaHuals 

Disposition: TEMPORARY. 
Delete/destroy •whefl superseded or obsolete, or v,rhen no loHger needed 
for refereHee, whiehever 1s latest 

CVM Subject Files. 
Consists of research, precedent-setting materials, and correspondence 
that 1s not tracked by the Subm1ss1on Tracking and Reporting System 
(STARS) or its successor system Certain records contain trade secret 
and confidential commercial infonnatton that may not be pubhcly 
released, disclosure 1s subJect to the Freedom of Information Act, the 
Trade Secrets Act, the Privacy Act, and restrictions in other statutes and 
FDA's implementing regulations 

Program DeYelopment Files. 
lfleludes files that may mvolve rn1t1al poliC)' el'i:plorat10n Also mcludes 
reeords generated from one time mqumes or directives, mcludmg 
requests from CoHgress and copies of CVM responses, that are not 
covered by another reeord senes Representative topws mclude the 
Bro1Nn Amendment, food safety issues, b1oteeh, clonmg, V1rgm1amycrn, 
and nsk assessments 

Record copies of Congress10nal eorrespondence are mamtarned by the 
Offiee of Leg1slat1ve Affa1Fs, Offiee of the Comm1ss1oner (OC), record 
copies of eorrespondenee proeessed by the Office of fa(ecut1ve 
Secretanat, OC, are mamtamed by that offiee 

NARA Approved 
Citation 

WITHDRAWN 
12/4/09 

Center will use 
agency-wide 

authority 
Nl-088-07-2, 

item 2.1 

WITHDRAWN 
12/4/09 

WITH ITEMS 
BELOW 



1.2.1.1 

1.2.1.2 

-Y.l 

1.2.3 

1.2.4 

ReeoFds maintained by CVl\4 PFogFam Offiees. 

Disposition: TKMPORARY. 
Cutoff at the eRd of the year after pr0jeet 1s eompleted Delete/destroy 
50 years after eutoff 

SouFee doeuments used to PFOduee FeeoFdkeeping copies. 

Supersedes 
NCl-88-78-1, 
items V-12a & 

V-12b 

WITHDRAWN 
12/4/09 

Center will use 
agency-wide 

authority, 
Nl-088-07-2, 

item 3.1.1 & 3.1.2 

WITHDRAWN 
12/4/09 

Disposition: TEMPORARY. with related item 
Cutoff after prOjeet 1s eompleted SeaR m paper aRd traRsfer paper above 
eop1es to FRC upoR eomplet10R of quality eoRtrol of the imaged reeords 
Delete/destroy 5 years after eutoff 

A,nimal Feed Subject Files. 
IReludes eorrespoRdeAee aRd rev1e'N of the safety aRd legal status of 
eomplete feeds, feed supplemeRts, feed mgred1eRts, mgred1eAt 
staRdards, and eoRtam1AaF1ts, reports aRd e'l'alttatloRs relatmg to "Out of 
Spee1fieat10R" assays, e01nphaRee programs aAd field ass1gRmeRts for 
med1eated feeds aAd Type A med1eated art1eles, eomphaRee programs 
and field ass1gRmeRts fer feed eoRtammants, aRd se1ent1fie re·ne·Ns of 
regulatory aettons for ammal feeds aRd med1eated feeds 

Disposition: TEMPORARY. 
Cutoff at eRd of the ealeAdar year after eomplet1on of the fiRal aettoR 
Delete/destroy 30 years after eutoff 

CVM Office Precedence Subject Files. 
Includes files documenting CVM's position on issues, as well as files 
documenting CVM's deliberative process with regard to the drug review 
and approval processes Subject files are used for reference to establish 
precedents and may be maintained at the Team, D1v1s10n, or Office 
level 

Disposition: TEMPORARY. 
Cutoff at end of the calendar year in which completion of the project 
occurs Delete/destroy 50 years after cutoff 

CVM Regulatory Development Precedent Subject Files. 
Includes files documenting CVM's deliberative process with regard to 
the development of regulations Subject files are used for reference by 
CVM to establish precedents 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year m which completion of the 

New 

WITHDRAWN 
6/8/10 

Center will use 
agency-wide 

authority, 
Nl-088-07-2, 

item 3.1.2 

New 

New 

2 



1.3 

1.3.1 

1.3.2 

1.3.2.1 

1.3.2.2 

1.3.2.3 

development process for each regulation occurs Delete/destroy 50 
years after cutoff 

CVM Pre-Market Activity General Correspondence (GC). 
General Correspondence files are used as a repository of general 
requests from industry or the pubhc These files may include premarket 
related matenals Certain records contain trade secret and confidential 
commercial informat10n that may not be publicly released, disclosure 1s 
subJect to the Freedom of Infonnat10n Act, the Trade Secrets Act, the 
Pnvacy Act, and restnct10ns in other statutes and FDA's implementing 
regulat10ns 

Animal DFug UseF Fee Aet (ADUFA) WaiYeFs. 

lneludes waiver forms submitted annually by ammal drug eompan1es 
requestrng eJ>,empt1on from fees, as 1+¥011 as related reeords Files are 
mamta1ned m the General Correspondenee file (GC 3126) ADUFA 
'Na1vers are vital reeords 

Disposition: TEMPORARY. 
Cutoff at end of eaeh ADUFA eye le Delete,ldestroy 70 years after 
suteff-

Premarket-related General Correspondence. 
Includes pre-Invest1gat10nal New Animal Drug (INAD) correspondence, 
such as correspondence between CVM and sponsors concerning the 
New Animal Drug Application (NADA) and INAD processes pnor to 
the subm1ss10n of an apphcat10n by a sponsor Records are tracked in 
the Subm1ss10n Trackmg and Reporting System (STARS) or its 
successor system and are maintained by the Document Control Umt 

Record Copies. 

