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

Item 
No. Records Description and Authorized Disposition 

1 Program Management Files 

1.1 Poliey and PFoeeduFes RefeFenee MateFials. 
Ineludes referenee matenals pertalOlOg to rules, regulations and 
IOstntetlOns Important to responSibilIties of all CYM program areas 
Ineludes sueh mateflals Oflthe review ofNe"" Animal Drug 
Appheatlofls (NADA), postmarket surveillanee and eomphanee 
aetlvltles, and IOstruetJonal gUides detailIng eontent related to CYM's 
pohey afld proeedures Certatn reeords eontalll trade seeret and 
eOflfidentlal eommerelal IIlformatlofl that may not be publIely released, 
dlselosure ISsHbjeet to the Freedom of InformatlOfI Aet, the Trade 
Seerets Aet, the Pflvaey Aet, and restfletJOflS 10 other statutes 
and FDA's ImplementlOg regulatlofls 

Refer to agefley '''''Ide Web sehedules for Internet verSIOflSof the polIey 
and proeedures manuals Internet versions are used as eleetronle aeeess 
eoples and as an mdex for qt:llek referenee to all parts of the manuals 
Internet versIOns also eOfltaln lInks to the mafluals 

Disposition: TEMPORARY. 
Delete/destroy ,f't'heflsuperseded or obsolete, or 'Nhen no 10flger needed 
for refereflee, whl6hever ISlatest 

1.2	 CVM Subject Files. 
Consists of research, precedent-settmg materials, and correspondence 
that ISnot tracked by the Submission Trackmg and Reportmg System 
(STARS) or ItSsuccessor system Certain records contam trade secret 
and confidential commercial mformation that may not be publicly 
released, disclosure ISsubject to the Freedom of Information Act, the 
Trade Secrets Act, the Pnvacy Act, and restnctions In other statutes and 
FDA's implementmg regulations 

1.2.1	 PFogFam Development Files. 
Ifleludes files that may Involve Iflltlal polIey ex:ploratlOn Also Ineludes 
reeords generated from one tune IOqulFlesor dH'eetlves, lOeludlOg 
requests from COflgress and eoples of CVM responses, that are not 
eovered by another reeord senes RepresentatIve toples lOelude the 
Brovm Amendment, food safety Issues, bloteeh, elonlng, YlrglOlamyelO, 
and fisk assessments 

Reeord eoples of CongreSSIOnal eorrespondenee are malOtalOed by the 
Qffiee of Leglslatl\'e Affairs, Qffiee of the ConlmlsslOner (QC), reeord 
eoples of eorrespondenee proeessed by the Qffiee of E](eeutlve 
Seeretaflat, QC, are malfltatned by that offiee 

NARA Approved 
Citation 

WITHDRAWN 
12/4/09 

Center will use 
agency-wide 

authority 
NI-088-07-2, 

item 2.1 

WITHDRAWN 
12/4/09 

WITH ITEMS
 
BELOW
 



1.2.1.1	 Reeonls maintained by CVl\{ PFogFam Offiees. 

Disposition: TEMPORARY. 
Cl:ltoff at the eRd of the year after prOjeet ISeompleted Delete/destroy 
50 years after el:ltoff 

1.2.1.2	 SOUFee doeuments used to PFoduee FeeoFdl"eeping eopies. 

Disposition: TEMPORARY. 
Cl:ltoffafter prOjeet ISeompleted SeaR IH paper aRd traRsfer paper 
eoples to PRC I:IpOReompletloR ofql:laitty eORtrol of the Imaged reeords 
Delete/destroy 5 years after el:ltoff 

,A.. nimal Feed Subjeet Files. 
IReludes eorrespoRdeRee aRd reVle'N of the safety aRd legal statl:ls of 
eomplete feeds, feed sl:lpplemeRts, feed If1gredleRts, If1gredleRt 
staRdards, and eORtamlRaRts,reports aRd evaluattoRs relatlf1g to "Ol:lt of 
SpeelfieatlOR" assays, eOlHpitaReeprograms aRd field asslgRmeRts for 
medleated feeds aRd Type A medleated artleles, eompitaRee programs 
and field asslgRmeRts for feed eORtamlf1ants, aRd selentlfie reVle'NSof 
regl:llatory aehons for aRlmal feeds aRd medleated feeds 

Disposition: TEMPORARY. 
Cl:ltoff at eRd of the ealeRdar year after eOl1'lpletlonofthe fiRal aettoR 
Delete/destroy 30 years after el:ltoff 

1.2.3	 CVM Office Precedence Subject Files. 
Includes files documentmg CVM's posrtion on Issues, as well as files 
documentmg CVM's dehberatrve process WIth regard to the drug revrew 
and approval processes Subject files are used for reference to establish 
precedents and may be mamtamed at the Team, DIVISIOn,or Office 
level 

