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ié]l' \E 2 LEAVE BLANK
REQUEST W AU_THORITY . oate WEIVED o8 Vo
TO DISPOSE OF RECORDS - o ' '80CT 1977 '
(See Instructions on Revérse)
TO: GENERAL SERVICES ADMINISTRATION . NCi g8 78 1

NATIONAL ARCHIVES AND RECORDS SERVICE, WASHINGTON, DC 20408

NOTIFICATION TO AGENCY

1. FROM (AGENCY OR ESTASLISHMENT)

drawn’’ in column 10.

items that may be stamped

In accordance with the- provisions of 44 U.S.C. 3303a the dis- |

Department of Hea_"l th Edncation,_and Welfar posal request, including amecndments,
2. MAJOR SUBDIVISION -

Public Health Service
3. MINOR SUBDIVISION

Food and Drug Administration
4. NAME OF PERSON WITH WHOM TO CONFER §. TEL. EXT

Joseph S. Reiff 443-4055 2-22-78 '
6. CERTIFICATE OF AGENCY REPRESENTATIVE: . ) (Date) Archivist of the United States :

is approved except for
‘‘disposal not approved'’

or ‘“'with-

. L]

I hereby certify that | am authorized to act for this agency in matters pertaining to the disposal of the agency's records: that the records proposed for disposal in this Request of -

page(s) are nct now needed for the business of this agency or will not be needed after the retention periods specified.

y :22?¢447 : //7 Chief, Management Methods Br., DMS
JY/4 77 Q/Vl /v’éf-/_//’)] FDA Records Control Officer ’

(Ssgnature of Agency Represent :vy (Title)

7.
ITEM NO.

8. DESCRIPTION OF ITEM
(With Inclusive Dates or Retention Periods)

2

9.
SAMPLE OR
J0B NO.

10.
ACTION TAKEN

= Files not accepted by NARS at time of offer are

The mission of the Food and Drug Administration (FDA) is
to protect the public health of the Nation as it may be
impaired by foods, drugs, biological products, cosmetics,
medical devices, ionizing and nonionizing radiation-

emitting products and substances, poisons, pesticides,
and food additives; FDA’s regulatory functions are geared
to insure that foods are safe, pure, and wholesome; drugs)
medical devices, and biological products are safe and

honestly and informatively packaged; and that exposure to
potentially injurious radiation is minimized.

General Subject

i Record copies of outgoing correspondence, incoming corre-
|  spondence, memoranda for record, plans, reports, speeches;,
agendas and minutes of meetings and conferences, and
essential backup material.

a. Material relating to foods, drugs, and other regulated

effective; cosmetics are harmless; all of the above are

products. Also material of long-range, agency-wide

significance. (];,00, 500, and 600 series of the
FDA Flles Manual).

kY3
X

PERMANENT,
Transfer to Federal Records Center (FRC)tﬁ—}ears after

cutoff date.

disnosable without further agency concurrence,

.557 - 6:;ﬂ//

i
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cutoff date. Offer to National Archives 20 years after 2 ’
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Jeneral Services Administration

V/’fhaNmuonalArcm»'a . . - I . : ) Job No. - Page _ A

‘ A o t":j ; of _90_pages

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet |

7. : . 8. DESCRIPTION OF ITEM ' : S - 10.
fTEM NO. _ . MITH INCLUSIVE DATES OR RETENTION PERIODS) : s&‘aﬁga |~ ACTION TAKEN.
L b. Administrative and routine material.( and all records

: . S : not cove "B
Destroy -7 years after cutoff date. Q’DV§ted byi e )

Note: Certain documents described above which relate
‘to specific subjects will be placed in files relating
 to- these subjects-and disposed of according to the
' disposition instructions for these files. . Corres-.
.- pondence ‘and other items having limited or.no record
"~ value such as acknowledgements, thank you. letters, , T
- and replies to routine requests should not be 1ncludex_,1, iy
o in Th General. Subject'files. s

Correspondence

Nonrecord coples of;the above documentso- Also kuown as
'chronologxcal tran31tory, readlng, snoop, or day fllest

Destroy wher chulationsls completed or after 1 year.:v
Note: .If necessary, these -files may be: retained for S
longer. periods of time on an exception . basis and = 7
destroyed - when no longer needed for admlnlstratxve ’
purposes° -

3 N _Indexes.;!'m

Cards and logs llstlng varlous documents “for cross«

a. IndeXes used“for contro ahd.regortmbreparatioo;

‘Destroy L year after curoff date. '

'b. Indexes. used for'Otherﬁpotooses;

Destroy at same’ ime:as referenced documents.

4 Administration Files'

‘Nonrecord coples of documents relathg ‘to positioms,
'stafflng, training, travel, hiring, payroll and other

. personnel matters, including consultants. Also space,
equipment, procurement, budgeting, planning and general
management document coples. : ~

Four copies, Including original, to be submitted to the Natiennl Archiwves . - 16—50478-1 PO
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Standard Form No. 115a
Promulgasted 9-1-49 by
. General Services Administration
~. The National Archives

. . . . .»JObNo.________

.Page ‘?
of _70_pages

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Conhnuuhor Sheet

8. DESCRIPTION OF ITEM
| (WITH INCLUSIVE DATES OR RETENTION PERIODS): a

9.
SAMPLE OR
JoB NO.

10,
ACTION TAKEN

| a. Position documents. .

Destroy 1 year after position'abolished.

| b. Employee documents.

Destroy 1 year after employee leaves FDA.

c. Planning documents.

Destroy'l'year after plan is compl.eteda

d. Other docchents,

" Destroy 1 year after cutcff date unless needed for .
further reference,

References

Nonrecord material maintained by offices and individuals
including regulations, procedures, guidelines, precedent

material, publications, articles, catalogs, correspondencg_
v coples not descrlbed above, and related materlal :

Destroy when superseded or after 1 year unless needed
for further reference. ' : oL

Working Papers

Notes; memorenda for record, initial drafts, comments,
and.- sﬁmilar material collected by employees in the
course of their werk '

Destroy 6 months after compLetion of prOJect or a851gnmenl

unless needed for further reference.
Directives

Drafts, working papers, clearances, comments, camera
copies, and record and extra copies of Staff Manual
Guides, Compliance Policy Guides, Compliance Program .
Guidance Manual, Regulatory Procedures Manual, Data
Processing Manual, Field Management Directives and
other Agency issuances. ~ :

4

Fonr 1, 2o be sulk

ies, including origi

Sited to the Natianal Arehiwves. o

18—59428~1. GPO’
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Standard Form No. 1138 i . . ' e . g . -
R e 9. Puas,

eners: ices 0 oo . . . N .

.~ The National Archives ~ : ‘ . . e - ] - ob No. Page

' ’ ' ' of _i pages

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

B 8. DESCRIPTION OF ITEM : . SR 9. T}
ITEM NO. _ © (WITH INCLUSIVE DATES OR RETENTION PERIODS) _ | SAMELEOR | ACTION TAKEN. -

a. Record copy of each issuance.gXcept issuances re-
lating routine adminlstration and internal manageT

PERMANENT. oo : : - © ment. .

fOffer to National Archives 1 year after issuance’b
is superseded or revoked in 5 year increments.

| b.. Other material amdxcoples.. and issuances rot cov4

. . ered in "a"
Destroy 1 year after issuance is superseded or
revoked unless needed for further reference.

f8:'l> | Forms

Prlntouts, storage orders, record and extra form coples,
suggestlons, ‘and surveys related to forms.

a. Record copy of each form.
" PERMANENT.

- 0ffer to National Archives 1 year after issuance is
. superseded or revoked in 5 year increments.

b. Other material and copies.

.,Destroy 1 year after form is cancelled.

Founr ies, including original, fo be submiited io the Naiionel Axchives . . . 16—53428=1 PO



Standard Form No. 113a -
w, Dromulgited 9-1-49 by

- (General Services A dministration
.. The:National Archives

. ‘ Job No.

Page ;
of _ﬁ_ pages

RBQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

8. DESCRIPTION OF ITEM"
" (WITH INCLUSIVE DATES.OR RETENTION PERIODS)

S.

. SAMPLE OR
108 NO.

10,
ACTION TAKEN

Equal Employment Opportunity Office

Develops affirmative ac'tion‘.prograx.ns in the EEQ area.
Investigates and resolves discrimination complaints.’

EEO Comp.laint:- File

Affidavits and other'doéuments collected by an EEO
investigator in the course of investigating complaints
concerning discrimination. :

De_s”t‘toy 5 years after complaint has been resolvéd_and'
no further action is expected. E '

: _'E‘on! copies, inciuding eriginal, %o be submitted to the National Archim

16~53428-1 GeO -



+ Stancard Form No. 115a T,
' - Promulgated 9-1-49 by ) c
Page

" . Genersl Services Administration ' . : . - " 4B Job No.
. The National Archives . 2
o . L v S aof_EZZ;;;;

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

7. 8. DESCRIPTION OF ITEM o
" JTEM NO. _ (WITH INCLUSIVE DATES OR RETENTION PERIODS) , — SI%!;LE(;JR

Office of Legislacive'Services

Advises the Commiss1oner concerning legislative needs and.
in the analysis of pending congressional legislation whlch
may affect FDA. :

Prepares. and clears FDA position papers and- Departmental
reports on proposed legislation for approval of the Com~-
m13310ﬁer.

Coordinates and assists in the development and prepareciocf
of FDA legislative propesals for the Commissioner’s revie
Assists in the preparation of testimony for presentation
to Congressional committees; monitors hearings and Congr
sional activities affecting FDA; and distributes legisla~
tive materials. : :

X

| Directs or coordinates the preparation of data requested -
by Congressional investigative committees; provides tech-
nical and other assistance to Members of Congress, Con~--
gressional and other correspondence. :

House and Senate Hearings

Background material such as' Position ‘Papers, correspondenge, -
‘briefs, and copies of acts used by HEW and FDA officials
.who testify at Congressxonal 1nvestigative ("oversite")
hearings.,;

a. Original material ;jéj--l:}e o R : S '_-;f..],fv 'fiii?

Destroy origlnal macerial when put on microfilm (2
'years), i .

b. Mlcrofilm copies.

Destroy microfilm copies when’ZO years old. (To belf

i LR microfilmed per FPMR 101-11. 507(c )( ).
L-2 .. . | Congressional . ,

Original correspondence from Congressﬁen and'c0pies of FDA
replies. Includes routine constituent mail as well as more
‘'substantive letters initiated by Congressmen and their
staffs.

Transfer to FRC 1 year after Congressman leaves office.

Destroy 7 years after Congressman leaves office.

Poux copies, including ariginal, to be sulumitted to the Naiicnal Archives . 13—50428-1 Geo



adard Form No. 113a -
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. . General Sexvices ration : E .
" The National Archives : ' , ' ' ‘ . ob o.

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

; _"i,age =

of _ﬁ pages

7. 8. DESCRIPTION OF ITEM ' . : S
ITEM NO. o _ - wn INCLUSIVE DATES OR RETENTION PERIODS) L : S%SLEQO R

Special.Committee

| Committee hearing correspondence, fact sheets, and back-
‘| ground information for use by committees on Judiciary, .
Aging,. Small Bus1ness, and others concerned with FDA
operations. '

Transfer to FRC 1 year after committee dlssolves.

Destroy 7 years after committee dissolves.

Pending Legvslation_ . i7 . - v_ L .,:‘_il - r-'ﬂe,»:;; - Mrfff;:
Copies of proposed legislation initiated- both by FDA and
‘other parties introduced: in Congress that is of 1nterest
to the Agency, : : R '

Destroy l year after leglslation is enacted or disposed ‘ Fn"'fflw.“‘Ll‘[lﬁl
of unless needed for further reference._' ' SR :

Leglslatlon of Interest to FDA

Copies of legislation that have. been passed by the Houses
of Congress. : :

Destroy when microfilmed Destroy microfilm copies 5 ‘years
after- filming unless needed for further reference.

vCongressional Legislative Hearings

Backg, und material similar to House and Senate Hearings
flle?(L—l) for legislative hearings, :

Destroy»l year'after completion of hearing unless needed
'for further reference, :

Four capiss, including oziginal, to be submitted io the Nationol Aschiwes- o 16—50428-1 Gro




' The National Achmdén tion » . . : ‘ Job No. Page
_ . _ ' of pages
REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet"
S . _ . DESCRIPTIO - 9. .
C e, | © CWITH INCLUSIVE DATES on RETENTION PERIODS) SMMPLE OR Acno:to'rm

R : . JoB NO.

Qffice. of Compliance

Coordinates FDA compliance programs and intermational
relationships with foreign firms, 1nternationa] groupsj\
and .other nations; coordinates the preparation of inter= .|
| national travel plans and the Annual International
L‘Travel Plan for the. Co:.ssioner s approval

_Functions as primcipal’ adv1sor to- the Commiss:.oner on _
regulations, and compliance-oriented matters which impact
-on- policy and direction\ ‘and longsrange program goals.

Evaluates and coordinates FDA s overall compl iance effortg
to assure optimum’ use. of FDA and other Federal,. State, . N §
and local:resources, -a balance between voluntary and ' A
‘regulatory- compllance,, and FDA responsweness to consumet' e e
"needs. i LT . _ o L R Tl AT

i3

Stimulates an. awareness w1th1n FDA of the need for prompt.
"and positive action to- ‘secure compliance by regulated
1ndustries.

Directs and- coordinates the ;egulation—-making activities
of FDA and the prveparat;ion.of' Federal Register material.

Four copies, incinding eriginal, te bo submiited te the National Archives: : 10-80as1  aro




; Page ?
"ot FD pages
REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

.Standsrd Form No. 1158 i ) : ) .
< - Promuigated 9-1-49 by . . . . .
> Qeneral Services Administration : . - Job No
The N sdnnal Archives ' ) : ’ : *

' ''g. DESCRIPFION OF ITEM
(WITH INCLUSIVE. DATS_:O& RETENTION PERIODS)

‘Visitor Files.

LlStS of persons from foreign .countries. viSitlng FDA..
Includes names, countries of origin, facilities visited
and purpose of visits.

Destroy l.year after visit or when no longer needed for
referencee . : : _ S

' Master Files for Foreign Travel.

: _’Names, places visited, purpose, itineraries, corres-_"
“I' pondence, and . trip reports of:foreign travel by FDA
T personnel attendlng foreign meetings and conferences.
Transfer to FRC 3 years afterncutoff date.'

_ Destroy‘when 8 years.oldc

Hearing Clerk Records.

Legal briefs, exhibits, transcripts of hearings,
judges’ orders, notices, comments, final orders,
. objections, hearing requests. .and  other legal
V_documents used in:legal proceedings before

'the FDA'Administrative Law Judge._

'Transfez‘to FRCf- years after final action~is taken.
‘Destroy on'repea» o “enabling~ egislation (Adminis-
'trative-Practices,and Procedures Act' Title 21, CFR,

.. Toux mm«ﬁnﬂ.mumnmwmm o : m—-mmv-l are.




Standard Form No. 113a - ’ » o ) et
Ty L — - | e
jervices -
The Netional Archives . _ ‘ - Job No.
. . : : of EZ pages-

REQUEST FOR AUTHQRIﬁ TO DISPOSE OF RECORDS—Continuation Sheet

8. DESCRIPTION OF ITEM ' 9. .

(WITH INCLUSIVE DATES OR RETENTION PERIODS) ' ' 5‘5’3’;"55’ R

_ OFFICE OF- SCIENCE

,_Functions*as the- principal advisor to the Commissioner o
on scientific matters. which impact on FDA policy and ’ )
- direction:and 1ongerange program goals. '

}Prcvidesileadership and directionr. on scientific and
) enviromnental matters:and: stimulates scientific and
1. technological achievement in FDA,

Participates with the Division of Contracts. and Grants-
i . Management: in the development of FDA policy concetning
.| .the use:ofiscientific- grants and contracts; develops- -
.. science: policy for the. acquisition of extramural research
‘1 . studies-and supporting.scientific data and/or innovativ
‘:n;scientific:equipment and . instrumentatlon under the. gran
and contracts mechanisma

Serves. as.the focal point for preaward coordination and ‘ : e
scientific review of FDA’s extramural research, training, o BRI
and fellowship activities; for the development of Agencyj _
scientific research, envirommental impact policies, and ' .
procedural guidelines; and for technical liaison activi-
. ties -concerning scientific matters, envirommental impacdy,’
) research grants, and scienceaorieuted contracts. :

“Chairs an incernal science advisory council, compcsed'
of: scientists representing the: bureaus,..which advises
the Agenc ‘on. scientific—pollcy and env1ronmental impacc

aapectaaand relative contributicnsé
. 3 ] ~extramural science programs. .
,:Evaluates ”he'adeqnacy of scientific resources availabl
' to- the: Agencyeulnitiates action as.appropriate to enhande
the- FDA: c¢ientific ‘posture by promoting optimum utilizatiion
of the -grants and contracts mechanism, interagency agred-
ments,..and”international scientific collaboration under
Public*Law5480 and related statutes. '

'Provides ‘a focal p01nt for commzttee management activitijes
w1thin FDA.-

Tour ies, insluding eriginal, 2o be suhmitted to the Nationnl Axchives



' Standard Form No. 1s5a
Promulgated 9-1-49 b

N o nistrati ) ) . ) : . e N 3 I ', -
'rnomeﬁé}n& tration _ , I : : _Job No. : Page Z
. - . 7 . L ' T N . of Opages

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Cenﬁnuutioh Sheet

: 7 * 8 DESCRIPTION OF ITEM _ 9.
. ITEM NO. . _ . (WITH INCLUSIVE DATES OR RETENTION PERIODS) . .| SRMELEOR

Enviroumental‘lmpaet File-.