Disposition: TEMPORARY. , 
Cutoff at end of calendar year after IO years of no file act1v1ty and no 
INAD or NADA has been created from 1t Transfer paper record copies 
to FRC upon cutoff Delete/destroy 20 years after cutoff 

Review Copies. 
Includes duplicate, tnphcate and other copies used for review 

Disposition: TEMPORARY. 
Cutoff 1mmed1ately after complet10n of final act10n and file 
reconc1hat10n Delete/destroy after cutoff 

Disaster Recovery or Reference Copies Created Before 2007 
Includes master records copied from onginal record copies onto 
microfiche or other media used for disaster recovery or reference 

Disposition: TEMPORARY. 
Delete/destroy when the related onginal record copy has been destroyed 

WITHDRAWN 
12/4/09 

Center will use 
agency-wide 

authority, 
Nl-088-09-11, 

Item 1.2 

Supersedes 
V-7 

NCl-88-78-1 

3 



1.4 

2 

2.1 

2.1.1 

2.1.2 

according to other CVM retent10n schedules due to terrninat10n or 
withdrawal 

CVM Work Group Documentation. 
Includes meeting agendas, recommendat10ns and work product created 
by CVM Work Groups Representative Work Groups include the 
Document Control Unit Fac1lit1es Work Group and the Corporate 
Database Portal (CDP) Configurat10n Control Board Work Groups 
Certain records contain trade secret and confidential commercial 
information that may not be publicly released, disclosure 1s subject 
to the Freedom of Information Act, the Trade Secrets Act, the Privacy 
Act, and restnct1ons in other statutes and FDA's implementing 
regulat10ns 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year after project 1s complete and no 
longer active Transfer paper records to FRC after cutoff 
Delete/destroy 20 years after cutoff 

Premarketing and Marketing Applications: New Animal Drugs 

Investigational New Animal Drugs (INAD). 
Subm1ss10ns from a sponsor of safety and efficacy data supporting 
ind1cat1ons for a new ammal drug on a proposed label prior to the 
subm1ss10n of a New Ammal Drug Application (NADA) Review status 
1s tracked in the Subm1ss1on Tracking and Reporting System (STARS) 
or its successor system INAD files are vital records Certain records 
contain trade secret and confidential commercial information that may 
not be publicly released, disclosure 1s subject to the Freedom of 
Information Act, the Trade Secrets Act, the Privacy Act, and restr1ct1ons 
in other statutes and FDA's implementing regulations 

INAD Submissions (Record Copies). 
Includes Notices of Claimed Invest1gat1onal Exemption (NCIE), 
Slaughter Authorization Requests, Protocol Review Requests, Meeting 
Requests, major and minor technical sect10n data, and CVM reviews 
and responses, as well as other related materials 

Disposition: TEMPORARY. 
Review records at the end of the calendar year to determine those 
eligible for transfer to the FRC Rettre paper records to the FRC after a 
5 year period of no substantial file act1v1ty 

Cut off at the end of the calendar year after all NADAs referring to the 
file have been withdrawn Delete/destroy 2 years after cutoff 

INAD Disaster Recovery and Reference Copies Created Before 
2007. 
Includes master records copied from original record copies of INADs 
with regulatory or other interests onto microfiche or other media for 
disaster recovery or reference 

New 

Supersedes 
NCl-88-78-1, 

item V-1 (in part) 
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2.1.3 

2.1.4 

2.1.5 

2.2 

2.2.1 

Disposition: TEMPORARY. 
Delete/destroy when record copy has been terminated 

Terminated INADs (Record Copies). 
Includes INADs for which the invest1gat1onal exemption has been 
terminated by CVM or because the sponsor will no longer pursue the 
investigation of the drug 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year after completion of termination 
process. Delete/destroy 2 years after cutoff 

INAD Review Copies. 
Includes duplicate, triplicate and other copies used for review and not 
forwarded to the District Offices 

Disposition: TEMPORARY. 
Cutoff immediately after completion of final action and file 
reconciliation Delete/Destroy after cutoff 

INAD Copies maintained in the District Offices. 
Includes copies forwarded from CVM to the District Offices 

Disposition: TEMPORARY. 
Delete/destroy when no longer needed for review or operational 
purposes, whichever 1s later 

Generic Investigational New Animal Drugs (JINAD). 
Subm1ss1ons from a sponsor of safety and efficacy data supporting 
ind1cat1ons for a generic new animal drug on a proposed label prior to 
the subm1ss1on of an Abbreviated New Animal Drug Application 
(ANADA) Review status 1s tracked in the Subm1ss1on Tracking and 
Reporting System (STARS) or its successor system JIN AD files are 
vital records Certain records contain trade secret and confidential 
commercial information that may not be publicly released, disclosure 1s 
subJect to the Freedom oflnformatlon Act, the Trade Secrets Act, the 
Privacy Act, and restnct1ons in other statutes and FDA's implementing 
regulations 

JINADs with Regulatory or Other Interests (Record Copies). 
Includes Notices of Clauned Investigatlonal Exemption (NCIE), 
Slaughter Authorization Requests, Protocol Review Requests, 
Meeting Requests, maJor and minor technical section data, and CVM 
reviews and responses, as well as other related materials 

Disposition: TEMPORARY. 
Review records at the end of the calendar year to determine those 
eligible for transfer to the FRC Retire paper records to the FRC after a 
5 year penod of no substantial file act1v1ty 

Supersedes 
NCl-88-78-1, 

item V-1 (in part) 

Supersedes 
NCl-88-78-1, 

item V-1 (in part) 

Supersedes 
NCl-88-78-1, 

item V-1 (in part) 

Supersedes 
NCl-88-78-1, 

item V-1 (in part) 

5 



2.2.2 

2.2.3 

2.2.4 

2.2.5 

2.3 

2.3.1 

Cut off at the end of the calendar year after all AN AD As referring to the 
file have been withdrawn Delete/destroy 2 years after cutoff 