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

1.2.4	 CVM Regulatory Development Precedent Subject Files. 
Includes files documentmg CVM's dehberatrve 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
 

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

V-12b 

WITHDRAWN 
12/4/09 

Center will use 
agency-wide 
authority, 

NI-088-07-2, 
item 3.1.1 & 3.1.2 

WITHDRAWN 
12/4/09 

with related item 
above 

New 

WITHDRAWN 
6/8/10 

Center will use 
agency-wide 
authority, 

NI-088-07-2, 
item 3.1.2 

New 

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

1.3	 CVM Pre-Market Activity General Correspondence (GC). 
General Correspondence files are used as a repository of general 
requests from Industry or the public These files may Include premarket 
related materials Certam records contam trade secret and confidential 
commercial mformation that may not be publicly released, disclosure IS 
subject to the Freedom of Information Act, the Trade Secrets Act, the 
Privacy Act, and restnctions In other statutes and FDA's implementmg 
regulations 

1.3.1	 Animal DFUg UseF Fee Aet (ADUFA) WaiYeFs. 

Ineludes waIver forms submitted al1Aually by animal drug eompanles
 
requestmg el'iemptlon from fees, as well as related reeords Files are
 
mamtalned m the General Correspondenee file (GC 3126) ADUFA
 
',va Ivers are Vital reeords
 

Disposition: TEl\4PORARY.
 
Cutoff at end of eaeh ADUFA eyele Delete/destroy 70 years after
 
suteff-

1.3.2	 Premarket-related General Correspondence. 
Includes pre-Invesngational New Animal Drug (INAD) correspondence, 
such as correspondence between CVM and sponsors concernmg the 
New Animal Drug Application (NADA) and INAD processes pnor to 
the submission of an apphcation by a sponsor Records are tracked In 

the SubmISSIOnTracking and Reportmg System (STARS) or ItS 
successor system and are mamtamed by the Document Control Unit 

1.3.2.1	 Record Copies. 

Disposition: TEMPORARY. , 
Cutoff at end of calendar year after 10 years of no fi Ie activrty and no 
INAD or NADA has been created from It Transfer paper record copies 
to FRC upon cutoff Delete/destroy 20 years after cutoff 

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

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

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

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

WITHDRAWN 
12/4/09 

Center will use 
agency-wide 
authority, 

NI-088-09-11 , 
Item 1.2 

Supersedes
 
V-7
 

NCI-88-78-1
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accord 109 to other CVM retention schedules due to termination or 
withdrawal 

1.4	 CVM Work Group Documentation. 
Includes meet 109 agendas, recommendations and work product created 
by CVM Work Groups Representative Work Groups mclude the 
Document Control Unit Facrhties Work Group and the Corporate 
Database Portal (COP) Configuration Control Board Work Groups 
Certam records contam trade secret and confidential commercial 
mformation that may not be publicly released, disclosure ISsubject 
to the Freedom of Information Act, the Trade Secrets Act, the Pnvacy 
Act, and restnctions 10 other statutes and FDA's implementmg 
regulations 

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

2	 Premarketing and Marketing Applications: New Animal Drugs 

2.1	 Investigational New Animal Drugs (INAD). 
Submissions from a sponsor of safety and efficacy data supportmg 
mdicatrons for a new arurnal drug on a proposed label pnor to the 
submission of a New Animal Drug Application (NADA) Review status 
IStracked 10 the Submission Trackmg and Reportmg System (STARS) 
or ItS successor system INAD files are VItal records Certam records 
contam trade secret and confidential commercial mformation that may 
not be publicly released, disclosure ISsubject to the Freedom of 
Information Act, the Trade Secrets Act, the Pnvacy Act, and restnctions 
10 other statutes and FDA's unplementmg regulations 

2.1.1	 INAD Submissions (Record Copies). 
Includes Notices of Claimed Investiganonal Exemption (NCIE), 
Slaughter Authonzation Requests, Protocol Review Requests, Meetmg 
Requests, major and mmor technical section data, and CVM reviews 
and responses, as well as other related matenals 

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

Cut off at the end ofthe calendar year after all NADAs refernng to the 
file have been Withdrawn Delete/destroy 2 years after cutoff 

2.1.2	 INAD Disaster Recovery and Reference Copies Created Before 
2007. 
Includes master records copied from ongmal 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-I (in part)
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Disposition: TEMPORARY.
 