Environmental impact statements, effluent limitation
guidelines, analysis and assessment reports and comments.
on chemicals, construction, recalls, etc. L.

. Transfer to FRC 3 years after date of last actlon."
e Destroy when. 7 years old. ' -

. Advisory'Committee RecordS‘ }

5 Public. Advisory Committees are app01nted to provide the

‘| FDA Commissioner: with specific advice and reeommendations[
.on scientific and regulatory matters such as, uniform-
purity standards and evaluations of chemical safety,.

. {which supplement. information generated by FDA staff

©-| members. Committees. include the Toxicology: Advisory

#{ Committee, Panel.on Review of Antigens, Arthritis

. | Advisory Commlttee, and others.

a. Commlttee flles, RosterS«of committee members, '
: eommittee.charters, and recommendations of
‘committees. - ' S

PERMANENT.

- 'Transfer to:-FRC 5 years after cutoff date¢ Offer: to 28 R
o National Archives 20 yeats after cutoff date. . S

_-b;f'Regorts.u Reports required by the Federal Advisory

- Committee Act; (Annual Reports to Congress, Annual
-~ Reports. by Committees: which held Closed Meetings,
‘Jand Annual Review of- Committee Activities) as well
,ias any: other reports»that may be requlred

PERMANENT,

f:fF“ )_' " Transfer to FRC 5 years. after submission of report.
BRI '~ Offer to National Archives 20 years after submission.:
: c.-_Minﬁtes. 'Complete and accurate descriptions of

' matters discussed and. conclusions reached by the
Advisory Commlttees. .

PERMANENTa_

aTransfer to- FRC 5 years after cutoff date. Offer to
National -Archives 20.years. after cutoff date. S

ies, including originel, to he submitied to the Notional Archives 16—59428~1 GO




Standard Form No. 1158 - o : i ‘ S
' Promulgated 9-1-49 by : ) . ) . / z
General Services Admxmstmtion : Job No " Page [
Tne Naﬂon&l Archlvw o ) . : .
. . : : . of.i’..pages

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Conhnua.hon Sheset

I - : 8. DESCRIPTION OF ITEM : o S IR
ITEM NO.. . : (WITH INCLUSIVE DATES OR RETENTION Psmoo_s) ' R SAMPLEOR | ACTION TAKEN...:

T

‘d. - Verbatum Transcripts. Word-for-word recordings of
;'Advisory Committee meetings.’ . -
.'(l) Steno tapes, tape recordings and other
: .recording devices°

, Destroy when type copies (verhatum transcripts) _ ,
'thave been prepared° , ' T : T

'»L(Z) vaped copies (verbatum transcripts) from >1
)+ (1) above. ' : B

?*{ 'pERMANENT,

Transfer to FRC.5 years after cutoff date.”
uOffer to National Archives 20 years after -
_cutoff date. ' -

(3) Verbatum. records that ‘have never been tran»A'
" scribed.

| PERMANENT.

" Transfer to FRC 5 years after cutoff date.
Of fer to National Archives 20 years after -
cutoff date.

“Depertmental and.Interagency,Committee Files

These committees, which are no longer iﬁvolve&'witﬁ’FDA'
‘activities, performed the same functions as the Advisory
‘Committees (item $-2) and have similar type records._

f Destroy files 7 years after Committee is no longer
monitored by FDA

_{Special Foreign Currency Program

‘Contracts, correspondence, reports, and background data
‘related to the Program which is concerned with allocating

counterpart funds (PL-480) for payment of sc1entif1c
,ﬂprojects done in foreign countries for FDA.

bTransfer to FRC 10 years after completlon of
:program. Destroy when 15 years old.

including original, 2o be sub itted o the National Axchives : 16~60428~1 . GPO .



"2 08 D BRODR ALLAIVED

] ) . - of _1&J7 pages
REQU'EST FOR A&ORITY TO DISPOSE OF RECOR‘—Conﬁnuation Sheet,
7 o . * . 8. DESCRIPTION OF ITEM - 9. 10.
ITEM NO. , (WiTH INCLUSIVE DATES OR RETENTION PERIOUS) SAMELE QR ACTION TAKEN -

 s-4 | a. Final reports. = .
(Con’t) | \ , o
S CTPERMANENT. -

Transfer to 0 yea rafter completion of program
Offer to Nationalzﬁit ves when 15 years old

Othe:,m erial

;.Transfer to FRG.IG-years after completion‘o.
. Destroy when: ls'years old

Fouz copies, including oxiginal, to be snbmitted to thxe Naotiongd Hxehives ) 16—~60428~1 = Gro
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'REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet.

Promulysted 9-1-49 by . . ) e . ) R
General Services Administration Lo : : - Job No.
The National Archives o . . .

- 7. B R 8. DESCRIPTION: OF ITEM- -
. ITEM NO.. ) ) S (WITH lmsws DATB 0& Ra?mm PERIODS)

OFFICE OF PLANNING AND EVALUATIONh‘

system includingﬁthe Fivea¥eaz: lan and the Stracegic
Plan. "

Conducts operation' ;esearch ‘and. - economic and spec1al
studies: as:a basi'ffor foreeastlng trends, needs, and 0
‘major problgms¢requi;1ng,solution, and provides assistanpe =

' and consultation: im these areas. to: operating units.

Evaluates impact of external factors on FDA programs,
including industry economics, consumer expectations,

~and protective legislation. As necessary, recommends N _
.new programs OT changes<1n existing programs, and ' 'v.' .

program priorlties : - : e

'Develop EDA evalua,‘on'programs‘and systems to evaluateT
‘overall 'FDA: program,agcomplishments agaiﬁst objectives
,and p:iot»ties,;recommanding hianges as necessary.

collection'of medicaljdata fr om.hospltals clinics, and
‘other reporting unitso : _‘;g

Pour copien, inclwding esiginal, io be smbemitted fo the Natienal Archives lo—soizs-1  aro



smmnd Form No. 1158 ) . : .
; Promulgated 9~1-49 by & . . . . . . N
+"Qeneral Services Administration . : . . ‘ R - Job No.

: The Nnuonal Archives : - . o .

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

SRR A : 8. DESCRIPTION OF ITEM : : . 9. \ 10.
2 - ITEM NO: o o (WITH INCLUSIVE DATES OR RETENTION PERIODS) - . SAMPLESOR | ACTION TAKEN

Project Files.

| Proposals, source data, working papers, draft reports,

| evaluations, clearances, and final reports by MODS
(Medical Oriented Data Systems) and other studies and
projects conducted by the Office of Planning and Eval-
uation. MODS is a system of reporting by hospitals, etc.,
or injuries and’ illness:caused by eyeglass lenses, foods,
cosmetics, and drugs to FDA. Reports are used to pinp01nt
specific problem .areas. for _concentrated study,;._

a. Flnal reportsc-

- Transfer to FRC 10 years after completion of prOJECt.
. Destroy 20 years after completion of project.

b. Other material. -

‘Destroy 5 years after completion of project.

3

Four copi includinyg original, to be suhmitted to the National Axchives . | 16—59428-1  Gro
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General trati o . : e

Tha Natiaal Archives _ _ 4 Job No. . Page

: ) C of QZ pages

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuationn Sheet

8. DESCRIFTION OF ITEM 5. 0
(WITH INCLUSIVE. DATES. OR RETENTION PERIODS) S SARERSR | ACTION TAKEN ;-

vOFFICE OF PROFESSIONAL AND CONSUMER PROGRAMS

Serves as:principal advisor to -the Commissioner on’
development: and implementation of effective policies
~and programs tc convey- important health protection ,
concepts and practices toc consumers and to the: med1ca1

" and. scientific professionsw

Develops and coordinates a program of liaison with the |
medical. and. scientific professions designed to.-promote:--
understanding ‘of aud support for FDA efforts to protect»“
the public“health° Lo o 1j
Develops and conductsaconsumer education programs throug
a nationwide network of consumér affairs officers and
through other broad education effortsc

Provides FDA central control for and processes all«FnA A-%;f"??:
pub11c correspondence. R

Compiles, coordinates,land edits the FDA Drug Bulletin. |

Four copias, incluiding oxiginel, to be sulmitted fo the National Archives . . 16—30429~1 aro



. ™ 8. DESCRIPTION OF ITEM _ S. 10,
FTEM NO- WP} incLusivz DATES OR RETENTION PERIODS) SAIRLEOR ACTION TAKEN
G-1 Information Retrieval

Coples of material uSed to respond to public inquiries
such as public laws, regulations, speeches and testimony
by FDA officials, freedom of information material, cor-
respondence, reports plans, studies, publicabigns, etc,

Destroy-when obsolete or sup9rseded or 1 year after datev

“of receip unless needed for-further reference.f

Audio Visual

Closed‘circuit televisichtapes and other audiO'visualv

materials'used for training FDA,.state agency, and other

"personnel. . in various aspects of FDA programs. Also, simil

material used to famillarize the general public with FDA’

‘mission and functions«and.to alert them to specific healt

hazards,'g

a. Training»tanes.

(1)

Erase s training tapes “hen course is;
revised or termlnated S . :
(2) Erase l/Z” tra‘ning tapes 5 years after:7

rev151on or termination.

- b. Public use- tapes,t'

.'Erase 1 pnblic use tapes on completiou of } |
;their intended use. ' g

PERMANENT.

TXXn‘S%?}gigﬁgmvgﬁf" NSRS e (FRCWI?EKL’@( b
Xf:’ rleonpletioni s CEEEE Lo NI ELOHA L(Ar’chivéé(
{6750k b SE e ERdp TR LS.

Offer to NARS the orlglnﬂl
the. earliest generation of

comoletlon of intended use
old. : o

or master ta°
the program. uoon
or when 5 years

Yons copies, including original, to be sahmittsd to the National Bxchiwas




‘- o Job No. e /%
_ o ' , M_EZZW%Q'

IﬂiQtﬂiST'IWIRtIUUTTﬂjﬁﬂﬁﬁf‘rC)INEE*DSI:CH?]iECKIRIE}—(kuﬁhmuaﬁon Sheet

9.
. 8. DESCRIPTION OF {TEM SAMPLE OR

(WITH lNCLUSIVE DATES OR.RETWION PERIODS) . JOB NO.

OFFICE- OF PUBLIC AFFAIRS

Serves'as principal advisor to- the Commissmoner on all
public affairs activities.

VDevelops,,implements, and moﬁitotS'pclicieS»and prograns'
regarding:media communications and relations; acts as
focalﬁpoing.for disseminating news. concerning FDA,activitiés.

Producea and. publishes therFDA COnsumer, the Ageﬁcy s
official, general-circulation magazine; the FDA Public "
Calendar::the FDA Enforcement Report, the FDA NeW’qug

Approval List, and. FDA Todaz

Oversees FDA.s implementation of the provisions of the
Freedom of Information Act.

Maintains-liaison with the'Office of_the Assistant
Secretary for Public. Affairs.

R : B - .

e | 10804381  aro
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

8. DESCRIPTION OF ITEM
(WITH INCLUSIVE DATES OR RETENTION PERIODS)

9.

ﬂumson'
NO.

Press Releases
Information given to communications media advising of

FDA“'s position on various matters and actions taken,
including reports on recalls and approvals.

a. Record coEz,
.PERMANENT.;

Transfer ERC 7. years after cutoff date. Offer
to National ArchiveeVZO years. after cuttoff date..

b. 'Other material

Destroy other copies, drafts, and back-up material
"1 year after cutoff date.

Talk Pagers;c

Background material for use of the press staff and field
offlces when communicating with the publlc.

Destroy 7 years after cutoff;date,

Publicatlons

_»Proofs, prints, manuscripts, and supporting maLerlaL for
FDA Papersw FDA Consumet, and similar publications.

'TtansfeﬁmtanRc:4{§éateaafter‘publicatiou. Of fer
to National Archives:20 years after publicationm.

b. Non record,copieswc.

Destroy when ne further need is expected.

c... Other material.

Destroy supporting material 1 year after publication.

rmm,wmw,uhmmnmum'm




General Services Administration - - .
ThuNmonsl Arc!uvams JobNo. o Page T _
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

N 3 ' 8. DESCRIPTION OF ITEM - : 9. : 10.
meMNo. | (WITH INCLUSIVE DATES OR RETENTION PERIODS) o SAMPLESR | AcTion TAKEN .

I-4- FDA Public Calendar

Listing of meetings and/or events involving top
policy-makers of FDA with individuals outside the
Executive Branch of the Federal Govermment. (Weekly)

a. Record copy.

'?ﬁﬁﬁﬂﬁﬁﬁ?x

Transfer: to. ‘FRC.7- years: after cutoff date. :Q£§ SR
T Nactanatc Arshivesx 2k yearxaf ke cuteif dage o

. Destroy“26 years after cutoff date.¢_<u
b. Non: record copies : ‘

",?Destroy when no further need'is expected

Destroy 1 year after publlcatlon. '

FDA Enforcement Report

Listing of all FDA regulatory'actions and recalls,
seizures, prosecutlone and injunctions. (Weekly)

a. Record copy.-
PERBANENTY .

Transfef'CO:f§C'7¢yea£s:£ftef cutoff date. Q&ﬁm&
s’oxNatdonakarchivesc20xyearsafterxeutetfodate.

Destroy 20 years after cutoff date-
b. Non record copies

Destroy when no- furthergneed is expected

C. Other materlal.;

Destroy 1 year aitervphblication.

'Leﬁff;v FDA New Drug.Aoproéel List

Listing of all new drugs approved by FDA (human drugs,
veterinary drugs, biological products). (Weekly) . ) -

i !

Tour copies, inclnding original, to bae snbmitted o the National Archives 215--58428~1  GPO



*FTEM HO- - . (WITH INCLUSIVE DATES OR RETENTION PERKODS) Lo b%g‘ﬁ(‘i’“ ACTION TAKEN .

Transfer‘to FRC 7 years after cutoff date.. OEfexr
wmwﬂ{:érnhmwﬂw;sm@xxmwﬁﬁxéa@%;x .
‘ Destroy. 20-years: after cutoff date.'ir -
b. Non record copies. - L_::

-Destroy when no further need is expected

.ic., Othez'material-

Des:roy l yeax af

tcz:publicgéibn;_ff

Transfer to FRC I yoars after cutoff date. '§§ ' ;
-xnﬁ?atixn&kﬂ:ﬁ:ik?;cﬂﬂxx,m,éxﬁimmmgx |
Destroy:-29. yearS'after cutoff datec ' -

‘b. Xonx-record copiaa

Other'material

Destroy'l year a::er publication-

Ce

Audur#isual

Motion picture.films, photographs, slldes, tapes, an& ;.
exhibit materials. produced inhouse and.under contract to
publicize:the- Agency’s mission and operations. Also -
related - specifications, requisitions, and copies of

contracts,“f

a.RBcord cooies of eac

T1.Sti11 pictures: the orlrlnal negat;&e and a
7 cantioned osrint for ‘each black and white imagze
T an@ the original color transparency or color

original, a cantioned »rint, and an interneg-

ative if one exists for each color image.

PERM/NENT. Break file every five years and o ”,ﬁff-
- offer to NARS when 10 years old. : S




Request for Records Dispositio‘:thor‘ity——Continuation , ' .JOB NO.

. PAGE OF

7.

ITEM NO.

8. DESCRIPTION OF ITEM
(With Inclusive Dates or Retention Periods)

9. .
10.
SAMETRAR | ACTION. TAKEN

Co

‘ative »lus ontical sound track, and a sound

‘3. Sound recordings: the master tase, matrix
i~ 5

Lest eneratlon of each magn tic audiotane re-
'cordlng.: v :

‘u “Video. recordlno t ‘the orloﬁnal or the earli
of" uhe recordlng.
7ne lonjer needed for admlnlqt“atlve uge: or whe
;D yeavs“old N
>‘5: rlpolnb alds necessary or heloful for the

‘the above, 'such as indexes caualocs, and cap-

2. Motion pilctures: the orizinal negative or
color original »lus optical sound .track, an
intermediate master vositive or dudlicate neg-

oro jection orint.
or stamner, and one disc sressing for each

conventional mass-nroduced multinle cooy disc
recording and the. original tape or the earlis

est generation.of the recordvn¢ or a klﬂeQCOO

): PERMANENT. Offer to NARS wher

2,3

orooer 1dent1f7catlon, retrieval, and use of

tion-lists and »roduction files’which include
contracts, scriots and other documentation
bearing on the origin, acquisition, release,
and ownershin of the above sudiovisual recordsg

PERMANENT. Offer to NARS alonc'with“the
audlov13ua1 ecords to -whi ch +hey relate.

Non record conies.
Destroy when no further use is exnected.

Other ﬂaterlal.e~

Destrov one vear after ouollcatlon.