JINAD Disaster Recovery and Reference Copies Created Before 
2007. 
Includes master records copied from onginal record copies of JINADs 
with regulatory or other interests onto microfiche or other media for 
disaster recovery or reference 

Disposition: TEMPORARY. 
Delete/destroy when record copy has been terminated 

Terminated JINADs (Record Copies). 
Includes JINADs for which the invest1gat1onal exempt10n has been 
terminated by CVM or because the sponsor will no longer pursue the 
invest1gat10n of the drug 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year after complet10n of terminat10n 
process. Delete/destroy 2 years after cutoff 

JINAD Review copies. 
Includes duplicate, tnphcate and other copies used for review and not 
forwarded to the D1stnct Offices 

Disposition: TEMPORARY. 
Cutoff 1mmed1ately after complet10n of final action and file 
reconc1hat1on Delete/Destroy after cutoff 

JINAD Copies maintained in the District Offices. 
Includes copies forwarded from CVM to the D1stnct Offices 

Disposition: TEMPORARY. 
Delete/destroy when no longer needed for review or operat10nal 
purposes, whichever 1s later 

New Animal Drug Applications (NADA). 
Apphcat10ns submitted under sect10n 5 I 2(b )(1) of the Federal Food, 
Drug and Cosmetic Act to request approval to market new animal drugs 

Review status 1s tracked in the Subm1ss10n Tracking and Reporting 
System (STARS) or its successor system NADA files are vital records 
Certain records contain trade secret and confidential commercial 
information that may not be publicly released, disclosure 1s subject 
to the Freedom of Information Act, the Trade Secrets Act, the Pnvacy 
Act, and restnct1ons in other statutes and FDA's implementing 
regulat10ns 

Approved NADAs (Record Copies). 
Includes sponsor's apphcat10n (Form 356V), Technical Section 
Complete Letters, Environmental Assessment, Freedom of Inforrnat10n 

Supersedes 
NCl-88-78-1, 

item V-1 (in part) 

Supersedes 
NCl-88-78-1, 

item V-1 (in part) 

Supersedes 
NCl-88-78-1, 

item V-1 (in part) 

Supersedes 
NCl-88-78-1 

V-1 (in part), V-4 
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2.3.2 

2.3.3 

2.3.4 

2.3.5 

(FOi) Summary, label mg material, premarket related mspect10n and 
comphance files, and FDA reviews, as well as other supportmg 
materials NADA Jackets and associated Drug Experience Reports 
(DERs) are copied onto microfiche or other media to be used for 
disaster recovery or reference purposes 

Disposition: TEMPORARY. 
Review records at the end of the calendar year to determme those 
ehg1ble for transfer to the FRC Retire paper records to the FRC after a 
5 year period of no substantial file activity 

Cut off at the end of the calendar year when notice of withdrawal has 
been pubhshed m the Federal Register Delete/destroy 2 years after 
cutoff 

Unapproved NADAs {Record Copies). 
Includes apphcat10ns and supportmg materials for new animal drugs 
which are pendmg review or have been issued an "mcomplete" letter by 
FDA Records are copied onto microfiche or other media to be used for 
disaster recovery, reference, or research purposes 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year after withdrawal of a pend mg 
apphcat1on by a sponsor or upon completion of the CVM closure 
process Delete/destroy 2 years after cutoff 

NADA Disaster Recovery and Reference Copies Created Before 
2007. 
Includes master records copied from origmal record copies of all 
NADAs onto microfiche or other media to be used for disaster recovery, 
reference, or research purposes 

Disposition: TEMPORARY. 
Delete/destroy when record copy has been withdrawn 

NADA Review Copies. 
Includes duphcate, triplicate and other copies used for review and not 
forwarded to the District Offices 

Disposition: TEMPORARY. 
Cutoff 1mmed1ately after complet10n of final action and file 
reconc1hat10n Delete/destroy after cutoff 

NADA Copies maintained in the District Offices. 
Includes copies forwarded from CVM to the District Offices 

Disposition: TEMPORARY 
Delete/destroy when no longer needed for review or operational 
purposes, whichever 1s later 

Supersedes 
NCl-88-78-1 

V-1 (in part), V-4 

Supersedes 
NCl-88-78-1 

V-1 (in part), V-4 

Supersedes 
NCl-88-78-1 

V-1 (in part), V-4 
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2.4 

2.4.1 

2.4.2 

2.4.3 

2.4.4 

Abbreviated New Animal Drug Applications (ANADA). 
Appltcat1ons submitted under section 512 (b)(2) of the Federal Food, 
Drug and Cosmetic Act to request approval to market generic new 
ammal drugs Review status 1s tracked m the Subm1ss1on Trackmg and 
Reportmg System (STARS) or its successor system ANADAs are vital 
records Certam records contam trade secret and confidential 
commercial 111format1on that may not be publicly released, disclosure 1s 
subJect to the Freedom oflnformation Act, the Trade Secrets Act, the 
Privacy Act, and restrictions m other statutes and FDA's 1mplementmg 
regulations 

Approved ANADAs (Record Copies). 
Includes sponsor's application, supportmg data, and FDA reviews, as 
well as other related materials AN ADA Jackets and associated Drug 
Experience Reports (DERs) are copied onto microfiche or other media 
to be used for disaster recovery, reference, or research purposes 

Disposition: TEMPORARY. 
Review records at the end of the calendar year to determme those 
eligible for transfer to the FRC or eligible for destruction Retire paper 
records to the FRC after a 5 year period of no substantial file act1v1ty 

Cut off at the end of the calendar year when notice of withdrawal has 
been published m the Federal Register Delete/destroy 2 years after 
cutoff 

Unapproved ANADAs (Record Copies). 
Includes applications and supportmg materials for generic new ammal 
drugs which are pend mg review or have been issued an mcomplete 
letter by FDA Records are copied onto microfiche or other media to be 
used for disaster recovery, reference, or research purposes 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year after withdrawal of a pend mg 
application by a sponsor or upon completion of the CVM closure 
process Delete/destroy 2 years after cutoff 

