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REQUEST FOR RECORDS DISPOSITION AUTHORITY

JOB NUMBER /U/’gggzpq_ Z

To: NATIONAL ARCHIVES and RECORDS ADMINISTRATION
8601 ADELPHI ROAD COLLEGE PARK, MD 20740-6001

Date Received

2(27[ o4

1. FROM (Agency or establishment)

NOTIFICATION TO AGENCY

Department of Health and Human Services
2. MAJOR SUBDIVISION

Food and Drug Administration
3. MINOR SUBDIVISION

Office of the Commissioner (OC)

In accordance with the provisions of 44 U.S.C.
33034, the disposition request, including
amendments, is approved except for items that
may be marked "disposition not approved" or
"withdrawn" in column 10.

5. TELEPHONE
301-827-4274

4. NAME OF PERSON WITH WHOM TO CONFER
Seung Ja Sinatra

o

ARCHIVIST OF THE UNITED

v thyrn)

DATE

6. AGENCY CERTIFICATION

| hereby certify that | am authorized to act for this agency in matters pertaining to the disposition of its records and that
the records proposed for disposal of the attached ____ page(s) are not now needed for the business of this agency or
will not be needed after the retention periods specified, and that written concurrence from the General Accounting

Office, under the provisions of Title 8 of the GAO manual for Guidance
is not required, E] is attached, or

of Federal Agencies,

I___| has been requested.

FATEy 4 oy S'CNATURE OF AGENGY REPRESENTATIVE TITLE
A. P. Barnes A ey HHS Records Officer

7 ITEMNO | 8. DESCRIPTION OF ITEM AND PROPOSED DISPOSITION | 9 GRS OR SUPERSEDED | 10. ACTION TAKEN

JOB CITATION (NARA USE ONLY)

Covers Legal, Legislative and Regulatory Records.

Unless specifically stated otherwise in the description or the retention, all items are media-neutral and apply to

paper, electronic, microform, or other media in which records may exist.

See Attached Sheet

JWWJ/%FN

Seung Ja Si(ah’é - FDA Records Officer

M o A/

1y
Fred Ansell - Office of the Chief Counsel

115-109 PREVIOUS EDITION NOT USABLE

1/ 3/ 24

Date

(/2 o)

Date

STANDARD FORM SF 115 (REV. 3-91)
Prescribed by NARA 36 CFR 1228




LEGAL, LEGISLATIVE AND REGULATORY RECORDS

Item Records Description and Authorized Disposition NARA Approved
No. Citation
1 Lesal OprmonPrecedent Fes—Precedentral legal optnions

11 Records{from-1050 throash 1999 Supersedes RES
oce-Ht
PERMANENT:—Seres-wasecutoffonDecember31,-1999: WITHDRAWN

30 cubtefeet-ofpaper—Transferto NARA-with related 9/12/2005

12 Records Post-2060: Supersedes RCS
occ-o+
PERMANENT:—Cut-off in-S5-year blocksatend-ofealendar WITHDRAWN
year-after-paperrecords-are seannedTransferto NARA 9/12/2005

e

21 Paperrecords-and-prntedrecordkeepms-eoptres of-the New-Item

WITHDRAWN
PERMANENT—Cut-off - 5-vear bloeksat end-of fiseal 9/12/2005

22 Recordscreatedirecervedelectromeat: NewHem

FEMPORARY:Delete-after productnerecordkeeping WITHDRAWN
coptestrpaper-and-upon-vertication-of suceessful data 9/12/2005




Item
No.

231

233

[N

Records Description and Authorized Disposition NARA Approved
Citation

controk

created-or recerved electrontcally, directly mputinto-the

systent: WITHDRAWN
9/12/2005

Bi tionApp] od tord 2 1o

2-Zappropriately-

Data-EHes-The datain-the system-consistof thewerk  NewItem

records-arestored-etthern-thenatrve formaterasasecanned WITHDRAWN
mage—Some-of the pre-2000-records-have beenseanned 9/12/2005

Outputs.

a—Reference-coptes—Copiesof therecordsproduced-byall  Newltem

WITHDRAWN
TFEMPORARY: Destroy-whenno-longerneeded-for 9/12/2005

b Indexes—Prmntedtndexes-generatedfronrthe-systen New-Htem

PERMANENTF—Cutoffatend-offiscal-year-S5-year WITHDRAWN
blecks-and-transfer to NARA-with related-records75-years  9/12/2005



Item
No.
234

wn

5.1

Records Description and Authorized Disposition NARA Approved
Citation

stential system restoration in the event ofa system GRS 20, Item 8a and
b

Litteation Case-Frles- Files conststof courtpleadnes, Supersedes RES
occ2

and-defensrve-ttreation- WITHDRAWN
9/12/2005

Adanmstrative Hearmne Files—Reference-copteseofeasefiles SupersedesOCC-03

EDAIneludedin-these-files-are-neticesof appottnents WITHDRAWN
3 ; 5 9/12/2005

Correspondence between Members of Congress and FDA.
Includes incoming correspondence, replies, and supporting

documents.
Chairman and Member Letters Include both Supersedes NC1-88-
correspondence between FDA and 78-1, RCS Item L-2

Commuttee/Subcommuttee Chairman when acting 1n their
capacity as Chairman, and correspondence between FDA



Item Records Description and Authorized Disposition NARA Approved
No. Citation

and Members of Congress not related to constituent

requests.