I

115203

Four copies, inctuding original, to be submitted to the National Archives

Gy s 0 - 571387
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Shest

. _ , . 8. DESCRIPTION OF ITEN o SAME O 0.
NO. . (WITH INCLUSIVE DATES OR RETENTION PERIOOS) - R ACTION TAKEN
ITEM v . v JOB NO.

Policy Management Staff '

Directs and coordinatesa multidiscipline team of
administrative and/or program specialists who conduct
scheduled reviews of field and Headquarters elements \
of the Agency to determine adherence to existing
managerial policy and practices; assures that
recommendations resulting from the review findings

are implmented.

Evaluates. the Agency 3 physical securit:y pmgram and
provides professional lesdership and authoritative _
guidance in this area. Formulates policy anmd procedures
"} necessary to maintain the integrity of privileged
infomation submitted by industry. :

Serves as FDA representative and liaison with the Office
of Internal Security, 0S, and participates with them in |
developing and implementing intra-agemcy policy and s
procedures for security related ma.tter:so, o

Provides a centralized Agency-»wide investigative capability_
for top management.

Poux eeplen, insluding eriginal, 1o be submittod te the Natisnal Axchives Coe 16—50428-1 . ‘are



g

Prom y . " . : . o )
. Qeneral Services Administration T o R E
The National Archives ' . Job No. Page 2

) * . . » | . .‘ ' . ) ‘ . A Of D
o REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet '

) 8. DESCRIPTION. OF ITEM
(WITH INCLUSIVE DATES OR RETENTION PERIODS)

Cr1tical~Sensit1ve Positions

Requests for National Agency checks of employees

{occupying sensitive positions, employee data forms,
determinations,oi eliglbility9 updates, and.related
correspondence, R

. Destroy 9 yeezS'after*termination of employment or
when ne longer needed for reference°

' Administrativevlnvestigative Case~Files

Notificatio oflpossible.impropriety by FDA employees.
Decisions to investigate, reports of investigation, and
| action taken as a result.. Physical security information
such as reports, inspection records, etc., regarding all
headquarters and field installations. Also, on-site _
review program and administrative operations documents
in the security area. :

a. Investlgative material

. ;Destroy 5. years after termination of employment or
.. when: no: longer needed for‘reference.'

Classifiedbdocuments"containing national defense ev .
‘securitys 1nformationfof*interest“to FDA. Also logs
-and - receipts for these documentse

Destroy*or*return to issuing agency when: FDA action
is completed..

. Fouz copias, including eciginal, to be sukmitted to the Natienal Archives
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% The National Archives . ‘ o Rk
REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Conﬁnuo.tion Sheet
9.
(WITH Iua?ﬁs?vﬁigg: gm,,, PERIODS) sﬁ%ﬁg“ Acnor‘cm*rm -

DIVISION OF MANAGEMENT SERVICES

Provides leadership and -guidance: to headquarters-staff.
offices, headquarters-operating activities, and field
activities for all general service programs, including .
' procurement.,. personal property management and- accounta=
bility, real.property management, space management and .
~utilization, .construction and emgineering serxvices, '
communications, printing and. reproduction, microfilm
' managcnent,,fiies, and records management. :

Responsible for maintainingu effective liaison. with the .
‘Govemment' Printing Office, and.for the centralized

sefvices.. g
Coordinates the development of Agencycwide policies and
procedures for such services and:- plans and executes and

adjusts efforts in these activities.

Administrative Files

Docmnents re]_.at.ing to specific regulated firms and their
- products.. Includes Establishment Inspection Reports
(EIR’s), giving the resu.lts and. comments of FDA officers

- and' miscellaneous reports made.by; FDA officers following
up.on* suspeeted violations to the:
-Acty copies;‘oﬁ,violations -and’’ corrective/ enforcement
action takeni: croes. refez:encesktn ‘applications and . _
petitionsu,ffozc“ new: prodm‘zts'x, an" lated correspon@ence :
with and abou the: firms.. TR

Transfer: to-FRC 2 years: after firm hae gone. out: of
business. or ‘date of last action, whichever is later.
Destroy on. repeal of enabling legislation.

b. Non—curtent records .

Transfer to FRC 7 yeaz:s .after documents are no longer
'cn.u:l':ent° Destroy on repeal of enabling legislation.

clearance: and coordination of ail printing and publicatmn;:..-"'

: inspecting production plants; surveillance, investigation,. :,

.Food, Drug, and Cosmetic: 3

(-0 ]
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Shaef

S 8. DESCRIPTION OF ITEM " 9.
.. ITEMNO. (WITH INCLUSIVE DATES OR RETENTION PERIODS) , : sﬁo‘;‘ﬁg.“ :

Case (Recall Files)

~Materials onm each action taken regardlng the recalling of
unsafe, impure, or mislabeled products from the market
initiated by the- producer or FDA. Includes legal documents,
summaries of the extent and effectiveness of the recall,
and related documentso.'

Transfer to FRC 8 years after case is clogsed in batches
by letter series° Destroy 24 years after closure.

Injunction Procedings

Documentary evidencegend fequeets for an injunction,.
against a firm and/or its products forwarded to the
Office of the General. Counsel for legal action.

Transfer to FRC 5 years after termination‘of final’ actiou.f
Destroy 20 years after final action.

Import Detention Notlces

Documents related to the detention of possibly violative

. imported products. Includes forms FD 772, Notice of
Refusal for Admission; FD 777, Notice of Detention and
Hearing, and FD. 779, Notice.of Release°

Transfef to FRC 5 years-after final acticn taken. B
Destroy 15 years after final aetion° L ) : e

-Sample Selzure and/or Criminai Prosecution Records.

Records pertaining to product*swmples thet*have resulted .
in seizure, prosecution;, or been: placed in permanent abey--
ance by administrative action. before or after citation.
Includes: collection records,; sample recerds, labels,

promotional material, seizure and analytical reports,

notices and records of hearings, recommendations, termin-
ation of action notification, and.related correspondence

"a. Seizure and/or criminal prosecution records including
permanent abeyanée case files that have resulted in
seizure or prosecution. ’ -

Transfer to FRC 5 years after final action takenm in-
batches of letter series.
Destroy on repeal of enabling legislationm.

Four ceples, including osiginal, to be sukmitted to the National Archives A 7 1g~tmz8-1  aro
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REQUEST. FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

8. DESCRIPTION.OF ITEM 9.
SAMPLE OR -

(WITH INCLUSIVE DATES OR RETENTION PERIODS) JoB RO .

b. Other'permanent abeyance folders.

Transfer to FRC 5 years after flnal action taken in

batches of letter series.
Desttoy on. repeal of enabling legislatxon.'

Correspondence.

Instructlonal material for correspondence. preparatlon
and support;ing papers.. Also samples of letterbead, etc,.,-

Destropilfyear after superseeelono

Employee Sggg_etion File.r

Suggestions, evaluations, awards, letters of adoption ‘ﬁ} e
or reJection, and supporting material T -

Destroy 2 years after suggestion is adopted or rejected

Employee Locator File;

Lists of employees with organlzatlon, room, and telephone
numbers..

Destroy when supersededo

Monthly'Stock Reports.,

on equipment"and suppliee ordered .on hand end‘i
. Also forms- ¥D-1780, Stock Requisition. L
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. “of
" REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Conﬁnud!ion Shee't' :

8. DESCRIPTION OF ITEM 10.

7. . _ » s,
" [TEM NO. - ' (WITR INCLUSIVE DATES OR RETENTION PERIODS) SAMPLEOR | ACTION TAKEN

DIVISION OF MANAGEMENT SYSTEMS AND POLICY

Provides leadership and direction in the effective and
efficent use of Agency resources; provides Agency-wide
consulting services in organization and operations
analysis and in the analysis, design, implementationm, .
and maintenance of operating systems and procedures.

Provides central FDA comtrol for delegations of
authority and maintains control files of delegations
to and within the Agency. ' '

_ Conducté Agencyevdde orgénization, manageme:it, and
| manpower studies; designs and recommends systems,
procedures, and policy to implement study conclusions.

Provides computer systems analysis and appli@ations

" _ I programming services for the staff offices of the Com~ -
E » missioner and data base management services for the
- | Agency. : s :

RN o T 7 Feun eoples, tnsluding esiginal, to o sbmitied te tho Netional Archives lg-toidenl ” ave |
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS;-Conﬁnuaﬁon Sheet

7. 8. DESCRIPTION OF ITEM o
ITEM NO. (WITH INCLUSIVE DATES OR RETENTION PERIODS) ‘ Sl%gLﬁgR
"A3-1 - | Project File (Management Surveys)

ﬁn' :J’ﬂ, Reportélnade-On projects undertaken on a one-time basis

) o without initiating a formal survey.

a. Record report copy. s I P
' Destroy 5 years after completion of project. .y

b. Supporting material and other report copiesc
" Destroy:l year-after completion.

' Project??ile;(Managemonthngineering and ADP)

Reporté'oﬁ various management studies. Also supporting
material such: as- interview notes, analyses, and report‘
drafts» . - ’

a. Record report copy.
Destroy 10 years after date of submission.

b. Other report copies. »
Destroy 2 years after submission.

c. Supporting material. N
Destroy 1/2 year after completion of project or,
“if no. final action, after. 3 years°

Survey File

Reportsza

”Supporting*material‘on_Various management
studiesw P S ‘ o R

a. Major surveys affecting important policy, procedures -
'and planning. '

PERMANENT

Offer record copy to National Axchives 1o _years after
submission of report.

b. Other surveyso v
Destroy record copy of report 10 years after
submission of report.

“le. Suppprting material for major and other surveys.
* Destroy 2 years after submission of report.

Pour coples, including original, to be submitied to the National Archives - 16—50428~1 aro
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Shest

X i v_h. ‘l”
Page 30

of _zg pages

SO : o .. 8 DESCRIPTION OF ITEM : s Mpsis' 10.
" IEMNO. e (WITH INCLUSIVE DATES OR RETENTION PERIODS) , AMPLEOR. Acnou TAKEN

’Recurring Reports

Copies;of reports submltted on a regular basis to other
activities such as Manpower:Management Reports Quarterly
Activities Report, Training Needs Summary Report, and
other management reports. Also, instructions, source
‘computations, drafts, and extra copies. _

’Final report copy.

Destroy report 5 yeare after submission.

b; mothér"materialo

Destroy 2 years after submission.

-Organization

Proposals, clearances; functional statements, organizam
tion charts, and reports on OPB studies relating to
FDA organization.

a. Apgroved organizational statements.

| PERMANEN_T’,,

ijTransfer approved statements .to" FRC 10 years after
superseding; reorganization.- Offer to National.
__hivea»zo years after superseding reorganization.

“Des 6y€lofyeers\aftef;preparation,

'*c,f.Other'material,

Destroy lO years after preparation.

Delegations of Authorigg . _

Proposals, clearances, drafts, and flnal statements of
delegations of. authority. :

Foux &g’ﬁ-, igeludin.m,h be submitted fo ihe National Axchives - 18—60428-1 aro
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REQUEST FOR AQ’HORITY TO DISPOSE OF RECO.S—Conﬁnuaﬁon Sheet

“of _YO pages

Destroy 10 years after. Cutoff date. .

7. 8. DESCRIPTION OF ITEM 0. .
ITEM NO. " (WrTH INCLUSIVE DATES OR RETENTION PERIODS) SAMPLEOR ACTIOR TAKEN
‘A3~6 a. Final statements. .
(Com”t) .
tro : -
Qagerceo Natts ﬂaly &‘}*\ 10 years after cutoff
date. :
. b. Other material.

1, to be submilted to the Natianal Archives

10534332 aro
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—ConEnuoEon Sheet

7. ’ : 8. DESCRIPTION OF ITEM _ o 9. 0
memno. | : (WITH INCLUSIVE DATES OR RETENTION PERIOCS) ‘ Co| SAMELESR ACTION TAKER

DIVISION OF PERSONNEL MANAGEMENT .

Plans and develops a comprehensive personnel management
program for FDA, including programs in manpower planning,.
skills, utilization, position analysis, career develop- .
ment and training, upward mobility, occupational health | .
and safety, employee services, and employee-management
relations.

Provides staff assistance to servicing personnel offices|
performing recruitment, position classification, employegq
I service, and personnel action processing fumctiocms.

_ Implements and administers centralized FDA staff de-
velopment and occupational health and safety programs;
performs employee-management relations activities and .
other services not provided by servicing personnel
office.

Assists executive and operating management in expedi-
tiously and effectively achieving program objectives
while assuring applications of the Eederal Merit System.

Supergrade Positionsg

Position descriptions, grade‘jostifieations, staffing
papers, organization charts, and correspondence relating
to each supergrede positiono '

Destroy 3 years after position is abolished or when ne
longer needed for refetenee. :

| Grievance and Appeal Cagses - -

Correspondence, completed forms9 ‘and other material
relating to employee grievances.

Destroy 2 years after date of final action or when no"
longer needed. for reference.

§3A4~3 .- | Outside Aetivity

Forms DHEW 520 and 521 prepared by employees having an
outside job. :

_Destroy 2 years after employee terminates outside
employment or leaves FDA. :

lo-ni.,%dﬁd,iohnhl“hmwmm . ) 16—-80429-1° GPO
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-of pages

REQUEST FOR AUTHORITY TG DISPOSE OF RECORDSn—ConHauahon Sheei

8. DESCRIPTION OF ITEM ’
(WITH IRCLUSIVE DATES OR RETERTICN PERICDS)

Hoﬁor'Awaids

Nominations, selections, and correspondence concerning

awards given employees.

. -

_Destroy when employeezleavee FDA

Program Review and Evaluation - Safety

”1 Documeﬂte relating to- the employee safety program
including issuaneee, reports and correspondencec,u

} Destroy lo years after cutoff date unless ueeded for
furthez reference. ;,,o HLoe e e

Position 013531fication Standards I v -
- Standeﬁde,developed.to classify FDA job descriptions.
'Destroy when superseded.

-Tralning,Request File

_long-term training recordso :

1 Destroy 4 years after completion of trainlng unlese
;_needed ﬁor furi:herreference° x

-_?Individual Training Program Participants ”—

g 7Assignment39 activities, and training of each employee
| participeting in . the- programa

Requests for employee training, course evaluations, and,

Destroy 3 years after participant completes program.n -

Pour copies, inciwding eriginal, to be sulmitted s the National Archives

16--50428-1 . GPO
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

. : v 8. DESCRIPTION OF ITEM _ . oy 10.
ITEM NO. » (WITH INCLUSIVE DATES OR RETENTION PERIODS) : - SAHALE OR ACTION TAKEN

DIVISION OF CONTRACTS AND GRANTS MANAGEMENT

_Provides leadership, direction, and staff adviéory
services for the FDA negotiated contracts and grants
management programs. Coordinates activities of FDA
bureaus and offices to insure proper development of
grants and contracts program requirements.

Plans, develops, and coordinates the issuance of FDA-wide
negotiated contracting policies and procedures.
Participates with the Office of Science in the develop-
ment of FDA policy concerning the use of research grants
and grants funds. Serves as the Agency focal point for
developing, coordinating, and implementing FDA policies
and procedures pertaining to grants management; serves
as the primary point of liaison with the management staff
of grantee institutions for the general interpretation
of grants management policies. :

Directs and coordinates all administrative functioms'
associated with grants management after technical review
‘and approval are complete. Directs and conducts '
negotiations with grantee institutions. :

' Executes all negotiated contracts and grants awards.

Analyzes, evaluates, and reporté selected statisticalv
.and financial data pertaining to the grants and contractp
program. ‘ ' x ' - : '

Maintains liaison with the Office of the Assistant Sec-
retary for Administration and Management on contracts
and grants management policy, and procedural and
operating matters. Serves as FDA focal point for the
processing of audit reports and for liaison with the
HEW Audit Agency. : ' - o

Provides price/cost analysis and related services for
contracts and grants. ' ' '

'mnﬂ-,hd-ﬁnuw,hhnmumydi’-ﬂ&ﬁm : ’ . 16—89428-1" ‘are



‘The MNalional Archives
. v » o © of 1Y pages
REQUEST FOR AUWMORITY TO DISPOSE OF RECOR.—Con'finuation; Sheet |
7. 8. DESCRIPTION OF ITEM 9. 0. -
ITEM NO. (WITH INCLUSIVE DATES OR RETENTION PERIODS) A OR ACTION TAKER
AS5-1 Interagency Agreements/Meooraoda of Understanding

Agreements and understandings with other agencies, both
technical and administrative, for work done by or fog

FDA.
done, time frames, costs or other renumeration, and
details of the personnel and ‘equipment involved.
subsequent amendments, comments, approvals, aud related
correspondence.: - : S e ‘

They include exact descriptions of the work te be

Also,

:Final Agreement/Understanding documents..¢~7e

a.'b
, estroy L e '
- afm«mnmam:ag 2 years after temi@ -
. nation of entire agreement/understanding %Exi
b. Other material. :
Destroykz.yearsgaftefetermination;
FNAS;Qgﬁx. Grants -

Appllcatlons, OplDlQnS, comments approvals or decli—~:”

'45;f‘ nations funding documents,.progress and expendlture

reports, published materials,. and correspondence con= -
cerning grants awarded by FDA for research.;- ‘ ' -

'Destroy 6 years after termlnation of grant or date of ]3f
final Dayment, vhichever 1s later.:._w.- - o

Your copies, iuclnding original, 1o be submilted to the Natonal :"&sehiveﬂ

15—39421 PO

e o A e S b



Standard Form No-115a -
—Pmmulgs:ed‘ 9-1-49 34

b S o o . -
Adniinistration - . v v ' ' ; '.Y'J’ob No. _

QGeneral Sexvi
"The Nsdnnal Arc!uva

REQUEST I'OR AUTHORITY TO DISPOSE OF RECORDS—-Conhnuahon Sheet

8. DESCRIPTION OF ITEM
~ (WITH INCLUSIVE DATES OR RETENTION PERIODS) -

9.
'SAMPLE OR- .. |
JoB NO..