ANADA Disaster Recovery and Reference Copies Created Before 
2007. 
Includes master records copied from origmal record copies of all 
ANADAs onto microfiche or other media to be used for disaster 
recovery, reference, or research purposes 

Disposition: TEMPORARY. 
Delete/destroy when record copy has been withdrawn 

ANADA Review Copies. 
Includes duplicate, triplicate and other copies used for review and not 
forwarded to the District Offices 

Supersedes 
NCl-88-78-1 
V-1 (in part) 

Supersedes 
NCl-88-78-1 
V-1 (in part) 

Supersedes 
NCl-88-78-1 
V-1 (in part) 
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2.4.5 

2.5 

2.6 

2.6.1 

2.6.2 

Disposition: TEMPORARY. 
Cutoff 1mmed1ately after completion of final action and file 
reconc1liat1on Delete/destroy after cutoff 

ANADA Copies maintained in the District Offices. 
Includes copies forwarded from CVM to the District Offices 

Disposition: TEMPORARY. 
Delete/destroy when no longer needed for review or operational 
purposes, whichever 1s later 

Approved New Animal Drug Product Lists (Green Book). 
Provides information submitted by sponsors regarding patents held for 
approved new animal drugs and/or their methods of use Includes a list 
and monthly updates of all new animal drug products approved by FDA 
for safety and effectiveness 

Date span 1989-

Disposition: PERMANENT. 
Cut off at the end of the calendar year in which published Transfer to 
NARA 1mmed1ately after cutoff 

Estimated date of first transfer January 2011 

Veterinary Master Files (VMF). 
Company proprietary manufacturing or process information, submitted 
by new animal drug producers and manufacturers 

Includes mformatlon such as personnel involved, facilities, production 
methods and product formulations VMFs are vital records Certain 
records contain trade secret and confidential commercial information 
that may not be publicly released, disclosure 1s subject to the Freedom 
of Information Act, the Trade Secrets Act, the Privacy Act, and 
restrict10ns in other statutes and FDA's implementing regulations 

Type IVMFs. 
Includes information regarding manufacturing sites, fac1lit1es, operating 
procedures and personnel 

Disposition: TEMPORARY. 
Cutoff when there has been no substantive act1v1ty in the VMF for 3 
years and VMF 1s no longer needed for CVM business purposes 
Delete/destroy 1 year after cutoff 

Type II - V VMFs. 
Type II VMFs include 111format1on regarding manufacturing of finished 
dosage forms, medicated articles, and medicated feeds, as well as 
manufacturing information regarding bulk drug substances and 
substance 111termed1ates used in the further manufacture of bulk drug 
substances 

Supersedes 
NCl-88-78-1 
V-1 (in part) 

New 

Supersedes 
NCl-88-78-1 
V-1 (in part) 
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2.6.2.1 

2.6.2.1.1 

2.6.2.1.2 

2.6.2.2 

2.6.3 

2.6.4 

2.7 

Type III VMFs include information regarding packaging materials. 

Type IV VMFs include information regarding excipients, colorants, 
flavors, and essences, as well as materials used in the preparation of 
these. 

Type V VMFs include FDA accepted reference information. 

VMFs referenced in New Animal Drug Applications (NADA). 
Includes records submitted by firms and used for review by CVM 

VMFs referencing NADAs that have not been withdrawn 

Disposition: TEMPORARY. 
Cut off at the end of the calendar year after which the VMF has 
completed the CVM closure process. Transfer paper records to FRC 5 
years after cutoff. Delete/destroy 25 years after cutoff. 

VMFs referencing NADAs that have been withdrawn 

Disposition: TEMPORARY. 
Cut off at the end of the calendar year in which all NADAs referencing 
the VMF have been withdrawn Delete/destroy immediately after cutoff. 

VMFs Not Referenced in NADAs. 
Includes records submitted by firms but not used for review by CVM. 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year after which the VMF has 
completed the CVM closure process Transfer paper records to FRC 5 
years after cutoff. Delete/destroy 25 years after cutoff. 

VMF Disaster Recovery and Reference Copies Created Before 2007. 
Master records copied from original record copies onto microfiche or 
other media to be used for disaster recovery, reference, or research 
purposes. 

Disposition: TEMPORARY. 
Delete/destroy when record copy has been closed. 

VMF Review Copies. 
Includes duplicate, triplicate and other copies used for review. 

Disposition: TEMPORARY. 
Cutoff immediately after completion of final action and file 
reconciliation. Delete/destroy after cutoff. 

Public Master Files (PMFs). 
Information containing safety and efficacy data which has been 

Supersedes 
NCl-88-78-1 
V-1 (in part) 

Supersedes 
NCl-88-78-1 
V-1 (in part) 

Supersedes 
NCl-88-78-1 
V-1 (in part) 

Supersedes 
NCl-88-78-1 
V-1 (in part) 

10 



2.7.1 

2.7.2 

2.7.3 

2.7.4 

2.8 

generated with public funds Included information can be disclosed to 
the public without violating trade secret/confidentiality requirements. 
Manufacturing infonnat1on is typically not included. Notice of 
availability 1s announced in the Federal Register. PMFs are vital 
records. Certain records contain trade secret and confidential 
commercial information that may not be publicly released; disclosure 1s 
subject to the Freedom of Information Act, the Trade Secrets Act, the 
Privacy Act, and restnct1ons in other statutes and FDA's implementing 
regulations. 

PMFs Referenced in New Animal Drug Applications {NADA). 
Includes records submitted by firms and used for review by CVM 

Disposition: TEMPORARY. 
If a NADA referencing the PMF has been withdrawn and the PMF has 
had no references from other NADAs, cutoff at the end of the calendar 
year after withdrawal of the NADA. Delete/destroy after cutoff. 

