NOTICE - SOME ITEMS SUPERSEDED OR OBSOLETE

Schedule Number: NC1-088-78-01

Some items in this schedule are either obsolete or have been superseded by new
NARA approved records schedules. This information is accurate as of: 4/4/2023

ACTIVE ITEMS
These items, unless subsequently superseded, may be used by the agency to

disposition records. It is the responsibility of the user to verify the items are still
active.

Items 8b, E1, C1, 15b/c, 18b/c, Ala, A2-7 thru A2-9, A3-3c, A3-5¢, A4-1 thru A4-6, X2, H2-1 remain
active

SUPERSEDED AND OBSOLETE ITEMS

The remaining items on this schedule may no longer be used to disposition records.
They are superseded, obsolete, filing instructions, non-records, or were lined off and
not approved at the time of scheduling. References to more recent schedules are
provided below as a courtesy. Some items listed here may have been previously
annotated on the schedule itself.

Items 2, 5, 7b, 8D, 15b, 18b/c are non-records

Item 1a is superseded by N1-088-09-008 #2.1

Item 1D is superseded by N1-088-07-002 #3.2

Item L1 is superseded by N1-088-04-002 #6 (media neutral)
Item L2 is superseded by N1-088-04-002 #5.1, 5.2
Items L3-L6 is superseded by N1-088-04-002 #7

Item C2 is superseded by N1-088-04-005 #11

Item C3 is superseded by C3-1-12: N1-088-04-002 #11
Item S2 is superseded by N1-088-05-001 #1

Item G1 is superseded by DAA-GRS-2013-0007-0001
Items 11 and 12 is superseded by N1-088-04-004 #1
Item 13 is superseded by N1-088-04-004 #2

Item 14 is superseded by N1-088-04-004 #3
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NOTICE - SOME ITEMS SUPERSEDED OR OBSOLETE

Item 16 is supersded by N1-088-05-002 #2

Item 17 is superseded by N1-088-04-004 #4

Item A2-1 is superseded by N1-088-09-001 #1.1.1-1.1.3

Item A2-2 is superseded by N1-088-05-001 #6

Item A2-3 is superseded by N1-088-09-001 #1.1.1-1.1.3

Item A2-5a is superseded by N1-088-09-001 #3, 10, 24

Item A2-5D is superseded by N1-088-03-003 #1

Items A3-1, A3-2, A3-4, A3-5a/b, A3-6 is superseded by N1-088-07-002 #3.2
Item A4-7 is superseded by GRS 1 #29 (DAA-GRS-2016-0014-0001)

Item A4-8 is superseded by N1-088-08-003 #1.2.3

Item A5-1a is superseded by N1-088-04-003 #4.1

Item A5-1D is superseded by N1-088-04-003 #4.2

Item A5-2 is superseded by N1-088-04-003 #5

Items B1-3, B5, B8, B12 is superseded by N1-088-96-003 #B1-B3, B5, B8, B12
Item B4a is superseded by N1-088-03-005 #1A

Item B4b is superseded by N1-088-03-005 #1B, 6, 9

Item B6 is superseded by N1-088-03-005 #B6

Item B7 is superseded by N1-088-03-005 #3A

Item B9 is superseded by N1-088-03-005 #4

Item B10 is superseded by N1-088-03-005 #5-1

Item Blla is superseded by N1-088-03-005 #6A

Item B11b is superseded by N1-088-03-005 #6B

Item B13 is superseded by N1-088-03-005 #7

Item B14 is superseded by N1-088-03-005 #8

Items D2, D11, D13, D25 is superseded by N1-088-03-005 #D2, D11, D13
Item D1 is superseded by NC1-088-83-005 #D1

Item D3 is superseded by N1-088-05-002 #1
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NOTICE - SOME ITEMS SUPERSEDED OR OBSOLETE

Item D4 is superseded by N1-088-09-001 #1.1.1, 1.1.2, 1.1.3
Item D5a is superseded by N1-088-08-002 #1.2.1, 1.2.2

Item D5b is superseded by N1-088-08-002 #1.2.1, 1.2.2

Item D5c is superseded by N1-088-08-002 #1.5

Item D6a is superseded by N1-088-08-002 #2.1

Item D6b is superseded by N1-088-87-001 #2

Item D7 is superseded by N1-088-05-002 #3

Items D12, D14 is superseded by N1-088-83-005 #D12, D14
Item D17 is superseded by N1-088-05-001 #6

Item D18 is superseded by N1-088-09-001 #1.1.1,1.1.2, 1.1.3
Items D20-D24 is superseded by NC1-088-83-005 #D20-D24
Item D26 is superseded by N1-088-87-001 #1

Item D28b-d is superseded by NC1-088-83-005 #D28b-d
Item F1 is superseded by N1-088-07-002 #3.2