: VBUREAU OF BIOLOGICS

 Administers regulation of biological products shipped

in interstate and foreign commerce under the biologlcal )
product control provisions of .the Public Health Service -
Act.“, o

' Inspects manufacturers facilities for- compiiance withf'g
standards, tests products. submltted for release, esLabmﬁf
lishes written and physical standards, and.approves

llcensing of manufacturers to produce biologlcal products‘:g‘7

Plans and conducts research related to the: development,'fh

manufacture, testing, and. use. of both new and old
biological products. to ‘develop a scientific base for
establishing standards designed to insure. the continued

| safety, purity, potency, .and. efficacy of biological
products.

Adminlsters applicable prov1310ns of the Federal Food,
‘Drug, and Cosmetic Act as' they pertain to. human drugs
- that are blologlcal products= :

In carrying out these functions, cooperates w1th other
| bureaus of FDA, other PHS organizations, governmental .
| and: internationsl agencies, volunteer health organiza=— ..

tions:,. universitiesy.- individual scientists, non—governmv1~

mental: laboratories, and manufacturers of biologlcal
productso _ S

" Roux copies, inclwding oxigisnal, to he salimitted ts the Natisnal Archives




"' The National Archives

REQUEST FOR A

- avwe

WAORITY TO DISPOSE OF RECOR,s—conﬁnuaﬁan Sheet

£ BRT
ofﬁQ.pagee

" TTEM NO.

8. DESCRIPTION OF ITEM
(WITH INCLUSIVE DATES OR RETENTION PERIQDS)

SAMPLE OR
J0B NO.

, 10,
ACTION TAKEX .

B-1

Consumer Complaints

rcomplaint S

B Transfer to~FRC 5 years after’ the complalnt is resoLved

" Bestrox-effer 205 FRAXBSC

Orlginal complalnt letters from consumers and others
including copies of those submitted on forms FD 1239,
Drug Experience Report. Also, correspondence with

firms involved concerning the. complaints and corrective
action taken as well as memos for record regardxng the :

4

SRR CCDERE RS, A IAND,
mﬁﬁ&;exm%ahm~wxm§?g§§ éﬁ& i(cm\

personnel regardlno the testlng of vaccines.

"Correspondence Cross Reference (Salmon)

_betlcally by 1ndlv1dual or. flrm name for cross reference.

~a. Approved licenses:fv

Manufacturers Correspondence and Data‘l

One portion”of the file contains copies of correspondencev

from manufacturers on various-subjects. The other -
consists of raw data developed by Bureau of BlOlOglCS Co

Destroy 5 years after action has been completed

Carbon coples of correspondence sent out arranged alpha—

Destroy after 3 years.

Pending Licenses and Appllcatlons:'

Copies of form NIH 523 or- FD 2671 Llcense Appllcation :
Reference- Number Notificationm, cover letters to the . -
firm involved and related .correspondence.

Place documents in Establishment or Product,f*
License file jackets (see B-6 and B-7).

Disapproved licenses.

Destroy application and supporting material
5 years after disapproval, ﬁxceg,(qﬁfqrhgxsggpkg
“HE %(ﬁéféi“”éﬂXK?LfbAN&l®Q§3¥3$¥¢ﬁ¥ggﬁiﬁﬁﬂﬁn@5

e =

oE desiructioni

' Destroy uhe

Porx copies, inclmdi

e

1, 1o ho snlwmitted to the Nabiesal Brxchives .

10—50428-1 - GorO



: : : _ : of T/ pages
REQUEST FOR AU.@RI'I’Y 'TO DISPOSE OF RECOR.—-Conﬁnuaﬁon Shset

. 8. DESCRIPTION OF ITEM sam 9. o 10.
¥TEM NO. ' _ (WITH INCLUSIVE DATES OR RETENTION PERIODS) (SAMBLEOR | ACTION TAKEN |

-B-5 .- License Applicatien.Notices

Similar to above file but contains other copies of
form NIH 523 or FD 2671 and correspondence with firm
concerning approval or disapproval and follow-up
documents.

.Descrey 1 yee::afterjcompLetien of action.

Establishment'Licenses;

Copies of licenses and supporting material consistxng—cf
application copies, resumes of responsible officilals,
‘changes. of’ off1c1als, production methods, plant layouts, A
_production‘procedures, and new equipment. Also cover and _
follow-up letters, questions and answers, related noLes
and correspondence with the.manufacturer/establishmentg .

a. Active 1icenses.

Retain in Agency space until license is revcked,
suspended, or superseded. . - :

b. 'Revoked, suspended; of superseded licenses._‘

" (1) License folder. :: -

Disposal not-authorized at this time. Rev1ew
.. for disposal 10 years after’ revocatlon,
' suspension;.or supersession. Whnm;:emzewed,fs
FVeCEX X XoampXaxrox basevenruaddyxafiferedx ... 1
&}mxdﬁemxmm Do not transfer to FR :

- (2) L1cense establishment supportlng material

Same;asvabove

Product Licenses

Licenses and supportlng material authorlzing productlon
of specific products consisting of application copies,
e changes in production methods, questions and answers with
e firms, cover and follow-up letters, and related materiall

a. Active licenses.

. Retain in Agency sSpace until license is revoked,
- ‘ - suspended, or superseded.

Fomr copies, inclnding original, Lo be ymbmitted to 1be Natienol Rrchives. - .. . . - 103043904 are
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuction Sheet

7.
ITEM NO.

8. DESCRIPTION OF ITEM
(WITH INCLUSIVE DATES OR RETENTION PERIODS)

9.

SAMPLE OR
JoB NO.

- 10.
ACTION TAKEN

: :}:::i B~9 .

b.

Revoked, suspended, or superseded licenmses..

-License folder.

(L

Disposal not authorized at this time. Review
for disposal 10 years after revocation,
suspension, or supersession. Whenxxewi kﬂhtmﬁg.

3 pgkamxgxgﬁﬁﬁéxmgimmaﬁ&mx&xmmﬁegkxmix

Import Perm1ts.~

COpleS of forms NIH.1395 or FD' 2502 Permlt for Impor
tation af Llcensed.Biologlcal Products. -

Destroy 5 years after explratlon of permlt° N

Protocol Releases.':f

Approvals granted for batches of b10100icals. Copy of .
the protocol, forms: NIH 289 or FLH 2558, Release/Reject

NIH 30.or FLH 2568, Receipt Letter, and related corres—
- pondence:- such. as cover letters, requests for more in-- -

Transfer to FRC 4 years:a
naKxuxhummmﬂyaxxm;xmmmﬁxﬂkmigxﬂkxxixmmmﬁkﬁﬂx
aenxscanemxknu:xﬁkxgheasax—

.

Investigational New*Drugs (INDS) - Blolooicals.lﬂ“

IND d tripllcate indicatlng approval for testlng of
producc on. humans -and supporting material conszstan<
of supplements (amendments), form-NIH 1770, Clinical
Trial Outline, and related correspondence with producers

Original IND. »

1, Unlicensed oroducts.

? «Transfer to FRC 10 years after completion of flnal .
actlon. OMXXransfexyxiceview foxxdisppsaboandxsedegk:
aﬁ%ﬁﬁ&gxmxAmx%mxeakﬁzmﬁmxhxxﬁﬂxewmﬂmakhmbﬁ

. xoffered oo Nakiomkxbochives Destroy when 2Q yesgr

a.

Letter, forms NIH .837 — 845, Completed. Check List, forms{
formation and’ replies concernlng the release o£ Spec1f1c:f‘5f

fter date of release. :aigégéggg' E

Destroy when,ZO yearsol

rs old.

2. Licensed nroducts. Retain until no longer reeded pn,

not send

Four copies, inclnding original, to be subkmitted to the Natienal Archives

ﬁO A l(\.) P

m-—seus-l oro
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. REQUEST FOR Au'gom'n' TO DISPOSE OF chomﬁ-cgnanmgm Shest

7. v 8. DESCRIPTION OF ITEM 9.
ITEM NO. : (WITH INCLUSIVE DATES OR RETENTION PERIODS) » Sﬁﬂdl;iﬁga
B-10 - 1b. IND copies and supporting material.
(Con t)

-Destroy 5 years after completion of final action.

_B—ll;f : Efficacy Reviews

Documents submitted by manufacturers regarding product7
efficacy, reviews and. evaluations of product made by-

-{ Bureau -of Biologics’: professionals, and reports on. .
results of revieW‘by the professionals.,. : S

'Note.f Efficacy reviews are conducted by prominent PRI B
scientists on all products manufactured during the T
period 1903 thru '1972. Products are evaluated by
panels (e.g., toxoids and toxins panel allergenics:f
panel, etc.).. . . . o . L

a; Regorts. B N ) _
Offer to: NARS ‘
affexx oot £ m&xmaﬂﬁﬁ after pu“blicatlon in

the Federal Register or when no longer needed -
- for reference. - :

ib. 'Supporting material..

) Dest I'Ow : '
aﬁfemtaﬁ@tﬁﬂﬁ&bcﬂﬁbé&%SXWR 30 years after
'termination of review. o

Efficacy Rev1ew Committee Members.

Documents relating to the members of the Efficacy
Review Committee such as appointments and travel

papers. -

Destroy l year after member leaves committee.

[B»léﬁf:f Inspection Reports on FJJnns of Fezulatory Interest

nReeonﬁsﬁthf@meXthamxkaverggneggutxoﬁcbu31nessxf
¥ qg»aﬁewpfynejiurtheryregulatorywintenesg.

ﬁ‘éﬁgfencxm%cizmearsya@mkﬁ%péﬂmmckam :
forxdisposakOx yearscaftercinspeetiony 0ffescde | . L} S s
:@amphxxwtxmxrmnazkﬁ%xmxﬁmtl““}igﬁﬁﬂyﬁﬁﬁ%kz N T

ages

Transfer to FRC 2 years after flrm 1s out of
bus1ness. Destroy 8 years thereafter.

Four cogpies, inclnding original, fa be submiited to the Naticnnl Jechives L. 4.  10—bodiE-L  oro

' e T . " oot

Laboracory Test ReCOrdsfﬁ

Laboratory notebooks
tests, evaluatlons
test - results, e
files contain

records.of . IBSults

of cIJ
experimental findings contijial

- EControl Test Resul
C.  Poliovirus Neuro

TranSfer to FRC 5

R .
test. Destroy 20 ;Y ars after c°mpletion of

yearsvafter test completion

to be snbmitted io the Nﬂnond J‘z!:mvea 2
r 18—50428~ Gaso
o 1




,Standard Form No. 115a

‘Promulgated 9-1-49 by ) ’ :
QGeneral Services Admxmstratwn : : . ob N
The Nationsl Archives . C 0.

’Pnge ) S 4’? |

v ‘ . _ ‘ _ of pages
EQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Conlinuation Sheef
7 8. DESCRIPTION OF ITEM 9. 1.
ITEM NO. (WITH INCLUSIVE DATES OR RETENTION PERIODS) 5‘%‘;}5 gR : ACTION TAKEN -

Bureau of Drugs

Develops FDA policy w1th regard to the safety, effectlve—
ness, and labeling of all drugs for human use.

Reviews and evaluates new drug applications (NDA'S) and
notices of claimed investigational exemption for new
drugs (IND’ s).

Develops and implements standards for the safety and

effectiveness of all over—the-counter (0TC) drugs.

- Monitors the quallty of marketed drugs through product
testing, surveillance, and compllance programs,

Develops and promulgates guidelines on current good .
manufacturing practices for use by the drug industry.

‘Develops and disseminates information and educational

material dealing with drugs to the medical community and

""the public.

Conducts research and develops scientific standards on

‘the composition, quality, safety, and efflcacy of human

drugs.

Collects and evaluates information on the effects and
use trends of marketed drugs.

Monitors prescription drug advert151ng and promotlonal
labeling to assure their accuracy and 1ntegr1ty.

Analyzes data on accidental poisonlng5° disseminates
toxicity -and treatment 1nformat10n on household products
and medicines,

Evaluates applications for operation of methadone treat-—
nent centers and other act1v1t1es using methadone or
other drugs.

Directs the FDA antibiotic and insulin certification
program,

Four topies, including original, o he submiited fo the Nalienal Bychives

16—59428-1

.GPO
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> l’romulggfed 9—1—4%1} ot ' ) _ Toh . o : 41 ‘3 .
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“The National Archives . , o _ . ob.No. _ Page __7 .

~of pages

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

4 . 8. DESCRIPTION OF ITEM S 10.

ITEM NO. (WITH INCLUSIVE DATES OR RETENTION PZRIODS) _ S| SAMELEOR 1 ACTION TAKEN
D-1 Drug Study Evaluation Reports

Results of statistical analyses and other evaluations made
in the course of studies of various drugs to determine
~ their safety and efflcacy. ~May include actual analyses

‘material.

a. Original reports.

Transfer to FRC 5 years after completion of.study.
Destroy 20 years after completion of study.

b;_ Report copies.

Destroy when no longer needed.for reference.
DfZ Deleted
':vD‘—.B ' DESI File - _ -

DESI (Drug Efficacy Study Implementation) Folders contaip-

_ ing recommendations and proposals and related source mate-
rial including initial and follow-up announcements, actién
step cherts, accession number charts, technical publica-
tions on the drugs involved, and other references. Also
log books and bioavailability card files. This program
is the review for efficacy of drugs previously reviewed
only for safety.

a. DESI folders.

Transfer to FRC 5 years after all action completed.
Destroy 25 years after actlon completed.

b. Other material.

Destroy at same time as corresponding DESI folder. -

D=4 { Clinical Investigator File

Documents used to evaluate the quallty of work performed
by clinical investigators.

Destroy after 5 years unless needed for further reference.

Fonr copies, including seriginal, to ba submitied lo the National Archives . . . 15—59428~1 cro
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Promulg:sated !}-14%by . .

Geners} Services Administration . .

‘The National Archives : v ‘ . Job. No. .

' REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuction Sheet

' e
Page 4 %
- of

pages

7.
ITEM NO.

8. DESCRIPTION OF ITEM
(WITH INCLUSIVE DATES OR RETENTION PERIODS)

9.
SAMPLI
JoB

E OR
NO.

10 .
ACTION TAKEN .-

. Investigative New Drugs (INDs)

| state commerce and test new drugs on human subjects

New Drug Applications

Applications from drug producers for approval to market
new drugs (form FD 356H). Includes clinical data, test
results, labeling, promotional material, progress and

other reports, adverse reactions, notices of terminationsg
withdrawals or approvals, FDA evaluations and recommen-
dations, supporting material, and related correspondence.

a. Original: Transfer to FRC when no longer needed for

reference. Destroy on repeal of enabling legislation.

b. Duplicate: Destroy when action completed.

c. Triplicate: Transfer to appropriate District Office
when action completed. :

Applicationé from drug producers to ship drugs in inter-

(form FD 1571). 1Includes amendments, formulations,
progress and other reports, changes, FDA evaluations
and recommendations, and related correspondence.

a. Original: Transfer to FRC when no longer'needed for
reference. Destroy on repeal of enabling legislatior

b. _Duplicate and Triplicate: Destroy when action completed;

Drug Master File

Confidential information concerning drug producers such
as personnel involved, facilities, drug formulations and
production methods. : :
a. Original: Transfer to FRC when no longer needed for
reference. Destroy on repeal of emnabling legislatior

b. Duplicate: Destroy when no longer needed for referenpce.

c. Triplicate: Transfer to appropriate District Office.
after initial review. : ' '

4

Fonr vopiss, including original, 1o bo submitted io the Naiional Brchives

16—58425~1  Gro
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‘A'na INational Archives

o | i -
REQUEST FOR AURHORITY TO DISPOSE OF RECORDS—Conknuation Shest D

7 - ) 8. DESCRIPTION OF ITEM S. ! 10.
ITEM NO. (YHTH INCLUSIVE DATES OR RETENTION PERIODS) - SARELEOR | AcTioN TAEN
D-8 Laboratory Services Monthly Reports

Work count data for Program Management System reports.
Consists of production regarding animal housing, glass-
Destroy 1 year after order has been filled. '

D-9 '+ Media Requests

Orders from FDA prOfESSlonaLS‘for culture nedia (form _ o _ , .
FD 1979) . R o . . N _‘:: i v » ’

‘Destroy l year after erder'has been filled.

D-10 Glassware Orders .:xﬁé\' T :".A : _ vr'.e' : 'ﬁf i

Orders from FDA profe531onals for laboratory glassware
(form FD 1903).;

Destroy 1 year after order has been filled.