PMFs Not Referenced in NADAs. 
Includes records submitted by firms but not used for review by CVM. 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year when there has been no 
substantive act1v1ty in the PMF for 10 years. Transfer paper records to 
FRC 5 years after cutoff Delete/destroy 50 years after cutoff. 

PMF Disaster Recovery and Reference Copies Created Before 2007. 
Includes master records copied from original record copies onto 
microfiche or other media to be used for disaster recovery, reference, or 
research purposes. 

Disposition: TEMPORARY. 
Delete/destroy when parent record has been deleted/destroyed. 

PMF Review Copies. 
Includes duplicate, triplicate and other copies used for review. 

Disposition: TEMPORARY. 
Cutoff immediately after upon completion of final action and file 
reconciliation Delete/destroy after cutoff. 

Drug Master File {DMF) Tracking Records. 
Tracks FDA's Center for Drug Evaluation and Research's (CDER) Drug 
Master Ftles that have been either requested by CVM reviewers or 
assigned to CVM reviewers by CDER. The DMF files routed to CVM 
from CDER are recorded into a Document Receipt Log maintained by 
the CVM Document Control Unit and then forwarded to CVM 
reviewers. DMF files loaned to CVM are used for reference with read­
only access. Includes file number, volume number, CVM reviewer, 
dates of dispatch and return, issue date for CVM-generated letters (1f 
applicable), and package description Certain records contain trade 

Supersedes 
NCl-88-78-1 
V-1 (in part) 

Supersedes 
NCl-88-78-1 
V-1 (in part) 

Supersedes 
NCl-88-78-1 
V-1 (in part) 

New 
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3.1 

3.1.1 

3.1.2 

3.2 

secret and confidential commercial information that may not be publicly 
released, disclosure is subject to the Freedom oflnformation Act, the 
Trade Secrets Act, the Privacy Act, and restrict10ns in other statutes and 
FDA's implementing regulations. 

Disposition: TEMPORARY. 
Cutoff tracking records at the end of the calendar year in which DMF 
was requested Delete/destroy 5 years after cutoff. 

Premarketing and Marketing Applications: Animal Feeds 

Investigational Food Additive (IF A) Files. 
Submissions from a sponsor to CVM in order to facilitate the animal 
Food Additive Petition (FAP) process. IFA files ensure confidential 
exchanges between CVM and a sponsor while the sponsor investigates 
the safety and utility of a food add1t1ve for its intended use. Review 
status is tracked in the Subm1ss1on Tracking and Reporting System 
(STARS) or its successor system. IF A files are vital records. Certain 
records contain trade secret and confidential commercial information 
that may not be publicly released; disclosure is subject to the Freedom 
of Information Act, the Trade Secrets Act, the Privacy Act, and 
restrict10ns in other statutes and FDA's implementing regulations 

IF A Record Copies. 
Includes Notices of Claimed Investigational Exemption (NCIE), 
Slaughter or Marketing Authorization Requests, Protocol Review 
Requests, Meeting Requests, and major and minor technical section 
data, CVM reviews and responses, as well as other related materials. 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year after completion of final action. 
Delete/destroy when no longer needed for business and regulatory 
purposes, or 20 years after cutoff, whichever is later. 

IF A Review Copies. 
Includes duplicate, tripltcate and other copies used for review. 

Disposition: TEMPORARY. 
Cutoff immediately after complet10n of final action and file 
reconc1ltation. Delete/destroy after cutoff. 

Food Additive Petitions (FAP). 
Petitions received from producers under sect10n 409(b) of the Federal 
Food, Drug and Cosmetic Act and 21 CFR 571 proposing the issuance 
of regulations prescribing the cond1t10ns under which a food additive 
may safely be included in food products intended for use in animals. 
Petit10n includes name, chemical identity and composition of additive, 
statement of proposed use, labeling, data on additive's effects, additive 
detection analytical methodology, and additive safety investigation 
reports Review status is tracked in the Submission Tracking and 
Reporting System (STARS) or its successor system. FAPs are vital 

New 

New 
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3.2.2 

3.3 

4 

4.1 

records 

Certain records contain trade secret and confidential commercial 
information that may not be publicly released, disclosure 1s subject 
to the Freedom oflnformation Act, the Trade Secrets Act, the Privacy 
Act, and restrictions in other statutes and FDA's implementing 
regulations. 

F AP Record Copies. 
Includes Protocol Review Requests, Meeting Requests, and major and 
minor technical section data. May also include internal documentation 
supporting the issuance of a regulation, rejection or denial of petition, 
and correspondence, as well as other related matenals. 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year after completion of final action. 
Delete/destroy when no longer needed for business and regulatory 
purposes, or 30 years after cutoff, whichever is later. 

F AP Review Copies. 
Includes duplicate, triplicate and other copies used for review 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year after completion of final action 
and file reconciliation Delete/destroy after cutoff. 

GRAS Notifications/Petitions (GRN). 
A GRAS Notification informs FDA that a firm has made a 
determination that a particular use of a substance in animal food is 
ehg1ble for classification as generally recognized as safe (GRAS) as 
described in 21 CFR 570.30. Formal requests for FDA affirmat10n that 
a use 1s GRAS may be made under 21 CFR 570.35. Submissions may 
include Meeting Requests, Notifications, and documentation in support 
of the action taken. Review status is tracked in the Submission 
Tracking and Reporting System (STARS) or its successor system. 
Certain records contain trade secret and confidential commercial 
information that may not be publicly released; disclosure 1s subject to 
the Freedom oflnfonnation Act, the Trade Secrets Act, the Privacy Act, 
and restnctlons in other statutes and FDA's implementing regulations. 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year after regulatory decision has been 
made Delete/destroy when no longer needed for business and 
regulatory purposes, or 30 years after cutoff, whichever is later 

Postmarket Records: New Animal Drugs 

Drug Experience Reports (DER). 
Reports submitted by sponsors of approved New Animal Drug 
Applications (NADAs) and Abbreviated New Ammal Drug 
Applications (ANADAs). Annual and Semi-Annual DERs include 

Supersedes 
NCl-88-78-1 

V-4, V-14, V-16 
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5.1 

5.1.1 

clinical data, promotional material, current labeling, Adverse Drug 
Experiences (ADE), ADE follow-ups, ADE summary reporting, product 
defects, and distnbut1on data for the reporting period. Related data are 
maintained in the DER System, one of the modules supported by the 
Corporate Database Portal. DERs are vital records. Certain records 
contain trade secret and confidential commercial information that may 
not be publicly released; disclosure is subject to the Freedom of 
Informat10n Act, the Trade Secrets Act, the Privacy Act, and restrictions 
in other statutes and FDA's implementing regulations. 