Item F2 is superseded by N1-088-09-006 #1.3.2

Item F3 is superseded by N1-088-09-006 #1.3.2

Item F4 is superseded by N1-088-09-006 #2

Item F4 is superseded by N1-088-09-006 #2

Item F5 is superseded by NC1-088-84-03 #4

Item F6 is superseded by N1-088-09-006 #1.3.2

Item F7 is superseded by N1-088-09-006 #1.3.2

Item F9 is superseded by N1-088-09-006 #4.1

Item F10 is superseded by N1-088-09-006 #1.3.2

Item F11 is superseded by N1-088-09-006 #1.3.2

Items F12, F13 is superseded by N1-088-09-005 #1.1

Item F14 is superseded by N1-088-09-005 #1.5

Item F15 is superseded by N1-088-09-006 #5.2

NOTICE - SOME ITEMS SUPERSEDED OR OBSOLETE
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NOTICE - SOME ITEMS SUPERSEDED OR OBSOLETE

Item F22 is superseded by N1-088-05-001 #6

Items F24, F27, F31 Deleted

Item F25 is superseded by N1-088-07-002 #5.2

Item F39 is superseded by NC1-088-84-03 #9

Items F53, F55 is superseded by N1-088-09-005 #1.2.2

Items K1-4, K6-K10 is superseded by NC1-088-83-005 #K1-K4, K6-10
Item K5 is superseded by NC1-088-83-005 #K5

Item K12 is superseded by NC1-088-83-005 #K12

Item X1 is superseded by N1-088-08-003 #1.1.2

Item X3 is superseded by N1-088-08-003 #1.1.1, 1.1.2

Item X6 is superseded by N1-088-07-002 #4

Item X7 is superseded by N1-088-09-001 #1.1.1-1.1.3

Item X8 is superseded by N1-088-08-001 #6.2.2.1, 6.2.2.2
Item X9 is superseded by N1-088-08-001 #6.2.1

Item X10 Deleted

Item X11 is superseded by N1-088-07-002 #1.2

Item X12 is superseded by N1-088-08-001 #6.1

Item X13 is superseded by NC1-088-83-004 #X13

Item X14 is superseded by N1-088-09-001 #1.1.1,1.1.2, 1.1.3
Item X15 is superseded by N1-088-08-001 #6.3

Item X16 is superseded by N1-088-08-001 #6.4.3

Item V1 is superseded by N1-088-09-004 #2

Item V4 is superseded by N1-088-09-004 #2.3.1, 2.3.2, 2.3.4,2.3.5,4.1
Item V5 is superseded by N1-088-05-001 #6.1

Item V7 is superseded by N1-088-09-004 #1.3.2.1

Items V14, V16 is superseded by N1-088-09-004 #4.1

Item O4a is superseded by N1-088-09-003 #2.2.1

NOTICE - SOME ITEMS SUPERSEDED OR OBSOLETE
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NOTICE - SOME ITEMS SUPERSEDED OR OBSOLETE

Item O5b is superseded by N1-088-09-003 #2.3

Item OG6 is superseded by N1-088-05-001 #6

Item O11 is superseded by N1-088-09-001 #1.5

Item O16 is superseded by N1-088-09-002 #2.1.1

Item O17 is superseded by N1-088-09-002 #2.2

Item HFHI-1 is superseded by N1-088-07-001 #2.2.1, 2.2.2, 2.2.3

Item HFHI-2 is superseded by N1-088-07-001 #2.3

Item HFHI-3 is superseded by N1-088-07-001 #2.4.1, 2.4.2

Items HFHI-4 thru HFHI-7 is superseded by N1-088-07-001 #3.2.1, 3.2.2
Item HFHI-8 is superseded by N1-088-07-001 #2.5

Item HFHI-9 is superseded by N1-088-07-001 #5.3

Item HFHI-10 is superseded by N1-088-07-001 #3.2.1, 3.2.2; N1-088-07-001 #5.3
Items HFHI-11 thru HFHI-20 is superseded by N1-088-07-001 #3.2.1, 3.2.2
Items HFHI-21 is superseded by N1-088-07-001 #2.1

Items HFHI-22 is superseded by N1-088-07-001 #1.3

Items HFHI-23 is superseded by N1-088-07-001 #1.3; N1-088-07-001 #1.4

NOTICE - SOME ITEMS SUPERSEDED OR OBSOLETE

As of 4/4/2023 NC1-088-78-01



. ¢ * L
) 5’;) \RE ®  LEAVE BLANK
REQUEST W AU_THORlTY . oATE PEIVED
TO DISPOSE OF RECORDS : : 8 ocT 1977
(See Instructions on Revérse)
TO: GENERAL SERVICES ADMINISTRATION . NCi g8

NATIONAL ARCHIVES AND RECORDS SERVICE, WASHINGTON, DC 20408

108 NO.

78 1

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 Edllcation,_and Welfara posal request, including amcndments,
2. MAJOR SUBDIVISION -

Public Health Service
3. MINOR SUBDIVISION

Food and Drug Administration
4. NAME OF PERSON WITH WHOM TO CONFER 5. TEL. EXT

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

is approved except for
‘‘disposal not approved'’

or “‘with-

I hereby certity 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 reeded for the business of this agency or will not be needed after the retention periods specified.