D-11 Chemcial and Microbiological Aseay Results

Reports on assays (tests to determine amounts and
strengths of -components) of various substances per~v
formed by FDA profeSSLODals.,_ '

Destroy 5 years after termlnatlon or when no longer
needed for reference. :

D-12 Standards

Master and working standards for deflnrno potency of
batches of antibiotics submltted by producers.. Chem-
ical and microbiological test’ ‘results conducted by
FDA resulting in standard- approval Related cor-

! respondence with producers._ FDA certification of
standards. - SR ' ’

RERGANENT .

Transfer to FRC 5 years after’supersession by a later
e

standard. @%@%5 quﬁgpyonaix%Fch%¥§§<20 years- after

supersessron.

Four coplen, intinding origianl, i be submitted fo tax Mationad Rrshives ’ AR e 31 “PO
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£ pages

REQUEST FOR AUTHORITY TO DISPCSE OF RECORDS—Continuation Sheet

7.

. 8. DESCRIPTION OF ITEM ' : 9. 0. :
ITEM NO. : (WITH INCLUSIVE DATES R RETENTION PERIODS) : | SAMBLEOR | ACTION TAKEN

b-13 . Assays

Turbidimetric assay standard curve plots, zone reader
data, plate assay zone readings, biological test data
results and related raw data compiled both by various
items of laboratory machinery and manual observations.

Déstroy 1 year after completion of assay unless needed
for further reference.

D-14 Certification Records (NCAA)

Analytical data used in certification of drugs.

Destroy when no longer needed for reference.

D-15 Regulatory Testing Records

Laboratory data sheet on testing of USP, NF, and IND
sampels used for completion of analysts’ work sheets.

Destroy 5 years after preparation or when no longer
needed for back-up.

D-16 ‘ Proposals

Proposals to do research work related to drugs received
from” individuals, groups, and institutions. Used to
review and determine missions, goals, and objectives.

Destroy 5 years after final action taken.

D¥l7_ Drug Recall Files

Recommendations to take recall action; approvals;
notification of action taken and extent; recall
inspection reports; labels, samples, and photographs
of recalled products; and related correspondence ’
and documentation. ’ '

Transfer to FRC S‘years after recall action completed.
Destroy on repeal of enabling legislation. Destroy
copies when no longer needed for reference.

Fonx copias, including origingl, fo be submilted to the Halioncl Hrchives . 16—59428-1  ‘GPo
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

7. 8. DESCRIPTION OF ITEM _ 9. 10. .
ITEM NO. : (WITH TNCLUSIVE DATES OR RETENTION PERIODS) - 5‘3‘%‘;’-58*‘ v ACTION TAKEN

D-18 : Drug Seizures

Collection records, labeling, analytical reports,

| certificates and affidavits, seziure reports, term-—
ination of action reports, notices and records of
‘hearings, recommendations, criminal prosecution '
records, and related documents pertalnlng to indi-
VLdual seizure actions.

R

Transfer to FRC 5 years after completion of action
or end of letter series. Destroy on repeal of
enabling legislation.

- D-19 Daily Regulatory and Compliance Reports

Format type reports listing each seizure, voluntary
and involuntary recall, and other enforcement -
action taken against unsafe or ineffective drug
products. '

Destroy 5 years after preparation of report..

-'D—ZO Defect and Product Problem Reports

Reports received by FDA in conjunction with USP/FDA
Drug Product Defect Reporting System and Laboratory
Product Problem Reporting System. This is a-joint
effort with the United States Pharmaceopeia to ascer—
tain what drugs and categories of drugs have above
normal defects and laboratory testing difficulties.

Transfef to FRC when no longer'néeded for referencé; .
Destroy when program is abolished. ‘

D-21 Methadone Treatment Program

Jackets containing applications requesting approval
to administer methadone in the treatment of drug
addiction by clinics, doctors, etc. correspondence
with them, establishment of inspection reports,

and other reports. :

Transfer to FRC when no longer needed for reference.
Destroy on repeal of enabling leOLSlatLon or- when
of no further use to FDA.

Powr eopies, incleding original, to Be submiited io the Wnlionud Bechivey . | I6~-B0428~1 Gro
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REQUEST FOR AUTHOR!'”Y TO DISPOSE OF RECORDS—Continuaton Sheet |

7. : 8. DESCRIPTION OF ITEM o 9. 10,
ITEM NO. (WITH INCLUSIVE DATES OR RETENTION PERiODS) S/yg};Lg é?R _ACTION TAKEN
D~22 : Methadone Hosgital Files

Jackets from each hosptial rece1v1ng shlpments of
methadone containing applications to administer
methadone, related correspondence, and reports

on use and results of the drug.

Transfer to FRC when no longer needed for reference.
Destroy on repeal of enabling legislation or when of
no further use to FDA.

L D-23 : Registration File

Official establishment registration forms (FD 1597 and
FD 2656) from all drug producers and distributors sub~
mitted annually in compliance with the Kefaufer—Harris

Amendment of 1962.

D-24 Drug Listing Labeling File.

Labels and advertising material on certain drugs
submitted in accordance with the Drug Listing
Act of 1972 and the Survey of Marketed Drugs.

Destroy when no longer needed to comply with the
provisions of the Act.

D—25.' Batch and Production Data Files.

CodingISheéts of batch and production data submitted
in compliance with the Drug Listing Act.

Destroy when no longer needed to comply with the
- provisions of the Act.

- D-26 | Abbreviated New Drug Applications.

Applications to produce drugs already approved for other
manufacturers. File contents similar but less extensive
than NDA jackets (see D- -5). : :

Original.

Transfer to FRC 2 years after date of last action.
Destroy on repeal of enabling legislation.

Foux copies, including originnl, o be snhmitied o the National Axchives - » 1530428} spo
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REQU"ST E’OR AUTHORITY TO DISPOSE OF RLCORDS—Conhnuahon Sheet

.7 8. DESCRIPTION OF ITEM _ - . M_Q.E 0.

ITEM NO. o (WiTH INCLUSIVE DATES OR RETENTION PERIODS) ’ F}JOELN(?R ACTION TAKEN -
D-26 Duplicate.
{Con’t)

Destroy when action completed.

ZTriElicate.v‘

Transfer to appropriate District Office when actlon is
completed :

D-27 Form A File (Original Reports).

Drug container labels and evidence submitted by manu—-
facturers to substantiate the efficacy of drugs first
approved during the period 1938-1962. Material is used
to evaluate the efficacy of these products in light of
improved analytlcal methods. o

Transfer to FRC 5 years after completion of final
action. Destroy on repeal of enabling legislation.

D-28 Drug Experience Reports

Original and duplicate (pink) copies of Form FD 1639,
Drug Experience Report, describing effects and
circumstances of adverse reactions on users of drug.
products. Also, microform copies of these reports made
by FDA. Reports submitted by drug manufacturers and
suppliers in conjunction with their'NDAs (see item D-5)
or independently by physicians, hospitals, etc., of

the medical community. Used to evaluate the safety

of drug products. -

a. Original forms submitted by manufacturers /producers.

File in appropriate NDA jacket after initial processing
and retire as indicated in item D-5. '

b. Original forms submitted by the medical community.

Destroy after initial processing, including microfilming.

c. Duplicate copies.

Destroy after initial processing.

d. Microform copies.

Destroy 10 years after submission of report unless S - ]
needed for further study. (IO be microfilmed per FPMR 101-31.507(c) (1

Tony conies, inglnding nriginel, Is ba submitted to the National Hrxcbives . LE—G0428-1 Gen
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Conlinuation Sheet
7 . 8. DESCRIPTION OF ITEM 5. 10.
ITEM NO. (WITH INCLUSIVE DATES OR RETENTION PZRIODS) s;z%g!_ﬁoon. ACTION TAKEN

BUREAU OF FOODS

Develops FDA policy with respect to the safety, compo—
sition, quality (including nutrition) and labeling of
foods, food additives, colors, and cosmetics.

Conducts research and develops standards on the compo-
sition, quality, and safety of foods, food additives,
colors, and cosmetics. .

Conducts research designed to improve the detection,
‘prevention, and control of contamination that may be
responsible for illness or injury conveyed by foods,
food additives, colors, and cosnetlcs.

Develops and promulgates Current Good Manufacturing
Practices for the food processing industry and Model
"Regulations for State and local government use in
assuring food safety and quality.

Plans FDA surveillance and compliance programs and
evaluates progress toward objectives of planned
program and regulatory activities relating to foods,
food additives, colors, and -cosmetics. :

Reviews industry petitions and recommends promulga-
tion of regulations for food standards and for the
safe use of color and food additives.

Collects and interprets data on nutrition, food
additives, and envirommental factors affecting the
total chemical insult posed by direct and indirect
food addltlves. :

Analyzes regulatory samples as necessary to support

Bureau complianc programs.

Participates in training of FDA field personnel and
provides guidance to the regulated industries in the:
application of the most effective procedures to assure
food safety and quality.

 Studies consumer experience with expectatlon of and .

"exposure to Bureau-regulated products and maintains
a nutritional data bank.

Recommends to the Office of the Commissioner new or
revised legislation pertinent to the Bureau S respon—
sibilities.

 Ponr coyien, incinding original, fo ba sabmitted to the Nationel Archives

18—-50428~1

aro
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. . & pages
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P : . 8. DESCRIPTION OF ITEM ol . | Y.
CITEM NO. (WITH INCLUSIVE DATES OR RETENTION PERIONS) . . SAMPLE OR ACTION TAKEN

JOB NO.

F-1 Program Management

Plans containing feasibility studies, time frames, and
personnel and other resources required to conduct specifi
projects on such subjects as the effect of heavy metals
in fish. Also, briefing material, supporting documentatorn, -
notice of approval or rejection of plans, and interim and
final reports with supporting material on the progress
and results of approved projects.

0.

a. Final reports:
Destroy 10 years after submission of report. :

b. Other material: ,
Destroy 2 years after submission of report.

F-2 Food Additive Petitions

Formal requests from producers of vitamins, preservatives,
etc., for approval for use of additive, notification of
- ¥FDA approval, and documentation in support of approval.

Transfer to On-Site Storeroom 6 years after final action
taken. Destroy on repeal of enabling legislation.

F-3 Food Additive Master File

Supporting material from producers for food additive
petitions such-as test results, protocols, and corre-
"spondence between producers and FDA.

Transfer to On-Site Storeroom 6 years after final action
taken. Destroy on repeal of enabling legislation.

F-4 | Food Additive Subject File

Correspondence with prdducers,,industry, consumers, and
other agencies concerning safety and efficacy of additive.
Also advisory opinions, data reports, and evaluatlon
results,

Transfer to On-Site Storeroom 6 years after additive
withdrawn from market, Destroy on repeal of enabling
legislation.

Fowr eopies, Lndé&ing ariginal, o De snamittsd 2o tho Nabanal Bxchives . . 1859428~ aro .
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REQUEST FOR AUTHORITY TO DISPOS&:. OF RLCORDS—Conhnuuhcn Sheet

7. : 8. DESCRIPTION OF ITEM v ) 9. 0.
ITEM NO. : - (WITH INCLUSIVE DATES OR RETENTIOH PERIODS) . : - SAMPLE OR ACTION TAKEN
F-5 Food Standard Petitions

Petitions received from various sources proposing to
establish or amend standards of identity or container
fill. Results of actions taken and supporting material.
Also, food standards initiated within FDA. '

Transfer to On-Site Storeroom 6 years after final action
taken. Destroy on repeal of enabling legislation.

F-6 ‘ ~Color Additive Petitions and Dilﬁent Petitions

Formal requests from producers of color additives and
diluents for use of their product. Notification of FDA
approval and documentation in support of action taken..

Transfer to FRC 6 years after action completed or when
no longer needed for reference. Destroy on repeal of

enabling leglslatlon.

F-7 Color Additive Master File

Supporting material from producers for color additive
petitions including test results, protocols, and cor-
‘respondence between producers and FDA.

Transfer to FRC 6 years after action completed or when
no longer needed for reference. Destroy on repeal of
~ enabling legislation.

F-8 =~ | Color Additive Manufacturing and Process File .-

Documents relating to manufacturing procedures: controls)
testing equipment used, sanitation, capabilities of
personnel, etc. '

Destroy 10 years after change of production procéss, when
manufacturer has gone out of business, or when no longer

needed for reference.

F-9 Color Additive Certification

Records of analyses of color additive samples submltted'
“for certification.

Destroy l.year after certlflcatlon is made or when no
longer needed for reference.

Foux ceples, including original, fo be sulmitted %o the Mational Brchives . 18—59428-1 - aro
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The National Archives . N o O Job No.

Page

53

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

_"0 pages -

7.
ITEM NO.

8. DESCRIPTION OF ITEM
(WITH INCLUSIVE DATES OR RETENTION PERIODS)

9.
SAMPLE OR
JOB NO.

10.

ACTION TAKEN

F-10

F-11

F-12

F-13

F-14

Transfer to On-Site Storeroom 6 years after action is

GRAS Petitions

Requests from producers for approval of continued use of
substances (additives and colors) in foods and cosmetics
that are generally recognized as safe (GRAS). Notificatio

=

of FDA approval and documentation in support of FDA actiop.

completed. Destroy on repeal of enabling legislation.

Petitions Reviews

that have been rejected giving reason for rejection.

from standards, copy of permit, and supporting documents

. Destroy 3 years after expiration of permit.

Reviews of petitions received from producers of additives

Transfer to On-Site Storeroom 6 years after completion of]

review. Destroy on repeal of enabling legislation.

Temporary Marketing Permits

Applicatidn,-permit copy, back up papers,-and related
correspondence concerning issuance of permits.

Destroy 6 months after expiratioﬁ of permit.

Temporafy Permits (test foods)

Application for permit to market test foods deviating

Destroy 1 year after expiration of permit.

Import Milk Act File

Herd testing reports, milk 1mport permlts, reviews and
related correspondence.

Destroy on completlon of review unless needed for furthepr

FEquipment Reviews

Correspondence and publication references used to reaview
and approve sanitation and food processing equipment pror
posed for use on interstate carriers. Correspondence with
manufacturers and carriers. Reports and back-up material
on acceptablllty of equlpment. :

reference.

Four coples, inclnding oxiginal, $o bh submitied Is the Natissal Bxchives

18—59428~1
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The Natlonal Archives
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REQUEST FOR AUTHORITY TC DISPOSE OF RECORDS—Contnuation Sheet
7 8. DESCRIPTION. OF ITEM : v 9. 0,
ITEM NO. (WITH INCLUSIVE DATES OR RETENTION PERIODS) ' ' s%g&;yE&R ACTION TAKEN

.'F—l6 o Vessel Plans

Blueprints of ships, evaluations, and related cdrrespond—
ence with builders and suppliers detailing sanitation and
food preservation equipment.

Destroy on completion of ship.

F-17 | Sewage Treatment Plants .

Construction criteria, review of plant projects, cholorin-
ation studies, reports with recommendations for improve-
ment or acceptability.

Destroy 10 years after final action taken.

F-18 State Assistance Reports

Requests from state agencies for shellfish sanitation
assistance, records of evaluation of request, and.
reports on denial and extent of assistance given.

Destroy all material 10 yéars after preparation of
report.

F-19 Growing Area Surveys (shellfish .sanitation)

Raw bacteriological data, data intérpretation reports
on finding, follow-up documentation and recommendatious.

t

a. Data interpretation reports:

Destroy 10 years after preparation.

b. Other material:
Destroy 3 years after preparation.

F-20 Review of State Shellfish Labs

Original data supplied by inspectors and state agencies,
evaluation of data, reports on evaluation findings, V
recomendations for corrections, results of 1mplementa—
‘tion of recommendatlons. :

Destroy 3 years after implementation of recommendations.

Fownx cwples, lacluding sdginel, te be sedmitied o Lhe National Archivea ' . 14—50428-1.  aro
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7. - 8, DESCRIPTION OF ITEM 9. _ 0.

ITEM NO. (WITH INCLUSIVE DATES OR RETENTION PERIODS) SAMBLEOR | - acTiON TAKEN -
F-21 Market Shellfish

Raw bacteriological data, interpretation of data, staff
reports of acceptability or need for corrective action.

fa. Staff reports:

Destroy 10 years after pfeparatidn.

b. Other material:

Destroy 3 years after preparation.
F-22 Recalls

Materials on each action taken regarding the removal of
unsafe, impure or mislabeled products. from the market
for destruction or return to producer for correction.
Recalls can be initiated by the producer (voluntary) or
FDA (involuntary). Includes recall summaries, internal
reports, and correspondence pertaining to voluntary and
involuntary recalls of unsafe products. ,

Transfer to FRC 10 yeéré after recall completed. Destroy
20 years after recall completed.

F-23 ' Establishment Inspection Reports (Hazard Analy31s Crltlcal
' Control Point (HACCP) only)

Investigational, survelllance, and miscellaneous reports
made of plants and their products. Also related corres-
-pondence and ‘documentation regarding corrective action
taken. This is a program to make in~depth inspections
of food producing plants which pose or may pose speCLal
health problems such as low acid canned foods.

Transfer to FRC 15 years after reports have been given
final review. Destroy 20 years after final review.

F-24 : Deleted

F-25 | © i‘Cosmetic Injury Complaints

Original of complaint, action taken, final actLon, and
related correspondence.

Destroy 1 year after final action taken or when no longer
needed for reference.