Delete/destroy when record copy has been term mated
 

2.1.3	 Terminated !NADs (Record Copies). 
Includes INADs for which the mvestigational exemption has been 
term mated by CVM or because the sponsor will no longer pursue the 
mvestrgation ofthe drug 

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

2.1.4	 !NAD Review Copies. 
Includes duplicate, tnphcate and other copies used for revrew and not 
forwarded to the District Offices 

Disposition: TEMPORARY. 
Cutoff immediately after complenon of final action and file 
reconcihation DeletelDestroy after cutoff 

2.1.5	 !NAD Copies maintained in the District Offices. 
Includes copres forwarded from CVM to the Distnct Offices 

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

2.2	 Generic Investigational New Animal Drugs (JINAD). 
SubmISSIOnsfrom a sponsor of safety and efficacy data supportmg 
indications for a genenc new animal drug on a proposed label pnor to 
the subrmssion of an Abbreviated New Arumal Drug Apphcation 
(ANADA) Review status IStracked m the Subrrnssron Tracking and 
Reporting System (STARS) or ItS successor system JINAD files are 
vital records Certain records contain trade secret and confidential 
commercial mformation that may not be publicly released, disclosure IS 
subject to the Freedom of Information Act, the Trade Secrets Act, the 
Pnvacy Act, and restnctions in other statutes and FDA's implementmg 
regulations 

2.2.1	 JINADs with Regulatory or Other Interests (Record Copies). 
Includes Notices of Clauned Invesnganonal Exemption (NCIE), 
Slaughter Authorization Requests, Protocol Review Requests, 
Meetmg Requests, major and mmor technical section data, and CVM 
reviews and responses, as well as other related matenals 

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 actrvity 

Supersedes
 
NC 1-88-78-1 ,
 

item V-I (in part)
 

Supersedes
 
NCI-88-78-1,
 

item V-I (in part)
 

Supersedes
 
NCI-88-78-1,
 

item V-I (in part)
 

Supersedes
 
NCI-88-78-1,
 

item V-I (in part)
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Cut off at the end of the calendar year after all ANADAs refernng to the 
file have been withdrawn Delete/destroy 2 years after cutoff 

2.2.2	 JINAD Disaster Recovery and Reference Copies Created Before 
2007. 
Includes master records copied from origmal 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 term mated 

2.2.3	 Terminated JINADs (Record Copies). 
Includes JINADs for which the mvesngational exemption has been 
term mated by CVM or because the sponsor Will no longer pursue the 
mvestigatron of the drug 

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

2.2.4	 JINAD 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 
reconcihation Delete/Destroy after cutoff 

2.2.5	 JINAD 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 IS later 

2.3	 New Animal Drug Applications (NADA). 
Applications submitted under section 512(b)(1) of the Federal Food, 
Drug and Cosmetic Act to request approval to market new animal drugs 

Review status IStracked m the Submission Tracking and Reportmg 
System (STARS) or ItS successor system NADA files are Vital records 
Certam records contam trade secret and confidential commercial 
information that may not be publicly released, disclosure ISsubject 
to the Freedom of Information Act, the Trade Secrets Act, the Privacy 
Act, and restnctrons	 in other statutes and FDA's implementing 
regulations 

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

Supersedes
 
NCI-88-78-1,
 

item V-I (in part)
 

Supersedes
 
NCI-88-78-1,
 

item V-I (in part)
 

Supersedes
 
NCI-88-78-1,
 

item V-I (in part)
 

Supersedes
 
NCI-88-78-1
 

V-I (in part), V-4
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(FOI) Summary, labelmg matenal, premarket related mspection and 
compliance files, and FDA reviews, as well as other supporting 
matenals NADAJackets and associated Drug Expenence 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 determine those 
eligible for transfer to the FRC Retire paper records to the FRC after a 
5 year penod of no substantial file activity 

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

2.3.2	 Unapproved NADAs (Record Copies). 
Includes apphcations and supporting matenals for new arurnal drugs 
which are pending review or have been Issued an "Incomplete" 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 pending 
apphcation by a sponsor or upon completion of the CVM closure 
process Delete/destroy 2 years after cutoff 

2.3.3	 NADA Disaster Recovery and Reference Copies Created Before 
2007. 
Includes master records copied from ongmal 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
 

2.3.4	 NADA Review Copies. 
Includes duplicate, tnphcate and other copies used for review and not 
forwarded to the District Offices 

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

2.3.5	 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 ISlater 

Supersedes
 
NCI-88-78-1
 

V-I (in part), V-4
 

Supersedes
 
NCI-88-78-1
 

V-I (in part), V-4
 

Supersedes
 
NCI-88-78-1
 

V-I (in part), V-4
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2.4	 Abbreviated New Animal Drug Applications (ANADA). 
Apphcations submitted under sectron 512 (b)(2) of the Federal Food, 
Drug and Cosmetic Act to request approval to market genenc new 
ammal drugs Review status IStracked m the Submission Trackmg and 
Reportmg System (STARS) or ItS successor system ANADAs are vital 
records Certam records contam trade secret and confidential 
commercial mformation that may not be publicly released, disclosure IS 
subject to the Freedom of Information Act, the Trade Secrets Act, the 
Pnvacy Act, and restrictions m other statutes and FDA's implementmg 
regulations 