: /QZ/ Chief, Management Methods Br., DMS
j37%/‘¢37 :2Z?¢447GL¢1 r«y*pt4/(,/4L) FDA Records Contral Officer ’

(Stgnature of Agency Represent :vy (Title)

7.
ITEM NO.

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

2

9.
SAMPLE OR

10.
JOB NO. 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'correspondeﬁce, 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 Files Manual).

kY3
X

GG, 2

PERMANENT, WW -
Transfer to Federal Records Center (FRC)tﬁ—;ears after /téébé; ’92947-
cutoff date. Offer to National Archives 20 years after 2 ’
cutoff date. : . ”0‘4 /Vg,é
Y I L TN

115106

: az/,?/ 75 - M EA. oo Aot i vy en

dianosable without further agency concurrence.,

STANDARD FORM 1S

Admuinistration

rat Services

-~ a:( MCW FPMR (41 CFR) 101-11

/12 oy e /’4) NGB, z LAl R~ 222/ zr—":/



F eneral Services Admiinistration
ha Natknal Archives

- Job No.

E%ga B

!—co . } of _@_pag&e
S, ) ‘ ¥ .
REQUEST FOR AUTHORITY TO DISPOSE OF RECORLS- nlinuation Sheet f '

ITEM NO.

) 8. DESCRIPTION OF ITEM
{WITH [NCLUSIVE DATES OR RETENTION PERIODS)

8 NO.

SAMPLE OR
32

- 10

CRACTTON TAKEM.

b. Administrative and routine material;( and all rééor

Destroy 7 years afterAcutéff date. .

Note:

,Indaxes

correspondence

Nonrecord caples of -the: above documentsqn
'chronologxcal transxtory, reading, snoop’ or day filesc

Destroy whe

purposes,

Cards and logs listing various documents for cross—.
referencing, locating,. control
and pruof of action take .

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. .

' pondence and other items. hav;ng limited or mo record

. value such as acknawledgements, thank you letters, ,

. and. replies to routine requests should not be inclséeg .

: General Subject files. fet W o

> ireulation is completed, or after l yearﬁi
Note: .If necessary,vthese files may be retained for ..
longer periods of time on an exception  basis and ' 7
destroyed. - when no 1ouger needed for admlnlstratxve o

report»preparation

13
not covered by "p")

Corres=.

Also kﬁown as

Destroy l year af

a. Indexes used fcr

control and report preparatzon.

cutoff date.;f}“

Destroy_ac sam

Administration Files7

'Nonrecord coples of documents relating ‘to p051t10ns,, :
staffing, training, travel, h;ring, payroll and other

. personnel matters, including consultants. Alse space,
equipment, procurement, budgeting, planning and generai

“b. Indexes used for other>purpbses.

1mV as referenced documents.‘

management document copies.

Four copies, including originael, to bo suhmittsd to The Natonnl Sxchiwes

1§=5D429~1 Gro
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. Qeneral Services Administration ) . Tab N
*. The National Archives . i N » . Job No.

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Conhnuuhor Sheet

Page

“1n:?a

(4 pages

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

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:yesf after plan is completed.

d. Other docuhents,

" Destroy 1 yésr after cutcff date unless needed:for.'»-u

further reference.
References

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

material, publications, articles, catalogs, correspondencq_

v coples not descrlbed above, and related materlal

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

Working Papers

Notes; memofenda for recora, initial dfafts, comments,
and-similar material collected by employees in the
course of their work :

Destroy 6 months after compLetion of prOJect or a851gnmenk

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. ~ :

Four covies, including iginal, 2o be X iﬂedtoﬂw_xuﬁa’nnlm,' ‘.

18—59428~1. GPO’
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- Promnulgated 9-1-49 by . ) o _ . S
- Qeners] Services Administration S . : . . ‘ -Job' No. Page

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet |

Iy

o1 o ‘ 8. DESCRIPTION OF ITEM . : - SRS 9. .
ITEM NO. . ~ (WITH INCLUSIVE DATES OR RETENTION PERIODS) S S| SAMPLEOR | acTioN TAKEN .

a. Record copy‘of each issuance. eXCept issuances re-
latlng routine administration and internal manage+

CPERMANENT. o 7 ment.

".Offer to National Archives 1 year after Lssuance
B is Superseded or revoked in 5 year 1ncrements.~

| b.- Other material a'misccopies., and issUances rnot covi
: " ered in "a",

Destroy 1 year after issuvance is superseded or

revoked unless needed for further reference.

8 | Forms

Printouts, storage orders, record aud extra form coples,
suggestions, ‘and surveys related to forms.

e. Record copy of each form-

PERMANENT.

- Offer 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.

Pour jey, including original, to be submiited o ths Naiional Jxchives - . 10—59428-1  GRO
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Dromunigated 9-1-49 by

: General Services A dministration
Th National Archivea

Form No. 113a -

REours'r FOR AUTHORITY TO DISPOSE OF RECORDS—Conlinuation Sheet

Pn.ge‘ " . {_ .

of i 2 pages

8, DESCRIPTION OF ITEM"
(WITH INCLUSIVE DATES OR RETENTION PEmnDs)

. SAMPLE OR

JOB NO.

Equal Employment Opportunity Office

Develops affirmative action’ programs in the EEO area.:i
Investigates and,resolves discrimination complaints.

EEO Complaint Flle

Affidavits and other documents collected by an EEO
investigator in the course of investigating complaints
concerning dlscriminationo.