Pour zevias, incleding originai, Yo be subinitled to the Wndnonal Rrchives 18—59428-1 Gro
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A : 8. DESCRIPTION OF ITEM ' : 9. 0 -
{TEM NO. " (WITH INCLUSIVE DATES OR RETENTION PERIODS) A _ I S%%ELE(SR ACTION TAKEN
F-26 ’ FPLA State Survey Reports

Reports submitted by state agencies indicating need for
issuance of specific regulatlons under the Fair Packaging
and Labeling Act. :

Transfer to FRC when regulation is promulgated. Destroy
lO years after regulatlon is promulgated

F-27 Deleted

F-28 - | Referee Records and Correspondence

Accuracy, development, and name of testing data; col-
laborative studies; methods of analyses; and name of
chemist for subject under study. Also, appointment
letters, adoption of methods, summarized topics and
need for methodology on subject. Referees are chemists
who develop and validate analytical methods for testing
chemicals found in foods such as microtoxins or metals.

lndLVldual food samples. .

Destroy 8 years after study is completed or referee’s
appointment is terminated. :

F-29 Referee Subject File

Appointment dates and subjects assigned, status of
studies, and reports on collaborative work,

Destroy 8 years after termination of subject project
or referee’s appointment.

F-30 Cooperative Quality Assurance Program (CQAP)

CQAP is a self certification project between FDA and
industry whereby producers of certain products enforce
their own standards for purity, potency, etc., with
minimum FDA supervision. Includes files on partici-
pants of Program icluding plant”s production specifi~
cations, exception reports, and complaints. Also lists
of abstentions, applications, candidates, deferred
prospects, evaluatlons, nominees, rejectees, and
terminees. :

Destroy 5 years after termination of program project.

Pour zopies, including oxininad, to be submitied to the National Brakives. 15—50438-1 GHe
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7. 8. DESCRIPTION OF ITEM , ' 9. . 10.

ITEM NO. (WITH INCLUSIVE DATES OR RETENTION PERIODS) sﬁ“gg’-r%g“ ACTION TAKEN -

F-31 DELETED

F-32 Data and Test Results

Results of biochemical tests made to measure effects of
various substances on animals, Also data on dose des-
"cription, change to organs, total weight of subject and -
description of lltters.

Transfer to FRC 15 years after completion of test. _
Destroy 30 years after completion of test. _ : . -

F-33 Assays - Biochemical and Clinical

Procedures and methods used in performing assays, purpose
of assay, and results of assay.

Destroy 10 years after completion of assay.

"F-34 Analytical Worksheets

Worksheets on the analysis made of cosmetic samples
received from producers. Also labels with comments and
changes for cosmetic products.

Destroy 5 years after completion of analysis.

F-35 Research Project Worksheets (data & corréspondence_onlj)

- Records of the results of research projects. Includes
data sheets and description of experiments.

.Transfer to FRC 15 years after completion of project.
‘Destroy 30 years after completion of project.

F-36 Laborétory Notebooks "and Experimental Data

Records of tests made, assays, procedures,»methods,
samples used, and results.

Transfer to FRC 15 years after completion of project.
Destroy 30 years after completion of project.

‘F-37 Progress Reports

Summaries of laboratory motebook contents.’

Destroy 10 yéars after completion of report.

Ponxr copies, Including origiazl, 1o be submilied 1o the Katonal Archives . 16—50425—1 sro
£ 4 2o z



* Stanaurd Form No. 115a

Promulgated H-1- A(’I by et - -
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

ITEM NO.

8. DESCRIPTION OF ITEM
('WI_TH INCLUSIVE DATES OR RETENTION PERiODS)

9.

" SAMPLE OR

.JOB NO.

i0.

ACTION TAKEN -

¥-38

F-39

F-40

F-41

P42

Quarterly and Annual Reports

'Technical'summary reports of projects being'pérformed
in laboratories in support of various projects.

Transfer to FRC 5 years after COmpletLOH of prOJect
Destroy 12 years after completion of project.

Sample Control

Forms FD-421, Sémple Accountsbility Record,‘used as

basis for testimony given in legal actions and to
account for regulatory and food additive samples
received from District Offices.

Transfer to FRC 7 years after preparation of form.:
Destroy on repeal of enabling legislation.

Sample Files

Sample worksheets and records of results of analyses
or experiments on samples.

Destroy 5 years after action is completed.

‘Sample Record Books and Studies

Reports on results of studies made to validate Canadian
Food and Drug Directorate methods to detect salmonella
in foods; to determine if Canadian methods are accept-
able for use.. Sample record books contain raw data
pertaining to the samples used in the study.

Transfer to FRC 5 years after completion of study.
Destroy 10 years after completion of study. '

Chick Embryo Studies

Records and reports on studies of the effects of drugs,
food additives, and pesticides on chick embryos. Also
evaluation of these studies as to possible toxic trends.

Transfer to FRC. 15 years after completion of study.
Destroy 30 years after completion of study.

Four zopies, including oziginal, %o be submitied io the Nabional Brchives

16—80428-1
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ITEM NO. (NITH TNCLUSIVE DATES OR RETENTION PERIODS) Sﬁ%‘;’-ﬁg" ACTION TAKEN

F-43 Aflatoxins Studies

Records and reports on flndlngs of materials contalning
aflatoxins. -Also, summaries of these reports.

Destroy 5 years after completion of study.

FFAQ Swine Studies

Results of studies on the generic effects of various
substances on swine.

Transfer to FRC 15 years after completion of study.
Destroy 30 years after completion of study.

S F-45 Heavy Metals Study (Technical Plan)

Laboratory notebooks and program material concerning
the toxic effects of chemicals and metals injested in
food.

Transfer to FRC 15 years after completion of study.
Destroy 30 years after completion of study.

F-46 Use Data on FD & C Red #2

Data received from producers and trade associations
re: use of Red #2 color additive in drugs, foods, and
cosmetics. Used to help determine what restrictions
will be placed on use of this color additive.

Destroy 10 years after final action is completed,_
including settlement of legal suits and complete:
withdrawal of substance from market.

F=47 - Anaerobes
Experiment record books containing data on clostridia -
-experiments to test oxygen-producing bacteria. for

botulism poisionng.

Destroy 10 years after completion of experiment.

F-48 " | Semsitization Potentials Tests

Results of tests and experiments made on various
substances used in cosmetics for eye and-: skln
irritation. i

Destroy 10 years after completion of tests.

Toax @opies, Including origingd, io be suhmitled to the Notonal Jrchives . 15004281 Gro
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J . - R
F-49 Food Additive and Pesticide Studies

Results of toxicological tests and experiments made on
various substances possibly found in foods. Used to
determine safety levels of these substances in food for
human consumption.

Transfer to FRC 15 years after completion of study.
Destroy 30 years after completion of study.

F-50- Pathology Project Studies

Study outline, description, objective, protocol, obser-
vations and report giving results and conclusions on the
effect of toxic compounds in foods and -additives on test
animals.

a. Final study reports:

Transfer to FRC 15 years after completion of study
Destroy 30 years after completion of study.

b. .Other material:

Destroy 10 years after completion'of'study..

F-51 | Pathological & Histopathology Laboratory Record Books

Notebooks used for referenc1ng and lndex1ng samples
worked on in course of studies.

Transfer to FRC 15 years after completion of study.
Destroy 30 years after completion of study unless
needed for further reference.

F-52 Bionetics (Contract #71-268)

Reports on bionetics studies made under contract.
Back-up material and related correspondence.

Transfer to FRC 1 year after acceptance of report
Destroy 10 years after acceptance of report.

Four coples, incinding sriginal, 20 be submilted 20 the Nadonal Mychivey 16—B0428-1 cro
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ITEM NO.. (WITH INCLUSIVE DATES OR RETENTION PERICDS) : SAMPLE OR ACTION TAKEH .-

F-53 GRAS Mohographs and Evaluations

Statements on historical use of GRAS (Generally Recog—
nized as Safe) substances and evaluation procedures.
Used as ad hoc text bock and reference. The GRAS .
project is a reevaluation with improved techniques

of chemicals previously found safe for use of foods.

a. Monographs:

Transfer to FRC on completlon. Destroy 5 years after
‘completion.

b. Laboratory'tests and scientific evaluations:
Transfer to FRC when approved or denied. Destroy .
10 years after denial or, if approved, after -

withdrawal of substance from market.

¢. Consumer comsumption data:

Destroy when new ADP primtout is available.

d. Abstract cards:

Transfer to FRC when no longer neededvforA
reference. Destroy 4 years after transfer.

F-54 GRAS Testing

Mutagenicity reports on the results and summaries of tests
made on GRAS substances under contract. .

Transfer to FRC 15 years after codpletion of test.
Destroy 30 years after completion .of test. ' : .

F—SS GRAS Review of Literature

EMIC (Envirommental Mutagen Information Center)/GRAS
lists of books and periodicals and some actual publi-
‘ications. containing references to mutagenesis .and
teratogenesis.

Transfer to FRC 10 years after completion of review.
Destroy 15 years after completion of review.

Fouxr copies, including original; 2o ke submiited fo the Maollons! Arxchives 15--59424~1 QPO .
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ITEM NO. . (WHTH INGLUSIVE DATES OR RETENTION PERIODS) . S%%ELEC?R ACTION TAKEN
F-56 | GRAS List of Contract Evaluations

Reports, evaluations, and correspondence relating to
contracts for the evaluation of the interagenicity of
GRAS compounds.

-

Transfer to FRC 5 years after completion of evaluation.
Destroy 10 years after completion of evaluation.

- F-57 " | Contract Information

Interim and final reports prepared by outside labora-
tories under contract for testlng mutagenecity in GRAS
chemicals.

Transfer to FRC 1 year after action completed Destroy
20 years after completion of action.

Foux coeies, including osiginal, 2o be submitted o the Natioaal Axoivives : C18—hesES-1 o
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sl
" Page _ L3
_FE pages

) ‘ 8. DESCRIPTION OF ITEM
ITEM NO. (WATH INCLUSIVE DATES OR RETENTION PERIODS)

9.

SAMPLE OR
JOB NO.

10. ..

ACTION TAKEN

- BUREAU OF MEDICAL DEVICES AND DIAGNOSTIC PRODUCTS

Develops FDA policy regardlng the safety, efficacy, and
labeling of medical devices and in vitro diagnostic
products.

Collects and evaluates data on significant hazards to
the public health which may be caused by the use of
medical devices and diagnostic products; develops and
recommends regulations and changes in or additonal to
FDA legislative authority necesary to protect the publlc
health,

Evaluates the safety, efficacy, and labeling of medical
devices and diagnostic products and recommends their
classification into regulatory categories.,

Conducts research and coordinates the development of
standards for appropriate categories of medical devices
and diagnostic products; publishes approved standards
rand regulations specifying good manufacturlnc practices
_in the Federal Register,

Develops, plans, coordinates, and evaluates FDA. sur~
‘veillance and compliance programs for medical devices
and diagnostic products, and initiates compliance
actions. as necessary.

Provides assistance in the handling of legal actions
on medical device and diagnostic product matters.

Operates a National Medical Device Experlence Honltorlng
System, :

Provides the Commissioner with authoritative advice on
'significant existing and anticipated problems in the
area of medical device and dlaonostlc product safety.

Develops and disseminates educational materials on
medical device and diagnostic product problems in
conjunction with the Office of the Assistant Comis-
.sioner for Public Affairs, '

Toar copies, including originai, o be smbmitted to the Natonal Axchives

GO
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ITEM NO. . (wxm INCLUSIVE DATES OR RETEMTION PERIODS) o Sﬁ%ELE &R ACTION TAKEN
K-1 Seizure Files

Copies of memos sent to General Counsel for seizure of
unsafe or ineffective medical devices or diagnostic produrts.

Destroy 1 year after action is completed unless needed
for further reference.

K-2 Recall Files

Copies of requests for recalls sent to producers and
distributors of defective medical devices or diagnostic
products and supporting material.

Destroy 1 year after action is completed unless needed
for further reference.

K-3 " | Regulatory Letter Files

- Copies.of letters to District Offices requesting issuance
of Regulatory lLetters to producers.

Destroy 1 year after action is completed unless needed
for further reference.

K~4 Assignment Log

Copies of As51gnment Memos to District Offices requestlng
inspections of certain f1rms.

Destroy 1 year after action is completed unless needed
for further reference. -

K-5 .| Establishment Inspection Reports (EIR) - Medlcal dev1ces
and diagnostic products only.

Inspection forms, summary reports, findings, recommend-
ations and related correspondence on inspections of
producers’ fac111t1es.

Transfer to AF jacket in Records Section, ACA, when
study is completed (see item A2-1).

K-6 . Regulatory Material

Weekly lists of detentions, recalls, seizures, injunctions,
and prosecutions.

Destroy 2 years after cutoff date unless needed for
further reference.

Four copinn, inclnding original, 2o be snhanittad o the Naticvsl Aschives 16—50428~1 QPO
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K-7 Regulatorz

Requests, surveys, programs, and legislation concerned
with devices and diagnostic product enforcement activ-
ities. : ’

Destroy when superseded or cancelled, or 5 years after
cutoff date. :

K-8 - Deleted
k-9 - .Litigation

Sample jackets, legal drafts, witness’ statements,
correspondence, and other trial preparation material
concerning medical device and diagnostic product
court hearings. '

a. Sample jackets and official correspondence:

Transfer to appropriate files (item 1 and AZ—l)
after completion of project.

b. Other materjal:

Destroy 1 year after completion of project or
when no longer needed for reference.

K-10 Investigation New Drugs (IND) and Néw Drug Applications.
(NDA) - medical devices and diagnostic products only

Applications from manufacturers to test and market
medical devices and diagnostic products consisting of
clinical data, test results, amendments, supplements,
labeling, promotional material, progress reports,..
adverse reactions, and related correspondence. Also,
notices of termination, withdrawal, and approval.

This project is concerned with determining the safety,
effectiveness, and accuracy of apparatus such as
electrocardiograms and blood pressure equipment used
to diagnose illness from outside the body.

Fonx copins, Iacinding ariginal, {s H» submitted fo the Notionol Arshives ) 16—60428-1  aro
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ITEM NO. (WrtH INCLUSIVE DATES OR RETENTION PERIODS) . . 5}}]’3‘;—%8‘2 ACTION TAKEN - ..
K-10 . a. Qriginal:

.

Transfer to FRC 5 years after date of last action.
Destroy when enabling legislation is repealed.

b.' Duglicate:‘

Destroy when final action is taken.
‘c. Triplicate: - ' ‘ v 1

Transfer to District Offlces when flnal action is
taken.

K-11 Form FD 2687 File

Copies of Notification of Shipmeﬁt‘bf In Vitro Diag—’
nostic Product for Investlgatlonal Use form submltted
by producers.

Transfer to FRC 5 years after cutoff date. Destroy lO
10 years after cutoff date.

K-12 Manufacturers’ Submissions

Replies from producers to requests for various items of
information concerning their products for use in devel-
oping product standards. Includes equipment diagrams,
production methods, quality controls, imstructions for
use and other data requested by the Agency to obtain
adequate information to develop safety and performance
standards.

a. Original:

Transfer to FRC when product standard is put into _ o
effect. Destroy 20 years after standard LS put : o T
into effect. S TR

b. Copies:

Destroy when no longer needed for- reference or’
transfer to otner activities.

Fonr copies, including nriginal, to be snbmiited to the Wational Arshives ) L 1B=-50428~1 (1.2



' Standard Form No. 115a : ' ‘ .
Promulgated D—l—éoiby .
Genersl Services Administration . .
The National Azchives - J_Ob No.

’

Page 1o
F"‘
_ ) . of pages.
REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Contnuation Sheet
7. 8. DESCRIPTION OF ITEM 9. 0.
ITEM NO. SAMPLE OR
: "JOB No.

(WITH INCLUSIVE DATES OR RETENTION PERIODS)

ACTION TAKEN

BUREAU OF RADIOLOGICAL HEALTH

Develops and carries out a national program designed to
control unnecessary exposures of man to and assure the
safe and efficacious use of potentially hazardous
ionizing and nonlonlzlng radlatlon. g
Conducts an electronic product radiation control program
including the development and administration of perform—
-ance standards.

Plans, coordinates, and evaluates surveillance and
compliance programs. relating to radiation exposure.

" Plans, conducts, and supports research on the health
effects of radiation exposure through contracts and
grants; and provides institutional support through
training grants.

Develops criteria, recommendations, and standards
relative to radiation use and exposure.

Develops and promotes improved procedures, techniques,
and users’ qualifications for reducing unnecessary.
radiation ‘exposure.

Provides technical and»scientific support, including
training, to other bureaus within FDA and to other
agencies having radiological health responsibilities.

Participates in development of model codes and recom-
mendations for guidance of industry and of national,

state, and local radiation-control and standard-set-—
ting agencies in order to. optimize radiation control

pfactices. ’

Maintains apprepriate liaison with other Federal, state,
and interanational agencies, with industry, and with
consumer and professional organizations.

Fowux copies, including original, 2o bo submitted to the National Archives

18—59428-1

GrO



Standard Form No. 1158 ) : ' . . . .

Promulgated 8-1-49 by . ) o Y
General Services Aummmtrmon ’ " : . Job N ?Q’
The National Aechives o : ) : obiNo, ______ . Page Q9

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

7. . 8. DESCRIPTION OF ITEM - 9. 10.