Disposition: TEMPORARY. 
For approvals older than 5 years, maintain paper volumes with the 5 
most recent annual reports in the Document Control Unit Transfer 
volumes with other annual reports to FRC. 

Cut off at the end of the calendar year when related NADA is 
withdrawn because of profitability/marketing purposes and published in 
the Federal Register. Delete/destroy immediately after cutoff, or when 
no longer needed for research or legal purposes. 

Note· Maintain DERS in FRC for NADAs withdrawn because of safety 
concerns until no longer needed for research or legal purposes 

Compliance Records: Animal Feeds 

Medicated Feed Mill Licensing Files. 
Concerns licensing of feed mills to manufacture animal feeds containing 
Category II, Type A medicated articles (2 l CFR 515) Files may 
include record (original) copies of Form FDA 3448 (Medicated Feed 
Mill License Applicat10n). 

Certain records contain trade secret and confidential commercial 
information that may not be publicly released, disclosure 1s subject 
to the Freedom of Information Act, the Trade Secrets Act, the Pnvacy 
Act, and restnct1ons in other statutes and FDA's implementing 
regulations. 

May also include copies of applicable Establishment Inspection Reports 
(EIR), as well as other supplementary material including copies of Form 
FDA 483 (Inspectional Observations) and correspondence generated 
from, or addressed to, feed mills, FDA District Offices, and State Feed 
Control Officials. 

Approved Licenses. 
Files are orgamzed by license number and maintained by CVM's 
Division of Animal Feeds. 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year in which the feed mill license has 
been voluntanly revoked. Delete/destroy 10 years after cutoff or when 
no longer needed for business or regulatory purposes, whichever is later 

Supersedes 
NCl-88-82-5, 

item V-23a 
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5.1.3 
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Revoked Applications. 
Files are maintained by CVM's Division of Animal Feeds. 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year m which the feed mill ltcense 
decision has been revoked. Delete/destroy when no longer needed for 
business or regulatory purposes, or 50 years, whichever is later. 

Medicated Feed Mill License Status Tracking System. 
Tracks the status of medicated feed mill license appltcants and 
licensees. Includes information on manufacturing site, such as name, 
address, and responsible party, as well as other related data. Records 
are tracked by reference number before approval, and by license number 
after approval. 

Disposition: TEMPORARY. 
Cut off at the end of the calendar year in which the feed mill license 
decision has been rejected/withdrawn. Delete/destroy 50 years after 
cutoff, or when no longer needed for administrative and reference 
purposes, whichever is later. 

CVM Data Systems 

CoFpoFate Database PoFtal (CDP). 

CDP is a CVM wide Oracle based relational database system consisting 
of several subsystems. CDP supports common data tables and pro·,ides 
a link to CVM's Coff)orate Document Management System (CDM:S). 

CDP is a vital system Certain records contain trade secret and 
confidential commercial information that may not be publtcly released; 
disclosure is subject to the Freedom of Information Act, the Trade 
Secrets Act, the Pfr,acy Act, and restrictions in other statutes and FDA's 
implementing regulations 

Representative CDP syste1fls mclude, but are not limited to. 

Submission Tracking and Reporting System (STARS) Monitors the 
revie•w status of new animal drug applications during the development 
and invest1gational phases, as well as durmg any resulting application 
for marketmg of the product Also tracks review status of Animal Food 
Additwe Pet1t1ons (FAP), Generally Recogn12ed as Safe Petitions 
(GR.0 ) and other CVM premarket related activities. 

Drug fa(penence Reports S)'Stem (DER) Tracks and monitors 
postmarket submissions including both original and folio•,,· up new 
animal drug Adverse Drug EKperience (ADE) reports. 

Drug Product Listing (DPL) Monitors marketed new· animal drugs, 
feed 

Supersedes 
NCl-88-82-5, 

item V-23a 

WITHDRAWN 
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additives aAd veteriAary de•.•ices to ass1:1re their safety aAd effect1veAess 
aAd to eAferce comphaAce with the Aev,r aAimal drng reg1:1lat10As. 

Bio research MomtoriAg System (BIMO) Tracks aAd reports oA key 
BIMO related activities m the follov,rmg three compliaAce programs. 
Good Laboratory Practices (GLP); SpoAsors, CoAtract Research 
OrgaAiz;atioAs, aRd MoA1tors (SpoAsor/MoAitor); aAd Clmical 
IAvestigators (CI). 

Activity Time ReportiAg (ATR) Provides iAformatioA OA ho1:1rs speAt 
0ft 

acfo•ities aAd tracks assigAed 1n•orldoads 1:1Ader the AAimal Drng User 
Fee Act (ADUFA). 

CDP Inputs: 
1Acl1:1des data man1:1ally aAd/or electromcally iAp1:1t at each applicatioA 
level b)' a1:1thonz;ed 1:1sers ADUFA related billmg infom1atioA is 
electroA1cally 1:1pdated via a liAk to the Office of FiAaAc1al 
MaAagemeRt's f'iRaRcial maRagemeRt database. EmplO)'Oe timekeepiRg, 
salary aRd locatioR iRformatioR is electroRically do1t11•Rloaded via a liRk 
from the Office of the CommissioRer's (OC) prod1:1ctioR timekeepmg 
database. 