Destroy 5 years after complalnt has been resolved and -'
no further action is expected, :

- Fonr topies, jncluding eriginal, 1o bo submitied to the Natianul Auth

16—50428-1  @ro -



Y Stam‘inm Form No. 1158

R REQUEST FOR AUTHORITY TO DISPOSE oF RECORDS—Conbnuahon Sheat |
7. | 8. DESCRIPTION OF ITEM » : : . ]

_ WEMNoO. _ © (WITH INCLUSIVE DATES OR RETENTIOK PERIODS) I 5‘},"&;‘-53“

Office of Legislative Services

Advises the: Commissioner concerning legisiative needs and.
in the analysis of pending congressional legislatlon whlch
may affect FDA.

Prepares. and clears FDA position papers and: Departmental
reports on- proposed legislation for approval of the Com~-
m1331oner. :

Coordinates and assists"in the development and preparatiod - . -
of FDA legislative proposals for the Commissioner’s review:.

Assists in the preparation of testimony for presentation |
to Congressional committees; moniters hearings and Congreg~ '
sional activities affecting FDA; and distributes legisla={ R
tive materials. ) : L R TR B

ﬁ Directs“or"cnordinates'the preparation of data requested -
by Congressional investigative committees; provides tech—|
nical and other assistance to Members of Congress, Con—e
gressional and other correspondence, :

House and Senate Hearingg

Background material such as Position Papers, correspondende, -
briefs, and copies of acts used by HEW and FDA officials
|.who testify at Congressional anestigative ("oversite")
hearings.,;

a. >0r1g1nal material «{‘4,”?,gjg

’Destroy original material when put on microfllm (2
jyears), ; o : :

b. Mlcrofilm copies .

;f,k51jf ; Destroy microfllm copies when 20 years old. (To be

- R microfilmed per FPMR 101~ 11. 507(0)(1)
jLeZ L Congressional

Original correspondence from Congnessnen and copies of FDA -
replies. Includes routine constituent mail as well as moge
‘substantive letters initiated by Congressmen and thelr
staffs.

Transfer'to FRC 1 year after Congfessman leaves office.

Destroy 7 .years after Congressnlan ;].ea\iesv office.

L oneg

e

‘ : Pour capies, incloding ariginal, fo be submitted to the Noticnal Archives .. 1= oea
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. Qeneral Services on o . ) . .

*"Fhe National Archives . . i , ) ) ' . vJob No. :

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

7. . 8, DESCRIFTION OF ITEM o R 9.
ITEM NO. C A L wm INCLUSIVE DATES OR RETENTION PERIODS) e ‘S%SLE(?R‘ :

Special Committee

Committee heéaring correspondence, fact sheets, and back-
ground information for use by committees on Judiciary,
Aging, Small Business, and others concerned with FDA
operations. ' G

Transfer to FRC 1 year after committee dissolves.

Destroyi7 years after commLCtee dissolves.

'PendingrLegisiation

Copies of proposed legislation initiated both by FDA and
other-parties introduced in Congress that is. of interest
to. the Agency. ’ . S '

Destroy l year after legislation is enacted or disposed
of uniess needed for further reference._

pLegiSlation‘of IntereSt to FDA

Copies of legislatlon that have ‘been. passed by the Houses
of Congress. ‘

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

'Congressional Leglslative Hearings

.Backgqound material similarrto House and Senate Hearings
[ L—l) for leglslative hearings. »

Destro :i year after completion of hearing unless needed
jfor further reference.

Ponx copies, including oxiginal, to be sabmitted io the Notionol Archives - . 16—teaza1  aro




Standard Form No. 1isa I o ' : N I URERU
Promulpated 0-1-19 by - ) - ‘ - ST
General Services Administratin , ‘I' ‘ ‘I' Job No. Page

, ‘ of pages
. ' REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Shest"

7 ‘ - 8. DESCRIPTION OF ITEM
TEMNO. | . » (WITH INCLUSIVE DATES OR RETENTION PERIODS)

Office.of“Compliance';

Coordinates FDA compliance programs and intermational
relationships with foreign firms, lnternationaj groups)\
and .other nations; coordinates the preparation of inter=-
‘national travel plans and the Annual International
‘Travel Plan for the. COmmissioner s.approval

Functioﬁs'as principal'advisor to- the Commissioner'on ,
regulations, and compliance«oriented mattere which impact
on: policy'and directioﬂ ‘and longmrange program goals.

Evaluates and coordinaces FDA s overall compliance efforts
to assure optimum use of FDA and other Federal, State,
and local:resources,-a balance between voluntary and’ , SRR I
‘regulatory- compliance,.and FDA respon31veness to consumet” SRS, &
‘,needs. ‘ : : '

Stbmulates an. awareuess Hlthln FDA of the need for prompt.
- and positive action to. secure compliance by regulated
lndustries.

Directs and coordinates the regulation—making activities
of FDA and theAp:eparatlon,of Federal Register material.

Foux copiss, including exiginel, ta o sehmitted te the Natiomal Axchkives . 15-504304  aro
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'REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet v
. ''8. DESCRIPTION OF ITEM -9 n .
(WITH INCLUSIVE DATES OR RETENTION PERIOOS) SAJ%';"ENO?R ACTION T

‘Visitor Files.

Lists of persons«from foreign countries ViSltlng FDA.
Includes names, countries of origin, facilities visited,
and purpose of viaits.

Destroy l.year after visit or when no longer needed for
‘referencea : ~ ‘ !