2.4.1	 Approved ANADAs (Record Copies). 
Includes sponsor's apphcation, supportmg data, and FDA reviews, as 
well as other related matenals ANADA Jackets and associated Drug 
Expenence 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 penod of no substantial file activity 

Cut off at the end of the calendar year when notice of withdrawal has 
been published 111 the Federal Register Delete/destroy 2 years after 
cutoff 

2.4.2	 Unapproved ANADAs (Record Copies). 
Includes apphcations and supportmg matenals for genenc new ammal 
drugs which are pendmg review or have been Issued an incomplete 
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 ofthe calendar year after Withdrawal of a pending 
application by a sponsor or upon completion of the CVM closure 
process Delete/destroy 2 years after cutoff 

2.4.3	 ANADA Disaster Recovery and Reference Copies Created Before 
2007. 
Includes master records copied from ongmal 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 

2.4.4	 ANADA Review Copies. 
Includes duplicate, tnphcate and other copies used for review and not 
forwarded to the Distnct Offices 

Supersedes 
NCI-88-78-1 
V-I (in part) 

Supersedes 
NCI-88-78-1 
V-I (in part) 

Supersedes 
NCI-88-78-1 
V-I (in part) 
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Disposition: TEMPORARY. 
Cutoff Immediately after completion of final action and file 
reconcihatron Delete/destroy after cutoff 

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

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

2.5	 Approved New Animal Drug Product Lists (Green Book). 
Provides mformation 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 pubhshed Transfer to 
NARA Immediately after cutoff 

Estimated date of first transfer January 2011 

2.6	 Veterinary Master Files (VMF). 
Company proprietary rnanufactunng or process mformation, submitted 
by new ammal drug producers and manufacturers 

Includes mformation such as personnel Involved, facihties, producnon 
methods and product formulations VMFs are Vital records Certain 
records contain trade secret and confidential commercial information 
that may not be publicly released, disclosure ISsubject to the Freedom 
of Information Act, the Trade Secrets Act, the Privacy Act, and 
restrictions In other statutes and FDA's implementmg regulations 

2.6.1	 Type IVMFs. 
Includes Information regardmg manufactunng Sites, facihties, operatmg 
procedures and personnel 

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

2.6.2	 Type n-V VMFs. 
Type II VMFs mclude information regarding rnanufactunng of finished 
dosage forms, medicated articles, and medicated feeds, as well as 
rnanufactunng mforrnanon regarding bulk drug substances and 
substance Intermediates used In the further manufacture of bulk drug 
substances 

Supersedes
 
NCI-88-78-1
 
V-I (in part)
 

New 

Supersedes
 
NCI-88-78-1
 
V-I (in part)
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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. 

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

2.6.2.1.1	 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.
 

2.6.2.1.2	 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.
 

2.6.2.2	 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.
 

2.6.3	 VMF Disaster Recovery and Reference Copies Created Before 2007. 
Master records copied from original record copres 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.
 

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

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

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

Supersedes
 
NCI-88-78-1
 
V-I (in part)
 

Supersedes
 
NCI-88-78-1
 
V-I (in part)
 

Supersedes
 
NCI-88-78-1
 
V-I (in part)
 

Supersedes
 
NCI-88-78-1
 
V-I (in part)
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generated with public funds Included information can be disclosed to 
the public WIthout violatmg trade secret/confidentiality requirements. 
Manufacturing information is typically not mcluded. Notice of 
availability ISannounced in the Federal Register. PMFs are vital 
records. Certain records contam trade secret and confidential 
commercial mformation that may not be publicly released; disclosure IS 
subject to the Freedom of Informanon Act, the Trade Secrets Act, the 
Privacy Act, and restrictions in other statutes and FDA's implementing 
regulations. 

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

Disposition: TEMPORARY.
 
If a NADA referencmg 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.
 

2.7.2	 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 activity in the PMF for 10 years. Transfer paper records to
 
FRC 5 years after cutoff Delete/destroy 50 years after cutoff.
 

2.7.3	 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.
 

