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

Item NARA Approved
No. Records Description and Authorized Disposition Citation
1 Program Management Files
1.1 WITHDRAWN
12/4/09
Ineludes-such-materials-on-thereview-of New-Antmal Drug Center will use
Apptication postmarket-surverlance-and-comphanece agency-wide
authority
N1-088-07-2,
item 2.1
1.2 CVM Subject Files.
Consists of research, precedent-setting materials, and correspondence
that 1s not tracked by the Submission Tracking and Reporting System
(STARS) or 1ts successor system 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 restrictions 1n other statutes and
FDA's implementing regulations
1.2.1 Preogram Development Files. WITHDRAWN
: 12/4/09
WITH ITEMS

BELOW




1.2.1.1

1.2.1.2

1.2.3

1.2.4

CVM Office Precedence Subject Files.

Includes files documenting CVM's position on 1ssues, 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, Division, or Office
level

Disposition: TEMPORARY.
CutofT 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 in which completion of the

Supersedes
NC1-88-78-1,
items V-12a &
V-12b

WITHDRAWN
12/4/09
Center will use
agency-wide
authority,
N1-088-07-2,
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WITHDRAWN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WITHDRAWN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,
N1-088-07-2,
item 3.1.2

New

New



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 public These files may include premarket
related materials 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 restrictions 1n other statutes and FDA's implementing
regulations

Premarket-related General Correspondence.

Includes pre-Investigational New Animal Drug (INAD) correspondence,
such as correspondence between CVM and sponsors concerning the
New Animal Drug Application INADA) and INAD processes prior to
the submission of an application by a sponsor Records are tracked n
the Submission Tracking and Reporting System (STARS) or 1ts
successor system and are maintained by the Document Control Unit

Record Copies.

Disposition: TEMPORARY, )

Cutoff at end of calendar year after 10 years of no file activity 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, triplicate and other copies used for review

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

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

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

WITHDRAWN
12/4/09

Center will use
agency-wide
authority,
N1-088-09-11,
Item 1.2

Supersedes
V-7
NC1-88-78-1



1.4

2.1

according to other CVM retention schedules due to termination or
withdrawal

CVM Work Group Documentation. New
Includes meeting agendas, recommendations and work product created

by CVM Work Groups Representative Work Groups include the

Document Control Unit Facilities Work Group and the Corporate

Database Portal (CDP) Configuration 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 restrictions 1n other statutes and FDA's implementing

regulations

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).

Submissions from a sponsor of safety and efficacy data supporting
indications for a new amimal drug on a proposed label prior to the
submission of a New Animal Drug Application (NADA) Review status
1s tracked 1n the Submission Tracking and Reporting System (STARS)
or 1ts 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 restrictions
in other statutes and FDA's implementing regulations

INAD Submissions (Record Copies). Supersedes
Includes Notices of Claimed Investigational Exemption (NCIE), NC1-88-78-1,
Slaughter Authorization Requests, Protocol Review Requests, Meeting  item V-1 (in part)
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 period of no substantial file activity

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




2.13

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 investigational 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).

Submissions from a sponsor of safety and efficacy data supporting
indications for a generic new animal drug on a proposed label prior to
the submission of an Abbreviated New Animal Drug Application
(ANADA) Review status is tracked in the Submission Tracking and
Reporting System (STARS) or its successor system JINAD 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 restrictions 1n other statutes and FDA's implementing
regulations

JINADs with Regulatory or Other Interests (Record Copies).
Includes Notices of Claimed Investigational 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 matertals

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 period of no substantial file activity

Supersedes
NC1-88-78-1,
item V-1 (in part)

Supersedes
NC1-88-78-1,
item V-1 (in part)

Supersedes
NC1-88-78-1,
item V-1 (in part)

Supersedes
NC1-88-78-1,
item V-1 (in part)



2.2.2

223

224

2.2.5

2.3

2.3.1

Cut off at the end of the calendar year after all ANADASs 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 original record copies of JINADs
with regulatory or other interests onto microfiche or other media for
disaster recovery or reference

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

Terminated JINADs (Record Copies).

Includes JINADs for which the investigational 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

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

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

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 1s later

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 1s tracked in the Submission Tracking and Reporting
System (STARS) or 1ts 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 Privacy
Act, and restrictions 1n other statutes and FDA's implementing
regulations

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

Supersedes
NC1-88-78-1,
item V-1 (in part)

Supersedes
NC1-88-78-1,
item V-1 (in part)

Supersedes
NC1-88-78-1,
item V-1 (in part)

Supersedes
NC1-88-78-1
V-1 (in part), V-4



2.3.2

2.3.3

2.3.4

235

(FOI) Summary, labeling material, premarket related inspection and
compliance files, and FDA reviews, as well as other supporting
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 determine those
eligible 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 published 1n the Federal Register Delete/destroy 2 years after

cutoff
Unapproved NADAs (Record Copies). Supersedes
Includes applications and supporting materials for new animal drugs NC1-88-78-1

which are pending review or have been 1ssued an “incomplete” letter by V-1 (in part), V-4
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

NADA Disaster Recovery and Reference Copies Created Before
2007.

Includes master records copied from original 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. Supersedes
Includes duplicate, triplicate and other copies used for review and not NC1-88-78-1
forwarded to the District Offices V-1 (in part), V-4

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

NADA Copies maintained in the District Offices. Supersedes
Includes copies forwarded from CVM to the District Offices NC1-88-78-1
V-1 (in part), V-4

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



2.4

24.1

2.4.2

2.4.3

244

Abbreviated New Animal Drug Applications (ANADA).
Applications submitted under section 512 (b)(2) of the Federal Food,
Drug and Cosmetic Act to request approval to market generic new
animal drugs Review status 1s tracked 1n the Submission Tracking and
Reporting System (STARS) or 1ts successor system ANADAs 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 restrictions n other statutes and FDA's implementing
regulations

Approved ANADASs (Record Copies).