Disposition: TEMPORARY. 
If records are 1:1sed for iRp1:1t ORiy, delete/destroy after the verificatloR of 
s1:1ccessfol data eRtry If records are mp1:1t as part of aAother record 
senes, apply a1:1thori2ed dispositioR for that senes. 

CDP Data Files: 

STARS 1Acl1:1des status mformatioR OR peRdiRg, approved aRd 
w1thdrawR or termiRated new aRimal drng apphcatioRs. IRcl1:1des data 
OR active iRgredieRt, applicaAt Aame aAd address, species, iRdicatioR, 
label, feed v,r1thdrav,ral periods, maR1:1focturiRg iRformatioR, 
postmarketiRg aRR1:1ablsemi aRA1:1al reports, premarket related adverse 
eveRt reports, aRd s1:1pplemeRtal chaRges. Also iAcl1:1des trackiRg data OR 
ADUFA iRformatioA 

DERS Incl1:1des data on origiAal aAd follow 1:1p ADE reports OR Form 
FDA 1932, as 1.vell as other reports, iRcl1:1diRg q1:1aAtity marketed reports 
Data may mcl1:1de ammal drng prod1:1ct labels, bibliographies and 
promot10AabladvertisemeRt pieces. 

;QEk__ IRcl1:1des data oA marketed new aA1mal drngs, food add1t1ves aRd 
veteriAary devices Also mcl1:1des data oA the trackiAg aRd reportiRg of 
Drng Listmg IAformatioR, iRcl1:1diAg Rew aRimal drng maR1:1foct1:1rer's 
estabhshmeAts, distrib1:1tors, labelmg data, iRgredieRts aRd trade Rames. 
IAformatioA 1s compiled for all approved aAd 1:1Rapproved Rew aAimal 
drngs that are iR commercial distrib1:1tioR or have beeR d1scoAtiA1:1ed. 

AIR_ 1Acl1:1des real time data for 1:1se m strategic aAd operatioRal 

WITHDRAWN 
12/4/09 
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planning; management mformat1on reports, budget requests, 
justifications, and evaluation; cost and trend analyses; user fee 
negotiations, and management activities. Data is used to determme the 
ADUFA percentages for process and non process activities and to 
caleulate the cost of the rev1e1,,, process of new animal drug applications 
as identified m ADUFA. 

Disposition: TEM::POIU..RY. 
Delete when no longer needed for operational, trend analysis, research 
or reference purposes, whichever is the latest If data is migrated into a 
new system, delete after the venfication of successful migration. 

For momtoring and trackmg data from requestmg the inspection 
assignments to final Establishment Inspection Reports (EIR) 
classifications and close outs under the BIMO Program, apply 
authori:z:ed d1spos1t10n for BIMO Program records. 

CDP Outputs: Routine Reports. 
Includes pre programmed and ad hoc reports generated by end users 

Disposition: TEl:\fi>ORARY. 
Delete/destroy when superseded, obsolete, or 1Nhen no longer needed for 
admm1strafr,re and referenee purposes, wh1che1,'er is latest. 

CDP Outputs: STARS Routing Forms. 
Ineludes routmg slips generated when a new submission is entered into 
STARS. Used to track applications both physieally and eleetronieally in 
STARS 

Disposition: TEl:\fi>ORARY. 
Cutoff after final aetion Destroy 1 year after cutoff. 

CDP Outputs: Final Aetion Form. 
Includes cover sheets mdicating final aetion code and routing of final 
action packages through the s1gnatOF)' proeess. 

Disposition: TEl:\fi>ORARY. 
Cutoff after final action Destroy I year after cutoff. 

CDP System Doeumentation. 
Includes S)'Stems operations manuals, user manuals, data dictionaries, 
and requ1Fements documents, as well as other S)'Stems related materials. 

Disposition: TEl:\fi>ORi-..RY. 
Delete/destroy •when superseded or obsolete, upon authoriz;ed deletion 
of the related master file or database, or upon the destruction of the 
output if the output 1s needed to protect legal rights, 1+¥hiche1+'er is latest. 
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Special Subjects 

National AntimieFobiel Resistenee MonitoFing System (NARMS) 
Retail Meet Database. 
NARMS IS a collaborafr1•e effort betv,eeR FD,AJCVM, the URited States 
DepartmeRt of Agnculture (USDA) aRd the CeRters for Disease CoRtrol 
aRd PreveRtioR (CDC). CVM operates the retail meat compoReRt of 
NAR.\48 IA collaboratioR with states part1cipatiRg iR the FoodNet 
program Retail meat testiHg begaR iR 2002 CVM's Office of Research 
tests for SalmmwU-€1, Camp1·Jeh9cler, E coli, aRd Enlerococc'blS isolates 
iR retail meats. 

NARMS pro:vides descripth·e data OR the temporal treHds aRd exteRt of 
aHt1microb1al drug susceptibilities of selected eRteric bactenal 
orgamsms iR humaRs, aHimals, aRd retail meats to a paRel of 
aRtimicrobial drugs importaHt iR humaH aHd aHimal med1ciHe. It 
pro't·ides timely iRformatioR to veteriRariaRs aHd physiciaRs OR 
aHtimicrobial drug resistaHce patterns Data produced by NARMS is a 
vital resource for CVM's drug approval process CertaiR records 
coRtaiH trade secret aHd coHfideHttal commercial iRformatioR that may 
Hot be publicly released, disclosure 1s subject to the Freedottt of 
IHformatioH Act, the Trade Secrets Act, the Privacy Act, aHd restrictioRs 
iR other statutes aRd FDA's implemeRtiRg regulatioRs. 

NARl\'IS Input ReeoFds. 
IHcludes retail meat data OR log sheets that are filled 01:1t by FoodNet 
sites aHd electromcally submitted to CVM, electroRically eRtered data 
OR biological isolates, aHd research data that is maH1:1ally iHp1:1t iRto the 
database. 