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

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

2.8	 Drug Master File (DMF) Tracking Records. 
Tracks FDA's Center for Drug Evaluation and Research's (COER) Drug 
Master FIles that have been either requested by CVM reviewers or 
assigned to CVM reviewers by COER. The DMF files routed to CVM 
from COER are recorded mto 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 (If 
applicable), and package description Certam records contam trade 

Supersedes
 
NCI-88-78-1
 
V-I (in part)
 

Supersedes
 
NCI-88-78-1
 
V-I (in part)
 

Supersedes
 
NCI-88-78-1
 
V-I (in part)
 

New
 

11 



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 restnctions 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. 

3 Premarketing and Marketing Applications: Animal Feeds 

3.1 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 addinve for its intended use. Review 
status is tracked In the Submission Tracking and Reporting System 
(STARS) or its successor system. IFA 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 
restnctions In other statutes and FDA's implementing regulations 

New 

3.1.1 IF A Record Copies. 
Includes Notices of Claimed Investigational Exemption (NCIE), 
Slaughter or Marketing Authorization Requests, Protocol Review 
Requests, Meetmg 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. 

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

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

3.2 Food Additive Petitions (FAP). 
Petitions received from producers under section 409(b) of the Federal 
Food, Drug and Cosmetic Act and 21 CFR 571 proposing the issuance 
of regulations prescnbing the conditions under which a food additive 
may safely be included In food products intended for use in animals. 
Petition 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 
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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 restrictions In other statutes and FDA's implementing 
regulations. 

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

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. 

3.2.2 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 
and file reconciliation Delete/destroy after cutoff. 

of final action 

3.3 GRAS NotificationsiPetitions (GRN). 
A GRAS Notification informs FDA that a firm has made a 
determination that a particular use of a substance in animal food is 
eligible for classification as generally recognized as safe (GRAS) as 
described in 21 CFR 570.30. Formal requests for FDA affirmation that 
a use IS 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 IS subject to 
the Freedom of Information Act, the Trade Secrets Act, the Privacy Act, 
and restnctions In other statutes and FDA's implementmg 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 

4 Postmarket Records: New Animal Drugs 

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

Supersedes 
NCI-88-78-1 

V-4, V-14, V-16 
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clinical data, promotional material, current labeling, Adverse Drug 
Experiences (AD E), ADE follow-ups, ADE summary reporting, product 
defects, and distribution 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 vrtal 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 restrictions 
m other statutes and FDA's implementmg regulations. 

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

with the 5 
Transfer 

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 m FRC for NADAs withdrawn because of safety 
concerns until no longer needed for research or legal purposes 

5 Compliance Records: Animal Feeds 

5.1 Medicated Feed Mill Licensing Files. 
Concerns licensing of feed mills to manufacture animal feeds containing 
Category II, Type A medicated articles (21 CFR 515) Files may 
include record (original) copies of Form FDA 3448 (Medicated Feed 
Mill LIcense Application). 

Certain records contain trade secret and confidential commercial 
information that may not be publicly released, disclosure ISsubject 
to the Freedom of Information Act, the Trade Secrets Act, the Privacy 
Act, and restnctions m 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. 

5.1.1 Approved Licenses. 
Files are organized by license number and mamtamed by CVM's 
Division of Animal Feeds. 

Supersedes 
NCl-88-82-5, 
item V-23a 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year m which the feed mill license has 
been voluntarily revoked. Delete/destroy 10 years after cutoff or when 
no longer needed for bus mess or regulatory purposes, whichever is later 
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5.1.2	 Revoked Applications. 
Files are maintained by CVM's Division of Animal Feeds. 

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

5.1.3	 Medicated Feed Mill License Status Tracking System. 
Tracks the status of medicated feed mill license applicants 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 CYM '""ide Oracle based relational database system conSIsting 
of several subs~rstems. CDP supports common data tables and pfO,t'ides 
a link to CVM's Corporate Document Management System (CDM'S). 

CDP is a vital s~rstem Certain records contain trade secret and 
confidential commercial informatIOn tHat may not be publIcly released; 
dlselosure is subject to the freedom of Information Act, tHe Trade 
Secrets Act, the Privacy Act, and restrictions in otHer statutes and fDA's 
Implementing regulations 

Representative CDP	 s~rstems mclude, but are not limited to. 

SubmiSSIon Tracking and Rel30rting System (STARS) Monitors the 
revie'+\'starns of new anImal drug applications during the development 
and investIgational pHases, as well as durmg any resulting application 
for marketmg of the product Also tracks review status of An imal food 
AdditIVe PetItIOns (fAP), Generally RecogAl2ed as Safe Petitions 
(GRc.D)and other CYM premarket related activities. 

Drug EJ(l3enence Rel30rts System (DER) Tracks and monitors 
postmarket submissions including both original and folio'+\' up new 
animal dmg Adverse Dmg EKperience (AD E) reports. 