PERMANENT: Media neutral. Cut off at the end of
the calendar year after Congressman leaves office. For
paper records, transfer records to FRC 5 years after cutoff
Transfer records n all media and formats to NARA 10
years after cutoff. At time of transfer, NARA and FDA
will determine the media and format in which the records
will be transferred. FDA will ensure record format
integrity during the retention period according to NARA

regulations
5.2 Member-Constituent Correspondence. Supersedes NC1-88-
Includes correspondence between FDA and Members of 78-1, RCS Item L-2
Congress relating to constituent requests or concerns. and L-3

TEMPORARY: Media neutral. Cut off at end of calendar
year m which received. For paper records, transfer records
to FRC 2 years after cutoff. Destroy or delete 10 years after

cutoff
6. House and Senate Hearings (Non-Legislation). Supersedes NC1-88-
Background matenals prepared by FDA officials who 78-1, RCS Item L-1

testify in Committee hearings. Also contains copies of bills,
laws, and data on DHHS appropriations. .

TEMPORARY: Media neutral. Cut off at the end of the
calendar year upon completion of hearing. For paper
records, transfer records to FRC 5 years after cutoff
Destroy or delete 10 years after cutoff.

7 Legislation and Hearing Reference Files. Documents Supersedes NC1-88-
covering current Congressional sessions, including 78-1, RCS Item L-4,
proposed legislation, enacted legislation, and background L-5 and L-6.
materials

TEMPORARY: Media neutral. Destroy or delete 1 year
after legislation 1s enacted or withdrawn unless needed for
further reference



Item Records Description and Authorized Disposition NARA Approved
No. Citation
8 Federal Register Notices Include records that are related to

the publication of notices in the Federal Register

81 Published Notices. Include drafts and final notices, tear NC 1-88-84-2
sheets from the Federal Register, newspaper clippings, press RCS C-7
releases, citations and abstracts of articles, and
correspondence.

TEMPORARY: Media neutral. Cut off at end of fiscal
year 1n which published. Delete/destroy 3 years after cutoft.

8.2 Notices Not Published. Includes materials related to the
notices that were determuined not to publish.

TEMPORARY Media neutral. Cut off at end of the
fiscal year when decision not to publish is made. Destroy or
delete immediately upon cutoff.

9 Eederal Resister Documentation-Trackine System GRS 23, Item 8;
ERDTSY:
Leogs-and other recordsto-trackthe progressstatusof Supersedes NC-1-88-
Federal-Register documentsfron-time-ofinttial drafi-to 78-1, RCS C-6

10 Evidentiary Hearing Materials. Hearing Materials for Parts ~ Supersedes N1-88-
12-15 Public Hearings. Formal Evidentiary Hearings, Public  86-1; RCS C3 Item
Board of Inquiry Hearings, Advisory Commuttee Hearings, 13
Public hearings before the Commissioner and
Administrative Law Judge, and Regulatory Hearings. Also
may include descriptive photographs of product examples
submitted to FDA. A unique Docket control number 1s
assigned to each record

Contains 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

(NOTE: Actual product examples are not transferred with
the records to NARA )



Item
No.

11

Records Description and Authorized Disposition

NOTE: Transfer any existent hardcopy indexes to these
records along with the records themselves

Disposition: PERMANENT. Media Neutral. Cut off at
the end of the calendar year following the close of the
hearing, including resolution of any objections and any
litigation thereon Transfer paper records to FRC 3 years
after cutoff Transfer records in all media or formats to the
National Archives 25 years after cutoff

Rule Making and Administrative Procedures Records.
Include the records required 1n the event of litigation or for
review 1n promulgating rulemaking. Records include final
rules and related official rulemaking documentation,
Federal Register notices, comments, petitions, public
inquuries, responses, Administrative Hearing Files, hearing
materials regarding agency policies, procedures,
regulations, variances and decisions, and may include
descriptive photographs of product examples A unique
Docket control number 1s assigned to each record.

Contains 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.

Records, on receipt of 90-day disposal notice from FRC, are
reviewed and 1dentified for appropriate sub-file categories
which file belongs to and disposition for that sub-file series
1s applied.

Substantial Rule Making and Administrative Procedures
Records

Includes cases that set precedents relating to legal or policy
altering 1ssues, receive mtense public, media, or
Congressional scrutiny, or relate to major historical events

Include records submitted 1n paper, video, and non-
electronic media, and printed copies of the records
electronically subnutted via Web, e-mail, fax, or on other
electronic media.

NARA Approved
Citation

Supersedes N1-88-
86-1; RCS C3 Items
1-12



Item
No.