ITEM NO, (WiTH INCLUSIVE DATES OR RETENTION PERIODS) . sﬁ%’;LﬁgR | ACTION TAKEN
X-1 State Training Programs.

Reports and recommendations from Regional Training
Committees giving specific training courses needed,
‘number of persons involved, projected number of
trainees, and unique problems expected (e.g. state
law provisions) for the training of state agento

in radiological health enforcement.

Destroy 10 years after termination of program.

X-2 - College/University Contracts.

Contract copies and supporting material for training in
educational institutions in X-ray science and engineerin
and in radiological technology. :

A

NI
E=h

Destroy 1 year after termination of contract unless need
for further reference.

X-3 Radiological Health Training and Medical Applications.

Committee meetings and agendas, correspondence, progress
reports, pilot project information, training packages,
descriptions of training courses, studies and recom-
mendations, regulations, licensing material, performance
standards, studies and other material on radiological
health applications to dentistry, podiatry, chiropractryj,
and other medical fields. This file documents develop--
ments of standard training procedures for lab technicians,
paramedics, and other users of regulated equipment. Also),
efforts to have procedures adopted by state agencies,
medical schools, etc.

a. Training packages and course descriptions, and
"end product” items such as reports, on training
effectiveness and training objective standards.,

Permanent — Offer to National Archives 5 years after
termination of program.

b. Other material.

Destroy 5 years after cutoff date.

Eour conies, inciuding original, in be snbmiltad fo the National Archives - . 13—B4428~1 aro
g . a o 2 .
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Pmmu!lggtcd'&li%gxn'stratinn \g AT
eneral = 03 300517 ¢4 . ] -
ghr(;eg?atio;;;%rchives : } . Job No. Page ¥

' ) . : _ ) of pages
REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet
9. 8. DESCRIPTION OF ITEM 9. 10.
ITEM NO. (WITH INCLUSIVE DATES OR RETENTION PERIODS) 5‘%%‘@5 C?R ACTION TAKEN |
X-4 Survey Activities
Final reports and evaluations on X-ray exposure studies,
X-ray trends, the Advanced X-ray Survey, and AEC Facility
Inspections. Also, supporting material. Surveys are
conducted to determine program effectiveness, areas
needing greater attention, and effects of program imple-
mentation.
a. Final Reports..
Permanent - Offer to National Archives 10 years
after completion of survey or when no longer needed
for reference.
b. Other Material.
Destroy 10 years after completion of surveyvor
when no longer needed for reference.
X-5 Manufacturers File
Plant visit reports and background information on
makers of all regulated products.
Destroy when plant ceases operations or when documents
are no longer needed for reference.
Standards and Regulations File

Accident and incident data, dosage and exposure informa-
tion, correspondence, documentation from outside sources,
reports, position and summary statements, drafts of
standards and legislation, and related material con-
cerning radiological exposure. Also, appointments of
Agency and outside members to the Medical Radiation Advi-
sory Committee, the Technical Electronic Product Radia-
tion Safety Standards Committee and other committees
established to develop product standards and regulations.

Destroy 3 years‘after cutoff date unless needed for
further reference.

Four gopies, including original, Yo b2 submitied to the National Asehives:

15~—50428-1

GPO



General Secviees Adidinisteation ) Job No.

Do ¢ .
The Natioaal Archives F age}:/ ]
) YD
: ) of ¢ pages
REQUEST i ITY TO DISPOSE OF RECORDS—Continuation Sheet
7. . 8. DESCRIPTION OF ITE:4 ‘ e e
ITEM NO. - ) (WITH THCLUSIVE DATES OR RETINTION PERIODS) ] : S,'ESLS}&R . ACTION TAKEM -
X-7 Accidental Radiation Reports

Letters from various sources reporting alleged cases of
exposure to excessive radiation.

Dastroy 5 years after cutoff date unles: needed for
further reference.

3X}8a _ Defect Actions -

: _Correspondence concernlng electronfc products that do
CE not. comply-w1th FDA safety»standards,.

v Deatroy 5 years after cutoff date unleSQ needed for e
further actlon. ' S

Electronic Produets Corresponderice .

Incoming and outcoinO”corrﬂspondence, telephone com- .
munications, memoranda-and. other information exchanged:
with manufacturers and’ others concerning the Radia-
tion Control for Health and Safety Act of 1948 (PL:
90-602). This Act is-the enabling legislation for -
the Bureau of Radiological Health, granting authority -
to set standards and regulate preducers of p0531bly

" hazardous radlation emitting productsn;

a. Orl01nal documentsg(arranged alphabetlcally’by’ _ :
originator) Destroy: when mlcrofllm Droves- to be;;;ﬁ

“an adequate substitute.. ' SRR .

b. Mlcroform copfesﬁ(arranged alphabetlcally by. .
- manufacturer.) Transfer to FRC after 5: years
troy when 20 yearsiold. { .To be mlcrofflmed
Deleted FPMR 101 11 507(c)(l)

fRadlatlon Control Polfcy and Procedures'(a/k/a Po]xcy
‘Statements, Interpretations, and Significant Corres—

'thdence

Documents supporting the developmeat of FDA regulation
policies, and procedures for setting safety and“effectiv%*>
ness standards for radiological products. Includes advisory
-opinions. from General Counsel, minutes and reports of’ i
-meetings, conferences, and hearings. Also correspondence
with producers, trade and professional assoc¢atlons, and ;
! Federal and state agenc;eb. : »

Transfer to FRC 3 years after final action is takenf‘axﬁ%m&%Zigﬁ
7V/M ar e 74/W (l ; i

Tyt ,-,,/,1, Incindiagy original, (o b = 4.,:-'\. ted 1o the Madonal Nrelives I SOATR=Y PO




: Standard ¥orm No

9 by
teperal Services Administration )
The National Archives

Promulgated 9-1-4
Genersl Services A

. 1158

REQUEST FOR AUTHORITY TO DISPOSE OF

' ‘ Job No. __

RECORDS—Continuation Shest

8. DESCRIPTION OF ITEM

9.

10.

Microfilm copies of all exemption requests, variance
requests, initial reports, annual reports, and reports
of model changes filed by manufacturers of electronic
“products,

Transfer to FRC 5 years after final action is. completed
Destroy on repeal of enabling legislation.

-

ITEM NO (WITH INCLUSIVE DATES OR RETENTION PERIODS) SANELE OR ACTION TAKEN
o ) .
Stfer—toN= t.iuugl Arehives—en L%E)c,ul O£ \.ualJ_LLirrg“-
X~12 Electronic Products Reports
Exemption requests, variance requests, initial and
‘annual reports, and reports of model changes filed
by manufacturers of electronic products pursuant
to the Radiation Control for Health and Safety Act.
a. Exemption Requests.
Transfer to FRC 1 year after termination of
action. Destroy 5 years after transfer.
b. Initial Reports.
Transfer to FRC 1 year after final review is
completed and no further '‘action is required.
Destroy 7 years after transfer.
c. Annual Reports and Reports of Model Changeé.
Transfer to FRC 1 year after final review is
completed and no further action is required.
~ Destroy 7 years after transfer.
} d. Variance Requests.
A .
Transfer to FRC 1 year after expiration of variance
or termination of action. Destroy 5 years after transfer,
X-13 Electronic Products Microfiche Report File

Four copies, including original, 2o e submitted fo the Nadional Archivas

18504251 aro



 *The National Archives

. .
Page A,Zé.._
ot ZL] pages

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet.

Standard Yorm XNo. 11i5a : .
Promulgated 9-1-49 by . .
‘General Services Administration ) . Job No.

7. 8. DESCRIPTION OF ITEM L 9. 10.
ITEM NO. (WITH INCLUSIVE DATES OR RETENTION PERIODS) 5‘%‘;’—5&‘* | ACTION TAKEN
X-14 Compliance Case Files

Compliance actions, defect rulings, corrective action
! plans, reports of accidental radiation occurrence, and
supporting documents and materials. ’

Transfer to FRC 5 years after completion of final action.
Destroy on repeal of enabling legislation.

- X-15 Field Survey Forms

Reports (forms FD 2783 2786 and 2536) resultlng from fleld"&iw
inspections of regulated products. .

Transfer to FRC 2 years after date of receipt or. termina--
tion of action, whichever is later. Destroy 6 years
after date of receipt or termination of action, whichever
is later.

~X-16 _ Assembler Certification Forms

Forms FD 2579 on which a,diagnosfic X-ray installation
 is reported and certified by the installer (assembler).

Transfer to FRC 1 year after date of receipt. - Destroy
6 years after date of receipt. :

Fonr copies, incinding oviginal, to be swhmitted fa the National Archives ) 16—59428-1 seo
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of

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

3

pages

7. :
ITEM NO.

8. DESCRIPTION OF ITEM
(WITH INCLUSIVE DATES OR RETENTION PERIODS)

9.

‘SAMPLE OR
JOB NO.

10.

ACTION TAKEN

BUREAU OF VETERINARY MEDICINE

Develops and recommends the veterinary medical policy
of the Food and Drug Administration with respect to the
safety and efficacy of veterinary preparations and
devices., ' ‘ :

Fvaluates proposed use of veterinary preparatlons for
animal safety and efflcacy.

Coordinates the veterinary medical aspects of the FDA
inspection and investigational programs and provides

veterinary medical opinion in drug hearings and court
cases.

Plans, directs, and evaluates FDA’s surveillance and
compliance programs relating to veterinary drugs and
other veterinary medical matters.

Veterinary Investigative New Animal Drugs (VIND) -and
New Animal Drug Applications (NADA) including Medicated

Feeds, Dosages, Pre-mixes, Master Files and Antibiotics

("65/55") .

Applications from producers to test and market animal.
drugs and medicated feeds consisting of clinical dataj

amendments; supplements; labeling; promotional material;

progress reports; adverse reactions; notices of termi-
nation, withdrawal, and approval; FDA evaluations and
recommendations; acknowledgenents and related corres—
pondence and data.

Original.

Transfer to FRC 5 years after date of last action.
Destroy when enabling legislation is repealed.

Duplicate.

Transfer to District Office when final action taken.

Triplicate. .

Destroy when action completed.

Four copias, including original, to be snhmitted 1o the National Archives

15—59428-1

. GPO



Standhrd Form No. 115a

Promulgated 8-1-10 by “ y . i ‘7‘
General Services Administration . - . . bN .
The National Archives Job No. Pao-e

’ . of _i____ pages

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-—Conﬁnuﬁﬁon Sheet

7. : ‘ 8. DESCRIPTION OF ITEM ' e d Y
ITEM NO. (VATH INCLUSIVE DATES OR RETENTION PERIODS) ) : -’ﬁ%‘%’-ﬁém ACTION TAKEN - -
V-2 Charge and History Cards

Form FD 1702 for each VIND and NADA showing receipt of
documents and action taken.

Destroy when enabling legislation is repealed.

V-3 Distributor Cards

Form FD 1702 listing all distributors of each drug and
drug component.

Destroy when superseded or no longer needed for reference
V-4 , Labels

Additional copies_of labels, inserts, and promotional -
material for each approved drug and feed additive.

Destroy when product is withdrawn from the market or no
longer needed for reference. :

V-5 ‘ Recalls

Documents relating to the recall of unsafe, 1neffectlve,
unapproved, mislabeled, or adulterated animal drugs and
medicated feeds. Includes requests for recall action -
with explanations, extent of recalls (wholesale or
retail level), recommendations to approve results,
approvals or denials, and effectiveness of results of
the approved actions.

a. Closed recalls.

Transfer to FRC 3 years after action completed.
‘Destroy 10 years after action completed.

b. Open recalls.

Transfer - to Administrative File (AF) Jacket 3 years
- after action completed.

V-6 ' Draft Regulations

Drafts of regulations concerning approval of animal
drugs and feeds, changes, and clearances.

Destroy 5 years after publication of regulation.

Poux copies, including original, to ke submitied 2o the Hallenol Hrchives ’ ) 15—58428~1 aro



: (S‘t,a.n(hird Form No. 1isa . _ e Lo o
Yromulgated 0-1-49 by ‘ : 7;’
Genernl Services Administration: . o " Job N v
The Nationel Archives . Job No. : Page

) ‘of Z/-f} pages '
'REQUEST FOR I—'&’GTHORIT‘Z TO DISPOSE OF RECORDS—Contnuation Sheet
7. . 8. DESCRIPTION OF ITEM 9. 0.,
ITEM NO. (WITH INCLUSIVE DATES OR RETENTION PERIODS). SAMPLE OR ACTION TAKEN

JOB NO.

. V-7 Specific Drug and Industry File

Copies of correspondence replying to producers; in-
gquiries on drugs and feeds, regulations and studies.

Destroy 4 years after cutoff date.-
V-8 Guidelines

Procedures developed by the Bureau explaining and
clarifying regulations for submission of applications.

Destroy when superseded by new guide.

V-9 Investigations

Reports from District Offices on investigations of
finding heavy metals, pesticides, and other harmful
residues in animal feeds.

Destroy 2 years after cutoff date unless needed for
further reference. '

v-10 Investigation Summaries

Summary sheets of investigation reports described
above (V-9) and correspondence with investigators.

Destfoy 2 years after cutoff date unless needed for
further reference.

“V-11 Industry Items

Mailing lists andvprocedures for distributing Animal
Drug Memos and BMV Memos to industry.

Destroy when superseded.

v-12 Special Project (Salmonella)

Correspondence, working papers, committee minutes,
reports, and other data on control of salmonella.

Four copies, including oxiginal, ¥ he submitied to the National Arxchives . 16004281 G0



The N atxoum Archives

' Standard Form No. 115a L . ] ) _ "
FPrommlgated 9-1-49 by ) ) iy
General Services Adreinistration . ‘ o ) Job No. Ps.g, ¥

REQUEST FOR AUTHORITY TO DISPOSE OF RBGORDS——Conﬁnuuﬁon Sheet.

7.0 ’ ‘ 8. DESCRIPTION OF ITEM c o 0.
1TEM NO. (WiTH INCLUSIVE DATES OR RETENTION PERIODS) o SAMPLE OR ACTION TAKEN
V-12 a. Final report.
(Con’t)

Permanent.
Transfer to FRC 5 years after completion of
project. Offer to National Archives 20 years

after completion.

b. Other material,

"Destroy 1 year after completion of project.

v-13 Pesticide File
Comments and opinions forwarded to Environmental Pro-
tection Agency on applications to market drugs and

pesticides.

Destroy when superseded by later comments and opinious.

V=14 Adverse Drug Reactions

Reports received from public, Bureau Analyses, and
recommendations.

Transfer to appropriate NADA jacket when action completed;

V-15 Adverse Drug Reaction Cards

Abstracts of Drug Reaction Reports.

Destroy 1 year after cutoff date or when no longer needed
for reference, whichever is later. :

V-16 Drug Experience Reports

Reports from producers on labeling, manufacturlng,
production, and cllnlcal studies.

Transfer to appropriate WADA jacket when act.lon. is
completed.

V-17 Intermural Projects

Protocols, lab notebooks, EKG and other machine trac1ngs
quarterly and semi-annual reports, project correspon-
dence, and final manuscripts oa tests and evaluations

. Fowux copies, including originagl, in he submilied fo the Watonal Awckives : 10—34428-1  ‘Gro



Standard Yorm No. 115a ’ : } )
Promuigated 9—1—401by ; . ) . ?7
General Services Administration L . b N

The National Archives : ) . JobNo. ____ __~  'Page —
' V ' of 7 pages

P‘:'OU'EST FOR AUTHORITY TO DISPOSE OF R"“‘COPDS—Vonhﬂuahon Sheei

7. 8. DESCRIPTION OF ITEM : S 9 10.
ITEM NO. (WITH INCLUSIVE DATES OR RETENTION PERIODS) . 5@*321—5 C?.R ACTION TAKEN
v-17 of animal drugs done by the Agency. Projects include
(Con"t) | evaluating the effects on animal metabolisms of drugs

done in vivo, liver contamination by DES, and others
done in support of NADA reviews.

a. All original material.

_Trénsfer to FRC 5 years after completion of
project. Destroy 20 years after completions

b. Copies.

Destroy 1 year after completion of project
unless needed for further reference.

V-18 ' Contract (Extramural) Projects

Contract copies, invoices, reports, correspondence,
research papers and final manuscripts on tests and
evaluations of chemicals done under contract with
university labs din support. of NADA reviews. Includes -
projects on T-Z toxims, cooking residues, and other
substances which cannot be done inhouse,

“a.  All original material.

Transfer to FRC Svyears after completion. of
project. Destroy 20 years after completion.

b. Copies.

Destroy 1 year after completion of project
unless needed for further reference.

v-19 Colony Files
' Data on the effects of Substanceé on test animals.

Transfer to FRC 10 years after completion of test
Destroy 20 years after completion.

Fonx wopies, iacinding ovginsl, io be submilizd to the Nadsnd Berthives ) 16—~59428-1 Gro
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' REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

7.
ITEM NO.

8. DESCRIPTION OF ITEM
(WiTH INCLUSIVE DATES OR RETENTION PERIOTS)

9.
"SAMPLE OR
JOB NO.

10.

ACTION TAKEN

EXECUTIVE DIRECTOR OF REGIONAL OPERATION

Executes direct line authority over all FDA field
operations; develops, issues, approves, or clears
proposals and instructions affecting field activities;
serves as the central point within FDA through which
Headquarters offices obtain field support services.