Dmg ProdHct Listing (DPL) Monitors marketed new animal dmgs, 
feed 

Supersedes 
NCI-88-82-5, 

item V-23a 

WITHDRAWN 
12/4/09 
Items 

resubmitted 
under 

N1-088-09-12. 
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additives and veterinary deviees to assure their safety and effeetlveness 
and to enferee eompllanee with the new animal dwg regulations. 

Bio researeh Monitoring System CHIMO) Traeks and reports on key 
BIMO related aetivitles IAthe follo'NlAg three eOlflplianee programs. 
Good Laboratory Praetiees (GLP); Sponsors, Contraet Researeh 
Organizations, and Monitors (Sponsor/Monitor); and CllAieal 
Investigators (CI). 

Aetivit)' Time Reporting (ATR) Provides information on hours spent 
eft 

aetivities and traeks assigned 'Norldoads under the Animal Drug User
 
Fee Aet (ADUFA).
 

CDP Inputs:
 
Includes data manually and/or eleetronlcally input at eaeh applieation
 
level by authonzed users ADUFA related billlAg infoA'nation is
 
eleetronlcally updated via a link to the Offiee of Finanelal
 
Management's finaneial management database. Emplo)'ee timekeeping,
 
salary and loeation information is eleetronieally do ..,'nloaded via a link
 
from the Offiee of the Commissioner's (OG) produetion tinlekeeplAg
 
database.
 

Disposition: TEMPORARY,
 
If records are used for input only, delete/destroy after the verifieatlOn of
 
sueeessful data entry Ifreeords are IAput as part of another reeord
 
senes, apply authorized disposition for that senes.
 

CDP Data Files:
 

STARS Ineludes starns IAformation on pending, approved and
 
withdrawn or terminated new animal dwg applications. Ineludes data
 
on active ingredient, applicant name and address, species, indication,
 
label, feed 'Nlthdra",,,alperiods, manufaewring information,
 
postmarketing annuab'semi annual reports, premarket related adverse
 
event reports, and supplemental ehanges. Also ineludes traeking data on
 
ADUFA information
 

DERS Ineludes data on original and follow up ADE reports on Form
 
FDA 1932, as 'Nell as other reports, including quantity marketed reports
 
Data may IAclude ammal dwg produet labels, bibliographies and
 
promotlOnab'advertisement pieces.
 

DPL Ineludes data on marketed new animal drugs, food additives and
 
veterinary deviees Also lAeludes data on the tracking and reporting of
 
Dwg ListlAg Information, including new animal drug manufacturer's
 
establishments, distributors, labeling data, ingredients and trade names.
 
Information IS eompiled for all approved and unapproved new animal
 
dwgs that are in commercial distribution or have been dlseontinued.
 

ATR Includes real time data for use IAstrategie and operational
 

WITHDRAWN
 
12/4/09
 
Items
 

resubmitted
 
under
 

NI-088-09-12,
 

WITHDRAWN 
1214/09 
Items 

resubmitted 
under 

NI-088-09-12, 
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plaAAIAg; maAagemeAt IAformatlOA reports, budget requests,
 
justifieatioAs, aAd evaluatioA; eost aAd treAd aAalyses; user fee
 
AegotiatioAs, aAd maAagemeAt aetivlties. Data is used to determlAe tbe
 
ADUFA pereeAtages for proeess aAd AOAproeess aetivities aAd to
 
ealeulate the eost of tbe review proeess of Ae,,','aAimal drug applieatioAs
 
as ideAtlfied IAADUFA.
 

Disposition: TEMPOIU&Y.
 
Delete wbeA AO10Ager Aeeded for operatioAal, treAd aAalysis, researeb
 
or refereAee purposes, wbiebever is tbe latest Ifdata is migrated iAto a
 
Hew s~/stem, delete after tbe venfieatioA of sueeessful migratioA.
 

For mOAitoriAg aAd traeiclllg data from requestlAg tbe inspeetioA
 
assigAmeAts to fiAal EstablisbmeAt IAspeetioA Reports (EIR)
 
elassifieatioAs aAd elose outs uAder tbe BIMO Program, apply
 
authorized dlSPOSltlOAfor BIMO Progralll reeords.
 

CDP Outputs: Routine Reports.
 
IAeludes pre programmed aAd ad boe reports geAerated by eAd users
 

Disposition: TEMPORARY.
 
Delete/destroy wbeA superseded, obsolete, or '""beA AO10Ager Aeeded for
 
adnHAlstrati't'e aAd referenee purposes, wbl6bever is latest.
 

CDP Outputs: STARS Routing Forms.
 