Master Files for Foreign Travelr

'Names, places visited, purpose, itineraries, corres»A"
I pondence, and .trip-reports of foreign travel by FDA
2 personnel attending foreign meetings and conferences.

a', Transfer to FRC 3 years afterﬁcuroff date.‘
_ Destroy when 8 years old

Hearing Clerk Records.

Legal briefs, exhibite, transcripts of hearings,
‘judges” orders, notices, comments, final orders,
objections, hearing requests. and other legal
‘ngocumenta used in:legal proceedlngs before

the- FDA- Administrative Law Judge. A o

., Foum mmmmhwnmmmm
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

A monta ef

/0

Page _
szzzmmm<

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

9.
SAMPLE O
JOB NO.

‘ OFFICE OF- SCIENCE

[Participa:es ‘with the»Division of Contracts. and Grants
i Management: in the development of FDA policy concerning
.| . the: use:of:scientific grants and contracts; develops- -
flscience:policy for the. acquisition of extramural researc
. studies.and supporting scientific data and/or inmovativ
.»iscientific:equipment and instrumentat1on under the. gran .
"and contracts- mechanism. i

'Provides a focal point for com:.ttee managment activit]
within FDA .- ’

Functionsnas the principal advisor to the~Cbmmissioner

‘on scientific. matters. which impact on FDA poliecy and
: direction,and 1ongarange program goals.

;Pravidassleadershlp and direction.on scientific and
| envirommental matters.and: stimulates'scientific and
‘.Atechnological achievement in FDA..

Serves aa.the focal point for preaward coordination and

scientific review of FDA’s extramural research, training

and fellowship activities; for the development of Agency]

scientific research,. environmental impact policies, and
procedural guidelines; and for technical liaison activi-
ties concerning scientific matters, envirommental impact

‘ research grants, and scienceworiented contracts.

Chairs ‘am 1nternal science advxsory council, composed
of“scientists repreaenting the bureaus, -which advises.

W ) .

Agency,.Initiates.action,as appropriate to enhan
the- FDA: cientific posture by promoting optimum utiliza

of the’ grants'and contracts mechanism, interagency agre

ments,“andﬁxnternational scientific collaboration under

Public Law 480 and related statutes.

. Evaluatesﬂ:he adequacy of scientific resources availabl :
to- the:

es

Tour swpies, insinding eviginal, to bo snhmitted to the Nationul Arshives
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Cenﬁnuuﬁoxi Sheet

S ~ 8. DESCRIPTION OF ITEM _ o . 10,
" ITEM NO. . _ (WITH INCLUSIVE DATES OR RETENTION PERIODS) : | SRMELEOR ACTION TAKEN

Enviroumental‘lmpact 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 action."
) Destroy when 7 years old. ' c

. Advisory'Committee RecordS‘ )

5 Public. Advisory Committees are app01nted to provide the

‘| FDA Commissioner: with specific advice and recommendations[
.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 o
Committee, Panel. on Review of Antigens, Arthritis

_ Adv1sory Committee, and others.

a. Committee files, Rosters of committee members,
: committee.charters, and recommendations of
:committees._i ' - :

PERMANENT.

. 'Transfer to: FRC 5 years after cutoff date. Of fer: to 52
' National Archives 20 years after cutoff date.’ N
i'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
,559“any:othe:;repdrtSrthat;mayfbe required.

PERMANENT.

‘%?Q@”f)_' .'Transfer to FRC 5 years: after submission of report.
’ L " Offer to National Archives 20 years after submission.:

{c. Minutes. 'Complete and accurate. descriptions of
© matters discussed and . conclusions reached by the
Advisory Commlttees. '

PERMANENT., _

iTransfer to: FRC 5 years after cutoff. date. Offer to
National -Archives 20.years. after cutoff date. co

ies, including originel, to be submitied to the Notional Archives 16-59428~1  ©OPO.
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‘ : . - o _ N - of _£O pages
REOU'EST FOR AUTHORITY TO DISPOSE OF RECORDS-—Conhnuation Sheet
"1 1 - -~ 8. DESCRIPTION OF ITEM - R 9. B
ITEM NO. - . (WTH INCLUSIVE DATES OR RETERTION PERIODS) Lo SAMPLESR .| AcTION TAKEM... .

‘d, Verbatum Tramscripts. Word-for-word recordings of
;'Advisory Committee meetings.'

'~i(l) Steno tapes, tape recordings and other
recording dev ices .

: Destroy when type copiea (verbatum transcripts)vf ,
'ohave been prepared.° . . T , T

'7_”(2) rTyped copiee (verbatum transcripts) from ';
‘f"~'r(l) above. - : ~ .

,*» 'PERMANENT

,  Transfer to FRC. 5 years after cutoff date.';
., Offer to National Archives 20 years after .
. cutoff date., S -

(3 Verbatum records that ‘have mever been tran»ur'
' ~ scribed. '

PERMANENT.

" Transfer to FRC 5 years after cutoff date.
Offer to National Archives 20 years after
cutoff date.

\Departmental and Inter_gency Committee Files

'These committees, which are. no longer involved with FDA
_-activities, performed the same functions as the Advisory|
: ‘Committees (item S-2) and have similar type records._v :

: Destroy files 7 years after Committee is no longer :
monitored by FDA., :

,A‘;: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 scientific

projects done in foreign countries for FDA.