Includes sponsor’s application, supporting data, and FDA reviews, as
well as other related materials  ANADA 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 determine those
ehigible for transfer to the FRC or eligible for destruction Retire paper
records to the FRC after a 5 year period of no substantial file actvity

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

Unapproved ANADASs (Record Copies).

Includes applications and supporting materials for generic new animal
drugs which are pending review or have been 1ssued 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
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 original 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
NC1-88-78-1
V-1 (in part)

Supersedes
NC1-88-78-1
V-1 (in part)

Supersedes
NC1-88-78-1
V-1 (in part)



245

2.5

2.6

2.6.1

2.6.2

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

ANADA Copies maintained in the District Offices. Supersedes
Includes copies forwarded from CVM to the District Offices NC1-88-78-1
V-1 (in part)

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

Approved New Animal Drug Product Lists (Green Book). New
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 immediately 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 information 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
restrictions 1n other statutes and FDA's implementing regulations

Type I VMFs. Supersedes
Includes information regarding manufacturing sites, facilities, operating NC1-88-78-1
procedures and personnel V-1 (in part)

Disposition: TEMPORARY.

Cutoff when there has been no substantive activity 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 information regarding manufacturing of finished
dosage forms, medicated articles, and medicated feeds, as well as
manufacturing information regarding bulk drug substances and
substance intermedates used 1n the further manufacture of bulk drug
substances




2.6.2.1

2.6.2.1.1

2.6.2.1.2

2.6.2.2

2.6.3

2.64

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

VMEFs 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: TEMIPORARY.
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
NC1-88-78-1
V-1 (in part)

Supersedes
NC1-88-78-1
V-1 (in part)

Supersedes
NC1-88-78-1
V-1 (in part)

Supersedes
NC1-88-78-1
V-1 (in part)



2.7.1

2.7.2

2.7.3

2.74

2.8

generated with public funds Included information can be disclosed to
the public without violating trade secret/confidentiality requirements.
Manufacturing information 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 restrictions 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 activity 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 Files 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 (if
applicable), and package description Certain records contain trade

Supersedes
NC1-88-78-1
V-1 (in part)

Supersedes
NC1-88-78-1
V-1 (in part)

Supersedes
NC1-88-78-1
V-1 (in part)

New

11



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 of Information Act, the
Trade Secrets Act, the Privacy Act, and restrictions 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 (IFA) Files.

Submuissions from a sponsor to CVM 1n 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 additive for its intended use. Review
status is tracked 1n the Subnuission 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
restrictions 1n other statutes and FDA's implementing regulations

IFA 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.

IFA 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.

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 prescribing 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

New

12



3.2.1

3.2.2

3.3

4.1

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 restrictions in other statutes and FDA's implementing
regulations.

FAP 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 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 30 years after cutoff, whichever is later.

FAP 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
ehigible for classification as generally recognized as safe (GRAS) as
described in 21 CFR 570.30. Formal requests for FDA affirmation 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 of Information Act, the Trade Secrets Act, the Privacy Act,
and restrictions 1n 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 Animal Drug
Applications (ANADAs). Annual and Semi-Annual DERs include

Supersedes
NC1-88-78-1
V-4, V-14, V-16

13



5.1

5.1.1

clinical data, promotional material, current labeling, Adverse Drug
Experiences (ADE), 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 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 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 (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 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.

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. Supersedes
Files are organized by license number and maintained by CVM's NC1-88-82-5,
Division of Animal Feeds. item V-23a

Disposition: TEMPORARY.

Cutoff at the end of the calendar year in which the feed mill license has
been voluntarily revoked. Delete/destroy 10 years after cutoff or when
no longer needed for business or regulatory purposes, whichever is later
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5.1.2

5.1.3

Revoked Applications. Supersedes
Files are maintained by CVM's Division of Animal Feeds. NC1-88-82-5,
item V-23a

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.

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. f

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.

WITHDRAWN
12/4/09
Items
resubmitted
under
N1-088-09-12.
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WITHDRAWN
12/4/09
Items
resubmitted

under
N1-088-09-12.

WITHDRAWN
12/4/09
Items
resubmitted

under
N1-088-09-12.



WITHDRAWN
12/4/09
Items
resubmitted

under
N1-088-09-12,

WITHDRAWN
12/4/09
Items
resubmitted
under

N1-088-09-12.

WITHDRAWN
12/4/09
Items
resubmitted

under
N1-088-09-12.

WITHDRAWN
12/4/09
Items
resubmitted

under
N1-088-09-12.
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Special Subjects

WITHDRAWN
12/4/09
Items
resubmitted

under
N1-088-09-12.

WITHDRAWN
12/4/09
Items
resubmitted
under
N1-088-09-12.

WITHDRAWN
12/4/09
Items
resubmitted

under
N1-088-09-12.

WITHDRAWN
12/4/09
Items
resubmitted

under
N1-088-09-12.
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WITHDRAWN
12/4/09
Items
resubmitted
under
N1-088-09-12.

WITHDRAWN
12/4/09
Items
resubmitted

under
N1-088-09-12.

WITHDRAWN
12/4/09
Items
resubmitted

under
N1-088-09-12.

WITHDRAWN
12/4/09
Items
resubmitted
under
N1-088-09-12.
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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, authorization status and number,
number of animals used, species authorized, withdrawal period,
comments, other related information 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 restrictions 1n 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 1nactive.
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

N1-088-09-12.

WITHDRAWN
12/4/09
Items
resubmitted

under
N1-088-09-12.

New
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