IAeludes routlAg slips generated wbeA a Aew submissioA is eAtered iAto
 
STARS. Used to traeic applieatioAs botb physieally aAd eleetroAieally iA
 
STARS
 

Disposition: TEMPORARY.
 
Cutoff after fiAal aetioA Destroy 1 year after eutoff.
 

CDP Outputs: Final Aetion Form.
 
IAeludes eover sheets IAdieatiAg fiAal aetioA eode and routiAg of fiAal
 
aetioA paekages tbrough the signatory proeess.
 

Disposition: TEMPORARY.
 
Cutoff after fiAal aetioA Destroy I year after eutoff.
 

CDP System Doeumentation.
 
Ineludes systems operatioAs maAuals, user maAuals, data dietioAaries,
 
aAd requirements doeumeAts, as well as otber s~/stems related materials.
 

Disposition: TEMPOIV·&Y.
 
Delete/destroy wbeA superseded or obsolete, UpOAautborized deletioA
 
oftbe related master file or database, or UpOAtbe destruetioA oftbe
 
output iftbe output IS needed to proteet legal rigbts, '.vhiebever is latest.
 

WITHDRAWN 
12/4/09 
Items 

resubmitted 
under 

NI-088-09-12. 

WITHDRAWN 
12/4/09 
Items 

resubmitted 
under 

NI-088-09-12. 

WITHDRAWN 
12/4/09 
Items 

resubmitted 
under 

NI-088-09-12. 

WITHDRAWN 
12/4/09 
Items 

resubmitted 
under 

NI-088-09-12. 
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7 Special Subjects
 

National AntimieFobial Resistanee MonitoFing System (NARMS)
 
Retail Meat Database.
 
NARMS ISa eollaborative effort bet"/eeR FDtAJGVM, the URited States
 
DepartmeRt of Agneulture (USDA) aRd the GeRters for Disease GORtrol
 
aRd PreveRtion (GDC). GVM operates the retail meat eompoReRt of
 
NAR.\4S In eollaboration with states partleipatiRg iR the FoodNet
 
program Retail meat testing begaR iR 2002 GVM's Offiee of Researeh
 
tests for SB/meneUe, Ctimpy'JehBcler, E cell, aRd Enterececc'blS isolates
 
iR retail meats.
 

NARMS provides deseriptive data ORthe temporal trends aRd extent of
 
antlmieroblal drug suseeptibilities of seleeted eRterie baetenal
 
orgaAlsms iR humaRs, animals, aRd retail meats to a paRel of
 
antimierobial drugs importaRt iR human and animal medleine. It
 
provides timely iRformatioR to veteriRariaRS and physieiaRs OR
 
antimierobial drug resistanee patterns Data produeed by NARMS is a
 
vital resouree for GVM's drug approval proeess GertaiR reeords
 
eORtain trade seeret and eonfidentlal eommereial iRformatioR that may
 
not be publtely released, diselosure ISsubjeet to the Freedom of
 
Information Aet, the Trade Seerets Aet, the Privaey Aet, and restrietioRs
 
in other statutes aRd FDA's implementiRg regulatioRs.
 

NARl\4S Input ReeoFfls.
 
Ineludes retail meat data ORlog sheets that are filled Ol:ltby FoodNet
 
sites and eleetroAleally submitted to GVM, eleetroRieally entered data
 
ORbiologieal isolates, and researeh data that is manl:lally inpl:lt iRtOthe
 
database.
 

Disposition: TEl\4POR,A~y.
 
Delete/destroy when no longer Reeded for researeh or referenee
 
pl:lrposes, 'II'hlehe\'er is later.
 

NARl\4S Database ReeoFds.
 
IRell:ldesdata from resl:llts of retail meat sampliRg aRd analysis of fresh
 
meat for Set/mmw/lB, CtiHlpyJehtICler,E celi, aRd Enlerececc'blS
 
Inell:ldes data fields sueh as bateFlal geRl:lsand speeies, as 'well as
 
antibiotle reslstanee.
 

Disposition: TEl\4PORARY.
 
Delete/destroy when no 10RgerReeded for researeh or refereRee
 
pl:lrposes, whiehever is later.
 

NARMS Annual Reports: Outputs.
 
Ineludes results generated to establtsh a referenee point for aRalyziRg
 
trends of aRtimierobial resistaRee among the foodborne baeteria IR retail
 
meats AnRl:lalreports sl:lmmariziRg data startiRg in 2002 are loeated OR
 
the GVM Internet home page.
 

WITHDRAWN 
12/4/09 
Items 

resubmitted 
under 

NI-088-09-12. 

WITHDRAWN 
12/4/09 
Items
 

resubmitted
 
under
 

NI-088-09-12.
 

WITHDRAWN 
12/4/09 
Items
 

resubmitted
 
under
 

NI-088-09-12.
 