‘,Transfer to FRC 10 years after completlon of;
program. Destroy when 15 years old '

Four voples, including original, te bo submitted fo the Notional Azchives . -~ ©  1o~6piosel . oro. .
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REOUEST FOR AI&ORITY TO DISPOSE OF RECOR.—Conhnuahon Sheet,

7. o : . 8. DESCRIPTION OF ITEM o 9. .
ITEM NO. o (WITH INCLUSIVE DATES OR RETENTION PEODS) SAMPLE OR ACTION TAKEN -
S~4 | a. Final reports.

(Con’t) . o
o PERMANENT.

Transfer to 0 y‘gg ~after completion of program
Offer to Natilonal-- ves. when 15 years old.

Other,m erial.

Fomx copies, including original, to be sukmitied 1o Lhe Natienal Rrobives _ 16~60428~1 = oro
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' REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Shest.

8. DESCRIPT{ON:OF ITEM -
(WITH lmsws DATB QB m PERIODS)

OFFICE OF 'PLANNING‘:AND EVALUATION‘-l |

- ‘and evaluation of "
' perfomam:eo '

Conducts operation' research and economic and spec1a1
studies: as+a basis: for foreeastlng trends, needs, and o
‘major problems: requiring solutiom; and provides assistange -
©and consultation: in these -areas.to operating units.

Evaluates impact of external factors on FDA programs,
including industry econemics, consumer expectations,
"and protective legislation. As necessary, recommends : R _
.new programs OT changea 1.n exist;ing programs and ' . ' .
Program Prionties e : :

collectiori of medical data f om‘ h.ospltals clinics, and
‘'other reporting units. o

Four copies, invlmdixg eciginal; to be submitted to the Natiskel Archives v B lo—soizs-1  aro


https://ev.a1.witi'.on
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https://op~ratio.ns
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

R ) ) ‘ 8. DESCRIPTION OF ITEM ' . o B | 10.
2.~ ITEM NO: R . (WITH INCLUSIVE DATES OR RETENTION PERIODS) - S SAMPISCR | 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-
uvation. MODS is a system of reporting by hospitals, etc.,
or injuries and’ illpness:caused by eyeglass lenses, foods,
cosmetics, and drugs to FDA. Reports are used to pinpoiﬂt
spec1fic problem areas4for concentrated studyvﬁ,

a. Flnal regortsg»

Tranlfer.to FRC 10 years after completion of progect.
Destroy 20 years aﬁter completion of project.‘

b. Other materialmk~, f *fjf SRR f; o ;32

‘Destroy 5 jéars after completion of project.

e st - o

' Four copies, including ariginal, to be snhmitted fo the Nativnal Axchives o ' 16—60428~1  GrO
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

" 8. DESCRIFTION OF MEM -
(WITH INCLUSIVE. DATES. OR RETENTION PERIODS)

~0FFICE OF PROFESSIONAL AND CONSUMER PROGRAMS

Serves a.s principal advisor to - the Commi. ssioner on’

development: and implementation of effective policies
~and programs to convey important health protection

concepts and practices to consumers and to the: medlcal
" and. scientific professi,onsc,

Develops and coordinates a program of liaisonv Hith the
medical. and. sclentific professions designed to.promote- |
understanding of and suppert for FDA efforts to prot:ect:
the publimhea,lthm 2

Develops and conduct;s'
a nationwide network of consumer affairs officers and
rthrough other_ bmad education efforts.

Provides FDA. central control for and processes all FDA
public correspondence.

Compﬂ.es9 coordinates, and edits the FDA Drug Bullet1n. ;

coneumer educatzon programs througm.

Poux copias, incluiing oxiginel, to by sulxnitted to the Nutional Xrclvives

18-~59420~1



AT . . 8. DESCRIPTION OF ITEM _ : ‘ 5 e
STEM NO- . ) Y IKCILSIVE DATES OR HETENTION PERIODS) - ‘ S%zlﬁ gn ACTION TAKEM

G-1 i Information Retrieval

Copies of material uSed toe respond to public inquiries
such as public laws, regulatlons, speeches and testimony
by FDA officials, freedom of information material, cor-
re3pondence, reports plans, studies, publications, et:._,

Destroy'when obsolete»or superseded or 1 year after date o
“of receipb unless needed for further reference,,

Audio Visual

Closed~circuit televisicn.tapes and other audio‘visual
materials. used for training: FDA, state agency, and otber R
"personnel. in various .aspects of FDA programs. Alsc, simil xr
material -used to familiarize the general public with FDA’s
‘mission and function& and.to alert them to specific heait
hazards-~;

a.'_Training’taDes: 7

(1) Erase 1" traluiog taPes then caurse 13,;:Lw
revised or termlnated Lo

(2) Erase 1/2" training tapes 5 years after i
Co revision or termination.