Disposition: TEM:PORi"-..RY. 
Delete/destroy wheH HO loRger Reeded for research or refereHce 
p1:1rposes, 1..vh1che>,·er is later. 

NARl\'IS Database ReeoFds. 
1Hcl1:1des data from res1:1lts of retail meat sampliRg aRd aAalysis of fresh 
meat for SalmoneU-€1, Campylehooler, E coli, aRd Ente,·ococc'blS 
IHcl1:1des data fields such as batenal geR1:1s aHd species, as ·well as 
aHtibiot1c res1staHce. 

Disposition: TEI\'IJ>ORARY. 
Delete/destroy wheH HO loHger Reeded for research or refereRce 
p1:1rposes, whichever is later. 

NARMS Annual Reports: Outputs. 
IHcludes results geHerated to establish a refereHce poiRt for aRalyziRg 
treHds of aRtimicrobial resistaRce amoHg the foodborne bacteria IA retail 
meats AHR1:1al reports s1:1mmariziRg data startiRg iH 2002 are located OR 
the CVM IHternet h01tte page. 
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Disposition: PERMP~NT. 
Cutoff m 5 year bloeks at the eed of the ealeedar year. Transfer to 
NARA m NARA approved format 20 years after eutoff At the time of 
tnmsfer, ~JARA aed FDA will determiee the media aed format i0 whieh 
the reeords 1Nill be transferred. FDA will eesure reeord format ietegrity 
durieg the reteetion penod aeeordieg to NARA regulatioes. For 
extraeted data whieh 1s ieput ieto aeother database, apply the dwpositio0 
authori:z:ed for that database 

Nf..:RMS 8•1stem Doeumeetation. 
IReludes systems operat10ns maeuals, data dietioearies, aed user 
maeuals. 

Disposition: TEMPORARY. 
Deletetdestroy 1,vhe0 superseded or obsolete, upo0 authori:z:ed deletio0 
of the related master file or database, or upoA the destrnetioA of the 
output if the output 1s needed to proteet legal rights, whiehever is latest 

Pulsenet (CVM). 
Provides mformatio0 OH DNA fi0gerpri0ts of food borne disease 
eausieg baeteria Developed by sta0dard1:z:ed DNA fi0gerpn0ti0g, 
pulsed field gel eleetrophoresis (PFGE). DNA fi0gerpri0ts aed isolate 
data are eetered mto the Bioeumenes databases mai0tai0ed by CVM's 
Offiee of Researeh. 

Fingerpriets are exported to PulseNet, established i0 1996, 1Nhieh 1s a 
eollaborat1ve effort of the Ceeters for Disease Coetrol and Preve0tio0 
(CDC), FDA, the Ueited States Departmeet of Agneulture (USDA), aed 
state,lloeal health departmeets 

CertaiA reeords eontain trade seeret aed eo0fide0tial eommereial 
i0formatio0 that may not be publiely released; diselosure is subjeet 
to the Freedom of Informatio0 Aet, the Trade Seerets Aet, the Privae:,• 
Aet, and restrietioes i0 other statutes aed FDA's implementing 
regulations. 

Pulsenet (CVM) Input Reeonls. 
l0eludes DNA fingerprints aed isolate data eolleeted aed entered 
manually or automatieally loaded from Mierosoft Ex.eel. 

Disposition: TEMPORARY. 
Delete,ldestroy after data is eetered ieto the database aed venfieation 
of sueeessful data entry 

Pulsenet (CVM) Database Reeords. 
IReludes data 00 D~JA fingerprints aed isolate data, dates 1Nhe0 isolates 
are added aed removed, and dates whee ehaeges are made to the 
a0alys1s of the fingerprmts. Databases ieelude, but are 0ot limited to, 
databases on the fol101Ning organisms: Sal-meneUa, E ceh aed 
Camp_vl-ehacler 
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Disp0siti0n: TE:MPORARY. 
Delete/destroy when no longer needed for b1:1siness, research or 
reference p1:1rposes, whiche't'er is the latest. 

Pulsenet (CVM) Output Ree0Fds. 
Incl1:1des data exported to P1:1lseNet, b1:1ilt in log files for tracking 
p1:1rposes, and ro1:1tine reports prod1:1ced as needed. 

Disp0siti0n: TEMPOIU.RY. 
Delete/destroy vt'hen no longer needed for admiHistrative or operational 
p1:1rposes, ·+¥hichever is later. 

Pulscnet (CVM) Svsteni D0cumeetati0n. 
Incl1:1des S)'Stems operations man1:1als, 1:1ser man1:1als, data d1ctionanes, 
req1:mements doc1:1ments, and other systems related matenals. 

Disp0siti0n: TEMPOIU.RY. 
Delete/destroy when s1:1perseded or obsolete, 1:1pon a1:1thori2ed deletion 
of the related master file, or 1:1pon the destrnct10n of the 01:1tp1:1t 1fthe 
01:1tp1:1t is needed to protect legal nghts, ,...,hichever 1s latest. 

Aquaculture Information Tracking Records. 
Serves as an internal repository of aquaculture information extracted 
from Investigational New Animal Drugs (INAD), as well as from 
related aquaculture Public Master Files (PMF), about specific drugs 
under review by FDA on fish. Inforn1ation collected includes 
INAD/PMF number, drug, sponsor, authonzation status and number, 
number of animals used, species authonzed, withdrawal period, 
comments, other related mformat1on and reports. Records are updated 
daily. Certain records contain trade secret and confidential commercial 
information that may not be publicly released; disclosure is subject 
to the Freedom of Information Act, the Trade Secrets Act, the Privacy 
Act, and restnct10ns m other statutes and FDA's implementing 
regulations. 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year when related INADs are 
terminated or when related PMFs are not referenced or become mact1ve. 
Delete/destroy 30 years after cutoff or when data is migrated to a new 
system, whichever is sooner 
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