WITHDRAWN 
12/4/09 
Items
 

resubmitted
 
under
 

NI-088-09-12.
 

18 



Disposition: PERMANENT.
 
Cutoff In 5 year bloeks at the end of the ealendar year. Transfer to
 
NARA IANARA approved format 20 years after eutoff At the time of
 
traflsfer, ~~ARA and FDA '.viii determine the media afld format ifl whieh
 
the reeords ,....ill be transferred. FDA will eflsure reeord format ifltegrity
 
during the retention penod aeeordiflg to NARA regulations. For
 
extraeted data whieh ISinpl:lt ifltOanother database, apply the disposition
 
authorized for that database
 

NARMS System Doeumeotatioo.
 
Ifleludes systems operatIOns manuals, data dietioflaries, afld user
 
mafluals.
 

Dispositioo: TEMPORARY.
 
Deleteldestroy when superseded or obsolete, upon authorized deletiofl
 
of the related master file or database, or upon the destrnetion of the
 
output if the output ISneeded to proteet legal rights, whiehever is latest
 

Pulsenet (CVM).
 
Provides IAformation on DNA fiflgerpriflts of food bOffle disease
 
eausiflg baeteria Developed by standardized DNA fiflgerpflflting,
 
pulsed field gel eleetFophoresis (PFGE). DNA fingerpriflts afld isolate
 
data are entered IAtOthe Bionumefles databases maintaifled by CYM's
 
Offiee of Researeh.
 

Fingerpriflts are exported to Pulse~~et, established in 1996, ,+,/hiehISa
 
eollaboratlve effort of the Ceflters for Disease Control and Pre't'efltion
 
(CDC), FDA, the United States Departmeflt of Agfleulture (USDA), and
 
statefloeal health departments
 

Certain reeords eontain trade seeret afld eOflfidential eommereial
 
iflformation that may not be publiely released; diselosure is subjeet
 
to the Freedom of Informatiofl Aet, the Trade Seerets Aet, the Privae~'
 
Aet, and restrietions in other statutes afld FDA's implementing
 
regulations.
 

Pulse net (CYMl Input ReeoFds.
 
Ifleludes DNA fingerprints afld isolate data eolJeeted afld entered
 
manually or automatieally loaded from Mierosoft Exeel.
 

Disposition: TEMPORARY.
 
Deleteldestroy after data is efltered ifltOthe database afld 't'eflfieation
 
of sueeessful data entry
 

Pulsenet (CYM) Database Reeonls.
 
Ifleludes data OflD~~Afingerprints and Isolate data, dates ,....hefl isolates
 
are added afld remo't'ed, and dates whefl ehanges are made to the
 
aflalysls of the fingerprlAts. Databases iflelude, but are flOt limited to,
 
databases on the follo',."ing organisms: Sal-merlel-le, E celt and
 
C6INtp;vlehocter
 

WITHDRAWN 
12/4/09 
Items
 

resubmitted
 
under
 

NI-088-09-12.
 

WITHDRAWN 
12/4/09 
Items
 

resubmitted
 
under
 

NI-088-09-12.
 

WITHDRAWN 
1214/09 
Items
 

resubmitted
 
under
 

NI-088-09-12.
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Items
 

resubmitted
 
under
 

NI-088-09-12.
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Disposition: TEMPORARY.
 
Delete/destroy when no longer needed for business, research or
 
reference purposes, whichever is the latest.
 

Pu'senet (CVM) Output ReeOFds.
 
Includes data exported to PulseNet, built in log files for tracking
 
purposes, and routine reports produced as needed.
 

Disposition: TEMPORARY.
 
Delete/destroy 'Ilhen no longer needed for administrative or operational
 
purposes, whichever is later.
 

Pu'senet (CVM) SvsteHl Doeumentation.
 
Includes systems operations manuals, user manuals, data dlctionanes,
 
requIrements documents, and other systems related matenals.
 

Disposition: TEMPORARY.
 
Delete/destroy when superseded or obsolete, upon authorized deletion
 
of the related master file, or upon the destructIOn of the output Ifthe
 
output is needed to protect legal nghts, 'Ilhichever IS latest.
 

7.3	 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. Information collected includes 
INAD/PMF number, drug, sponsor, authonzation status and number, 
number of animals used, species authorized, withdrawal period, 
comments, other related mformation 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 restnctions In 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 macnve, 
Delete/destroy 30 years after cutoff or when data is migrated to a new 
system, whichever is sooner 

WITHDRAWN 
12/4/09 
Items 

resubmitted 
under 

NI-088-09-12. 

WITHDRAWN 
12/4/09 
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resubmitted 
under 

NI-088-09-12. 
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