- b. kPublic use Capes.i'i;‘

."Erase l" pnblic use tapes on compietiou of }4:
;theiz intende& use. o

' PERMANENT

sz%ré’n"éj%fé»j{’i(}’zt‘i‘“"’ii"w\ﬁé’é’m S5EH VI FRC 13 e
gf{er»fc r’g‘” tloni CEESE e NI ELD ﬁ,nmcniveeq
Kk, f‘eé&? ‘é&&‘ﬁ ‘Qﬁio’:ﬁ(

'Offer to NARS the orlglnql or master taae or|
the. earllest generation of the nrogram. uoon-"

comoletlon of intended use or when 5 years
old. SR :

Yons copies, inaluding original, to be sbmined to the National Axchiwss M o 012t BrOD
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... 8. DESCRIPTION OF ITEM ‘ m:& or 0
(WITH INCLUSIVE DATES OR RETENTION PERIODS) ; JOB RO, ACTION TAKEM- -
- - » e

OFFICE- OF PUBLIC AFFAIRS

Serves as,principal adviaor to- the Commissloner on all
pub lic. af.fairs ac tivities.

By ‘Develops,e; implment,s*, and monitors pdlic,ies and programs
regardingﬁmedia communications and relations; acts as L
focal point: for diaseminating news. concerning I-'DA activiti 8,

ﬂProvidg editorial and gtaphic arts services for Agency

STy ms cimmassen

publi tﬁ;nnsf* and publicz.affairs activities

Produces and. publishas tb.e* FDA Consumer, che Agency S
official, general-circulation magazine, the FDA Public -
" {Calendar;  the FDA Enforcement Report, the FDA New Drug
,Approval L:lst, and. FDA Todaz S

0versee3 FDA“’S implementation of the provisions of the
Freedom -of Information Act. ‘

Maintains- liaison with the Office off the Assistant
Secretary for Public Affairs.
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS~-Continuation Sheet

8. DESCRIFTION OF ITEM 9. .
(WITH INCLUSIVE DATES OR RETENTION PERIODS) SA%I;LE OR

Press Releases

Information given to communicatlons media advisxng of
FDA"s position on various matters and actions taken,
including reports on recalls and approvals.

a, Record COEX'
 PERMANENT.

Transfer ERC 7 yearsyafter cutoff date. Offer
to NationaL Archivea 20 years: after cuttoff date.

b. VOther material

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

Talk Pagers;

"Background material for use of the press staff and field
offices when communicating with the public.

Destroy 7 years after cﬁéaff;éate,

Publications

,‘Eroofs, prints, manuscripts, and supporting material for
'FDA Papersv FDA Consumer, and similar publications.

'(are{Record copies,

'TransféfmténFRQi&Qyéﬁ}s after'publicatiou. offer
to National Archives:2( years after publication.

b. Non record copies. .

e

'Désérbifﬁhéﬂ‘no fuxéﬁef need 1is expeéte¢*‘

c.. Other material.

Destroy supporting material 1 year after publication,

+

?mm,hdﬂ-.uw,hhmnmum‘m - ) . 10—80428-1 Geo
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

7. g ’ 8. DESCRIPTION OF ITEM ° B 9. 10,

" ITEM NO. . (WITH INCLUSIVE DATES OR RETENTION PERIODS) Co Sﬁﬂéglﬁg"" ACTION Tm

14 FDA Public Calendar

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

a. Record copy. WV

Transfer- to FRC.7 years after cutoff date. ﬁiﬁm
mzmmﬁmxﬂmﬁcﬂmjﬁkmx& cdages

Other material,

Destroy 1 year after publicatlon. A

FDA Enforcement Rep rt

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

a. Record copy.

Transfer to FRC: yearswdfééf'chtoff'daoeo Qﬁfgk
oxNatdonakAnchiwesc2Oxyeezraxafiterxeuteff-date

Destroy 20 yedrs- after cutoff date..rf
b. Non record cogies :

Destroy whenfno*furthet;_eod is expected.

¢. Other material

Destroy 1 year after publication.

FDA New Drug Approval List

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

Tour copins, inclnding oxiginal, te be snbmilled o 1o Naoticaal Archivwes pein EOATEY oro


https://JotJ:>xNactd:o:xnuc~~-x.D~~x�<.~~~.;tt~.Jt

(WITH INCLUSIVE DATES OR RETENTION PERIOOS)

‘c._IOtheZ'naterial

‘b. Xoxrecord copiaa

a. Record copy. }ﬁfffﬁ.*ﬂfffv" '.“}

Wx

Transfer'to FRC 7 years after cutoff date.. Sffex
wmmarmmvwdﬂmﬁmxmwﬁxiﬁax .
Déstroy 20-years: &fter cutoff dabe.vkz

'b. Non record copies. - L[:{N

.Destroy uheu.no further need is expected

L?ansfer to FBC T yoars after cutoff date. §§E§§K
WBM@XQJ%JAMSXEEMWMEK
Destroy: Zﬂ,years;after cutoff datee '

1Destroy“l yaar ar:et.publica;ion. ‘Av

Andur#isual

Hbtion picture films, photographs, slldes, tapes, and

publicize:the Agency’s misslon and operatious. Alsc .
related . Bpecifications, requisitions, and coPies of
contracts,“f S

a. Racord 0001es 01 eaun 1bem as‘follows. o

1 CStill o*cUures. the'orlalnal negatfve and a
cantioned srint for ‘each- black and white image
and the original color. ‘transonarency or color

exhibit matertals. produced inhouse and. under contract_to

original,

a cantioned nrlnt

ative if one exists for each

and an interneg-

color

PERM*NENT. Break file every five
- offer to NARS when 10 years old.

image.

vears

and

TRUDLIA

e R e
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Request for Records Dispositio.-thor'itymContinuation ‘ o .JOB NO.