3]

11

113

114

115

Records Description and Authorized Disposition NARA Approved
Citation

NOTE: Transfer any existent hardcopy indexes to these

records along with the records themselves

Disposition: PERMANENT. Media Neutral. Cut off at the
end of the calendar year after final action 1s taken on
regulation including resolution of any objections and any
litigation thereon If needed, transfer paper records to FRC
5-15 years after cutoff Transfer records 1n all media and
formats to NARA 30 years after cutoff.

Non-Substantial Rule Making and Administrative Supersedes N1-88-
Procedures Records 86-1; RCS C3 Items
All other cases that have not met the threshold for 1-12

Substantial Rule Making and Administrative Procedures

Records.

Disposition: TEMPORARY. Media neutral. Cut off at
the end of the calendar year after final action 1s taken on
regulation including resolution of any objections and any
Iitigation thereon If needed, transfer to FRC 5-15 years
after cutoff. Destroy or delete 30 years after cutoff.

Duphicate CopiesProduced-to Usefor Quahity Imace-

Non-record

Destroy-upen-vertfication-of suceessful-imasine by-quality

Disposition: FTEMPORAR Y- Deleteafterproduems GRS 20, Item 2b

Hused-for reference;-destroy-when-nolonger needed. Non-record /
#eepybeeemes—paﬁef—aﬂeﬂaer—FDA—reeefds—apﬂ-}Lreee}és Otherwise scheduled



Ttem
No.

12-

13

13.1

Records Description and Authorized Disposition NARA Approved
Citation

v' n .
Rule Making Documents Withdrawn
Recordseludes-pubhic comments-onFederal Register
Netrees-on certanr-Agency-topteselectronteathgenerated 6-12-2006
durme-rate-making activittesand-murtamedathe Federal
DeocketsManagementSystem(EDMS)-

Withdrawn
Management
hehude-thecases-that-cenerated-substanttal-pubhe-1terest 6-12-2006

Withdrawn
Non-Substantial Admmstrative Edes For Dockets
Manacement—AH other eases-thathave netmet-the 6-12-2006
thresholdfor Substantial Admunstrative Erles For Dockets
Managcement
TEMPORARY: Destrorv-36 o af "

Dockets Management and Tracking Systems. May include
Dockets System, Federal Dockets Management System
(FDMS), or other systems Systems that store and provide
full text and keyword access to Dockets and tracks the
information about the dockets files (NOTE Actual docket
case files are scheduled under Items 11.1 and 11 2 as
appropriate )

Data Files Contains the data that describes the scanned New Item

1mages and other information within the Docket case files
(metadata) Data fields may include Docket number,
document title, brief description, document date, and file
format, and other related information. Does not include
samples or artifacts accompanying documents.

NOTE: If the data 1s migrated into a new system, the
preceding system may be deleted/destroyed after the
verification of successful data migration

Contains trade secret and confidential commercial



Item Records Description and Authorized Disposition NARA Approved
No. Citation
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.

1311 Data Files for Substantial Rule Making and Administrative
Procedures Records

Disposition: PERMANENT. Cut off at the end of the
calendar year when associated Docket case file 1s closed
after final action 1s taken on the regulation including
resolution of any objections and any litigation thereon.
Transfer to NARA 30 years after cutoff with associated
Rulemaking and Substantial Administrative Proceedings
Dockets.

1312 Data Files for Non-Substantial Rule Makine and
Administrative Procedures Records

Disposition: TEMPORARY. Cut off at the end of the
calendar year when associated Docket case file is closed
after final action 1s taken on the regulation including
resolution of any objections and any litigation thereon.
Delete 30 years after cutoff.

P2 Ouputs
B2 Printed-Duplicate Coptes—Used-asreference-orpart of
S5 HE; GRS 20, Item 6
B ition- TEMPORARY.

records-dispesttronforthat records-sertes.
1322 i . . . GRS 23, Item 8
= 0 ) 0 o
ofpetiions—andotherrepertstised-to-control or-document
the-status-of Docketsactivties-

B3 Systemn-Deocumentation—May-elude Adnnnstrator’s GRS 20, Item 11agty 2,




Item

10

Records Description and Authorized Disposition NARA Approved
Citation

Manual,-User Manual-data-dtetionartesand-recorddayouts Please "W‘ BT
and-otherrelated-materals- divgosi-ﬁm o relleut
i ition: FEMRORARY: e it GRS 20, rem 1l a2. A
Delete ed after-allrecord y ed metadata-are ‘ 2ewlA

'- a1t e+egefa !,‘-‘-— s a .‘ e oY S TW‘*Q MMN‘
EDMSYand afterthe verrficationof data-mierationand M\'\WSW'\-\-Y\-'N(XXW
smpleteandcuceasshy ctechrorit re eaets o whien

e docuavan Do redodes,

Electrome Matl-and Word Processmne Systemr-Conies- GRS 20, Items 13

Eleetrontecoptes-ofrecordsthatare created-on-electronte and 14

Coptes-thathave-no-furtheradminstrative-value-after-the Non-record