Provides direction and counsel to Regional Food and
Drug Directors -in the implementation of policies and
operational guidelines which form the framework for
management of FDA field activities.

Establishes FDA’s field compliance and enforcement -
posture, based .on Agency policy.

Develops and/or recommends to the Commissionmer policy,
programs, and plans for activities between FDA and
State and local agencies; administers the Agency’s
overall Federal-State program and policy; coordinates
the program aspects of FDA contracts with State and
local counterpart agencies.

Evaluates the overall management and capabilities of
FDA’s field organization; initiates action to improve
the management of field activities and coordinates the
formulation and management of career development plans.

Implements nationwide information storage and retrieval
systems for data originating in field offices.

Develops and/or recommends to the Commissioner policy
programs, and plans for applied research which relates
to DA enforcement problems and which will be conducted
by field installations; coordinates such research ef-
forts with concerned bureaus and the Office of Science.

Provides other FDA components with laboratory support it
various highly specialized areas.

Recommends. priorities for all field construction, repairn,

improvement, and renovation and recommends short- and
long-range field facility utilization plans.

Operates FDA emergency preparedness and civil defense
programs. o :

Fonr vopies, including originul, to be submitied to the Notlenal Bxchives

1B U428~1

. ceo
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REQUEST FOR AUTHIORITY TO DISPOSE OF RECORPS—ConHnucton Shest :

4 €. DESCRIPTION OF ITEM _ - 10.
ITEM NO. (VATH INCLUSIVE DATES OR RETENTION PERIODS) S’f,“égl-sooq ACTION TAKEN
0-1 : Comprehensive Iunspection of Chronic Violators {(CICV).

Background data, compliance action plamns, reports, and
correspondence on firms that are frequent violators of
FDA regulations.

Destroy
Rmmgnwxﬁiimm ﬂmnakmm‘gx3 years after
cutoff date.

0-2 .| Import Detention-Notices

: - | Detention notices, hearing documents (including lab
' work sheets),'andeReleése or Referral Notices.

Transfer to FRC 3 years after issuance of Release or
Refusal Notlce, Destroy 8 years after issuance. .

0-3 - | Commercial Detention Lists

Monthly lists of products detained by FDA for pOSSlble
v:olatlon.

a. Original list.

Destroy 10 years after issuance.
b. Copies.
Destroy 3 years after issuance.’

Import Alerts and Circulars

T
&~

Notifications Sent to field offices advising of 1mporta—'
tion of violative products. .

2. Original notifications.

Destroy 10 yeafs after issuance.

b. Copies.

Destroy 3 years after issuance.

Tous ropies, ingluding exiginal, 10 he sabmitled 20 the Nallonal Mrehizoz . : 16342281 5R0
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The National-Archives

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

Page 2+

of _Q[]_ pages

glr\

7.

8. DESCRIPTION OF ITEM

9.

10.

lTEn.d NO. (WITH INCLUSIVE DATES OR RETENTION PZRIODS) S#:%SLE ng ACTlOI} TAKEN
0-5 Import Detention Lists.
Lists of detained violative products.
a. Original lists.
Destroy 10 years after issuance.
b. Copies.
Destroy 3 years‘after issuancén
0-6 Recall File.
Recommendations for recall of violative produéts from
the market, notifications of recall actions taken,
concurrences, effectiveness checks, distribution infor-
" mation, and recall summaries.
Destroy 3 years after recall action is completed.
0~7 Emergency Operations.
Reports received of injuries caused by products and
product complaints.
Destroy 3 years after final action taken.
0-8 Action Plans.
Plans developed by field offices for allocating
resources to achieve increased and improved
surveillance of products and their producers
used internally by the Executive Director of
Regional Operations.
Destroy 10 years after firm is in compliance{
0-9 Radiation Inventory.

Reports from:state agencies on costs, equipment,
and personnel involved with radiation programs.

Destroy 10 years after recelpt unless needed for
further reference.

Fonx oopizs, including original, o be submitted to the Natonal Bxchives

18—-50428-1

GPOo
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The National Archives

Page
of

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—'—Conﬁnuaﬁon. Sheet

gl

/_pages

7.
| ITEM NO.

8. DESCRIPTION OF ITEM
(WVITH INCLUSIVE DATES OR RETENTION PERIODS)

9

SAMPLE OR
" JOB NO.

10. .

ACTION TAKEN

0~-10

0-11

0-12

Quality Assurance.

Inspection reports and other investigational activity
records for the Quality Assurance Group used to monitor
the effectiveness of inspections of regulated firms and
of other field office activities.

a. JInspection reports.

Transfer to appropriate Administrative File (AF)
jacket 2 years after action has been completed.

~

b. Other material.

Destroy 2 years after 'action has been completed.

Foreign Inspection Program.

Correspondence, inspection reports, drug information, an
related data on firms importing drugs into this country.

Destroy 5 years after approval unless needed for furthey
reference.

Project IDEA.

Final reports, clearances, and related correspondence:
with field offices on tryouts of new programs and
procedures. The project is concerned with testing and
evaluating worthwhile recommendations for improving
field office procedures.

Destroy 1 year after completion of pfojeét unless
needed for further reference.

Project IDFA Inspection/Analytical Reports.

Inspection and analytical reports from field offices as
part of pilot studies under project IDEA.

Destroy 3 years after publication of final report.

Fowr vopias, incinding original, ia he submitted to the Nalional Srchives

16——50428~)

GrO
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The Natjonal Archives
' of 72 pages

REQUEST YOR AUTHCRITY TO DISPOSE. OF RECORDS——Conﬁnu&ﬁon Sheet

ST : : 8. DESCRIPTION OF ITEM . ' : ;9 10,
ITEM NO. (WATH TNCLUSIVE DATES OR RETENTION PERIODS) . SAMPLE OR ACTION TAKEN
; i JOB NO. \
0-14 Program Oriented Data System (PODS)

ADP file of inspections made, samples analyzed,.
enforcement activities, establishments and products
involved, and other field activities. Used to measure
program effectiveness and indicate problem areas.

Destroy when superseded or no longer needed for
reference.

0-15 Consultants’ Files
Interim and final feports, comments, correspondence and
supporting material for a management consultant study of

EDRO operations prepared by Booz-Allen-Hamilton.

Destroy 5 years after termination of contract unless
needed for further reference.

0-16 ‘Commissioning Files

Correspondence, personal history statements, and approv-
als pertaining to the commissioning of state officials
to enforce FDA regulations.

Destroy 10 years after commission is revoked,

0-17 - State Contracts

Contracts and related correspondence with state agencies
for enforcement of FDA regulations. :

Destroy 5 years after revocation of contract.

0-18 Salmonella Reports

Weekly reports from field offices giving the number,
category, etc., of food samples examined for traces
of salmonella poisoning and the results of the
examinations. Also summaries of these reports _
prepared at headquarters. Used to determine extent
and patterns of salmonella poisoning.

Transfer to FRC 3 years after cutoff date. Destroy'
6 years after cutoff date.

Fomr eopiryg, ncluding oxiginal, io he snbmitted io the Notionol Axchives 15—BHA25~1 cro



' ‘Stendsrd Form No. 1158 : . . : S '
Promulzated 9-1-40 by ‘ : : N
- (eneral Services Administration . g g
The National Archives ] Job No. e Page hd
‘ ) ) ‘ of o pages

REQUEST 'OR AUTHORITY TO DiSPOSE ox RECORDS“Conﬁnuaﬁor; Sheet

7. ' o 8. DESCRIPTION OF ITEM 9. 0.
ITEM NO. (VHTH INCLUSIVE DATES OR RETENTION PERIODS). Slﬁ!‘égLFOC'R ACTION TAKEN
NO. .
0-19 Consumer Complaints

Coples of forms FD 2516 and 2516a prepared by field
offices on reports of adverse reactions received’

from the public, medical community and state agencies.
Includes complaint letters from consumers. - Also
follow-up reports on action taken and related
correspondence. Use to pinpoint problem areas

and for reference.

Transfer to FRC 3 years after cutoff date. Destroy
6 years after cutoff date. '

0-20 | Government-~Wide Quality Assurance Files

Comments by FDA inspectors visiting firms selling drugs
to Defense Department regarding their adherence to

Good Manufacturing Procedures (GMP). Used to determine
firm“s ability to produce adequate quantities of

pure and efficacous drugs (firm profiles).

Transfer to Administrative File (A2-1) after completion
of review and any necessary action taken. .

0-21 Civil Defense

Plans, reports, instructions, and correspondence
on relocation, evacuation, and security.

Destroy when superseded or no longer needed for
reference.

Frur coniag, incinding origingl, fo he spbmitted fo the Naltiounl flxchives . . iSBPASK-1 oro
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10.
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NATTONAL CENTER FOR TOXICOLOGICAL RESEARCH

Conducts research programs to study the biological
effects of potentially toxic chemical substances found
in man’s environment, emphasizing the determination of
the adverse health effects resulting from long-term,
low-level exposure to chemical toxicants; the determinat
of the basic biological processes for chemical toxicants
in animal organisms, the development of improved method-
ology and test protocols for evaluating the safety of
chemical toxicants; and the development of data that
will facilitate the extrapolation of toxicological data
from laboratory animals to man.

Conducts such additional research programs as may make
appropriate use of facilities and expertise of the Cente
and contribute to its overall scientific capability.

Develops, as a national resource, Center programs in
close cooperation with other agencies such as ‘the
National Institutes of Health and the Department of
Agriculture.

Operates with the advise of a Policy Board, consisting
of members appointed by the Secretary of Health,
Education, and Welfare and by the Administrator,
Environmental Protection Agency. The Policy Board
recommends program prioritiés, reviews program and
research results, reviews budget requirements and '
allotments, recommends management policies, reviews
qualifications of applicants for key positions, and
advises agency heads on matters concerning the Center.

ion
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HFH1-1 Protocols.

Proposals to conduct various experiments containing
outline of experiment, objectives, rationale, format,
time frames, methodology, resources needed, and '
expected results.

a. Approved protocols.
‘Destroy 5 years after completion of experiment.

b. Disapproved protocols.

Destroy 5 years after disapproval.

HFHI-2 Raw Data.

Findings on tests for pathogens in bacteria, mold, and
in samples of animals and air. Includes weekly reports

on the findings.

a, Specific pathogen free animal tests.

Destroy when no longer needed for research purposes.

b. Quarantined animal tests.

Destroy when vendor goes out of business.
c. All others.
Destroy when final report (item 21) is issued.

HFH1-3 Experimental Data

Laboratory notebooks and other documents containing
assays, observations, and scientific or technical raw
data on various experiments,

a. I1f experiment results published.

Destroy 1 year after date of publication.

b. If not published.

Destroy when no longer needed for research purposes
with a maximum of 5 years.

Fonr ropies, including oxiginal, o bo submilled to the Noltional Arthives 15—-59425~1 aro
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HFH1-4 Breeding Information System (manual) .

Data on genealogy, productivity, number and size of
litters, intervals between litters, weight, food
consumption, and abnormalities of test animal entered
in log books. :

a. Breeding.animal data.

Destroy after 5 years.

'b. Experimental animal data.
Destroy when no longer needed for research purposes] . .

Note: These records may also be destroyed when the|BIS
file (Item 12) is proven reliable. :

“HFH1-5 Experimental Data Collection.

Log books indicating which test animals have been as-
signed to which experiment.

Destroy when no longer needed for research purposes or
reliability of BIS file is proven. '

HFH1-6 Allocation System.

Log books giving data detailing what animal colonies
were assigned to which experiment, combining informa-
tion in the Breeding Information System (item 4) and
Experimental Data Collection (item 5).

a. Breeding animal data.
Destroy after 5 years.

b. Experimental animal data.

Destroy when no longer needed for research purposes).

Note: These records may also be destroyed when the
BIS file (item 2) is proven reliable.
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HFH1-7 Gross aud Microscopic Pathology Reports

Mark-sense forms containing raw data on experiment ob-
servations to be entered on magnetic tape reels.

Destroy 1 year after completion of experiment unless
needed for further research or reference purposes.

HFH1~-8 Tissue Slides and Blocks

Glass slides and paraffin blocks containing organs of
sacrificed animals used for microscopic examination.
. cL L4 )

Destroy when no longer needed for research purposes.

HFH1-9 Environmental Files

Data on results of periodic testing of "clean" areas
_for possible contamination. Used to document health~
fulnesq of work area.

Transfer to FDA Safcty Officer after 1 year. Destroy

when no longer needed for reference.

-HFH1-10 Environment Monitoring System (JC-80X10)

Data on temperature, humidity, and other laboratory
‘conditions entered daily on magnetic tapes.

Destroy after 5 weeks and when data entered on summary
tapes (item 11).

HFHI-11 | Monthly EMS Summaries (JC-80110)

Summarles of data on Enviromment Monltorlng System tapes
(item 10) entered on magnetic tapes.

Destroy 5 years after completlon of all experiments on
tape reel.

HFH1-12 Breeding Information System (B-12X0) .

Genealogical history and transactions of test animals used
used in various experiments euntered daily on magnetic tape.

Destroy after 5 weeks .and when data entered on summary
tapes (Ltem 13).

Pour vopies, intluding origingl, fo be submited 1o the Matons] drebives 13—39428-1  Gro
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HFH1-13 | Monthly BIS Summaries (B-120H0).

Summaries of data on Breeding Informatlon System tapes
(item 12) entered on magnetlc tapes. :

Destroy when no longer needed for research purposes.

HFH1-14 | Experiment Information System (E-L110HO).

Data on gross observations such as changes in weight,
tumor growth, appearance; and feed and water given to
' animals undergoing tests entered daily on magnetlc tape.

Destroy after 5 weeks and when data entered on summary
tapes. (See item 15)

HFH1-15 | Monthly EIS Summaries (E-110HQ).

Summaries of data on Experiment Information System tapes
(item 14) entered on magnetic tapes.

Destroy when no longer needed for reference purposes.'

HFH1-16 . Pathological Information Sysiem (P-110X0).

Data regarding pathological observations of test anlmals
~entered as needed on magnetlc tapes.

Destroy after 14 days and when data entered on summary
tapes (item 17).

"HFH1-17 | Monthly PIS Summaries (P-200H0).

Summaries of Pathological Information System tapes (item
16) entered on magnetic tapes.

Destroy when no longer needed for research purposes.

HFH1-18 | Correction Tapes (B-141X0).

UDdates and corrections made to. BIG qVqtem tapes - !
(item 12):

Destroy after 5 weeks and when data entered on summary
tapes (item 13).

HFHI-19 Monthlthorrection Tape Summaries (BL4OHO) .

Summaries of Correction Tapes (item 18) entered on
magnectic tapes.

Destroy when no longer needed for research purposes.

Fonr copies, including oarxiginal, o be submitted lo the Nalonal Axchives 18—59428-1 GPO
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HFH1-20 ADP Printout files.

Hard page copies of data contained in magnetic tape
files (items 10-19). '

Destroy on completion of experiment or when no longer
needed for reference.

HFH1-21 Manuscripts/Publications.

Final reports on findings and results of various experi-|"

ments with key supportlno data in summary form such as
assays, observations, ‘methodology, etc. May also contain
conclu31ons and recommendations.

Permanent — Offer original (official) copy to Natlirnaal
Archives 20 years after issuance. Destroy other copies

when no longer needed.

HFH1—22 Monthly and Periodic Status Reports.

Summaries of memoranda from project and. experiment
leaders giving findings and results of various exper=-
iments. Also, advise as to status of work in process
and work completed.

Destroy after 5 years unless needed for further referenge.

HFH1-23 | Program Planning and Evaluation files.

Copies of Monthly Status Reports, Quarterly Reports,
Annual Reports, Quarterly EPA Reports, and feeder
reports from NCTR activities. Reports contain high-
lights of accomplishments and events at NCTR in
narrative format.

Destroy 1 year after submission of report unless needed
for further refereuce.

HFH1-24 Engineering Plans.

Diagrams of buildings and facilities occupied by NCTR
showing plumbing, wiring, etc.

Destroy or return to Corps of Engineers when superseded
building is demolished, or no longer ueeded by NCTR.

Foux sopiss, including eriginal, to bo submitied to the Natisnal Archives . 16~53425~1  GpO
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CINCINNATI TRAINING FACILITY

Develops and directs a wide range of training and
‘educational programs conducted by FDA for other Federal,
State, and local personnel.

Maintains an awareness of new developments in all FDA
program areas and relates such developments to corres—
ponding training needs of State and local personnel,

Participate in or coordinates the conduct of training
courses or education workshops within the Regions.,

Develops or coordinates the development of manuals,
course materials, publications, and audiovisual

aids needed for the effective conduct of classroom,
correspondence, and on~the-job training programs;

s facilities appropriate to the needs of these
trainizg operations.

Serves as the focal point of coordination of the Agency's
Federal-State training program,

H2~1 'Training Files

Names of attendees and instructors, travel documents,
critiques, and miscellaneous correpondence and material
relating to courses conducted by the Cincinnati Training
Fac1llty, EDRO.

Destroy 5 years after completion of course,

Toax sopiag, incinding oxlginal, to be culhmitted to the Natonul Hrchiven 16—50428~1 aro