. PAGE OF

7.

ITEM NO.

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

5. .
14.
SAMELRT | ACTION. TAKEN

‘ative nlus ontical sound track, and a sound
‘3. Sound recordings: the masier tanse, mabtrix

‘recordwng ‘and - the.original tape or the earlise
est :eneratlon of each maﬂnatlc audlotaoe re-
”cordlng.

h Vldeo recorﬂlno che orlnwnal or the earli
est cenaratlon.of the record1n¢ or a klﬂe°c03e

S. Flndlng alds necessarv or heloful for the
‘proser 1dentlflcat;on, retrleval and use of
‘the above, 'such as indexes catalogs, and cap-

2. Motion pictures: the orizinal negative or
color origzinal »lus optical sound .track, an
1ntermed1ate master nositive or duollcate neg-

oro jection orint.

or stamoer, and one disc »ressing for each
coenventional mass-nroduced multinle coay disc

tion lists and »roduction files’which include
ntracts, scripts and other documentation

bearing on the origin, acquisition, release,

and ownershin of the above aud“ov1sual records

PERMANENT. Offer to NARS along w1th the
gudiov1sua1 records to- which *hey relate.

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

Other ﬂaterlal. f‘

Destrov one vear;after oubllcatlon.

e 3 PERMANENT. Offer to NARS wher
'”no loncer needed for admlnlstratlve use or whe
Qp years old. -

Rs -

n I

115-203

Four coples, Inctuding original, to be submitted to the Nationat Archives

Gins s quts 0 - 5712387

STANDARD FORM 115-A

Revised July 1974

Prescribed by General Services
Administration

FPMR (41.CFR} 101~11.4
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

1 _ . 8. DESCRIPTION OF ITEM - smpsiz 10.
ITEN NO. . (WITH INCLUSIVE DATES OR RETENTION PERIOCS) , - WMPLESR | ACTION TAKER

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 implemented.

Evaluates the Agency s physical security program and'
provides professional lesdership and authoritative _
guldance in this area. Formulates policy and procedures.
"} necessary to maintair the integrity of privileged
information submitted by industry.

] Serves as FDA representative and liaison with the office
‘of Internal Security, 0S, and participatee with them in |
developing and implementing intra—-agemcy policy and s

procedures for security related matterso, :

Provides a centralized Agencynwide investigative capability_
for top management.

FPoux eeplen, insluding eriginal, 1o he sukmittod to the Natisnul Axchives Cor 16—50428-1 . ‘GPO'
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, anexﬁwnouorntu : 9.
(WITH INCLUSIVE DATES OR RETENTION PERIOOS) - Sﬁ’éﬁom

~CriticalmSensitive Positions

Requests for National Agency checks of employees
occupylng sensitive positions; employee data forms,
' determinations. of eligibility, updates, and. related
correspondencen [

Destroy’siyea:s after*termination of employment or

"Administrativewlnvestigative Case Files

Notification of poaeible_impropriety by FDA employees.
Decisions ‘to- investigate, reports of investigation, and'
vaction taken as-a result.. Physical security information
such,as Tepoxrts, inspection records, etc., regarding all
headquarters and field installations. Also, on-site 7
review program and administrative operations documents
in the security area. ~

’a,"Investigative material

ﬁﬂ,LDestroy 5. years after termination of employmeut or
:1'when norlonger needed fOt,reference.v

CET I

Docuﬁentﬁsecﬁt‘tyﬁ

; Classifie documents containing national defense
| security: informationfo~ interest: to FDA. Also logs
-and - receipts*for these:»documentse o

Destroy*or”return to. issuing agency when FDA action'
is completed.w

. Reuz coplas, incinding erigincl, to be subsmitied to the Notienal Arekives
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

8. DESCRIPTION OF ITEM : . sm:iz or U}
(WITH INCLUSIVE DATES OR RETENTION PERKODS) - ; OB NO. © ACTION TAKEM -

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. engineering services, ’
communicatiens, printing and reproduction, miczfefilm

) management.,., f:t.l,es, and records managemeat.

Responsible for maintaining effective 1iaison. with the
,Govermnent Printing Office, and.for the centralized T
‘clearance: and: coordinanion of a,l.l, prj.nting and - publicauimusuf
services. R EEE

: Coardinates the developmaut of Agencyowide pe}.icies and
procedures -for such services and plans and. executes and
adjusts effofts m t:hese activities.

Adminis trative Files

W

_ , /5 -4
Documents relating to specific regulated firms and their
- products.. Includes Establishment Inspection Reports
(EIR’s), giving the results and comments of FDA officers ,
~ inspecting production plauts; snrvei;ilance, investigation,. .
- and’ miscellaneous reports made.by; FDA officers following| .
i up’-on‘ sug»pegted; violations to- - ther.Food, Drug, and Cosmetic: '

»Traﬁéféf ‘torFRC 2 years: afftér £irm. has gone. out: of
business or date of last actiom, whichever is later.
Destroy on. repeal, of. enabling legislation.

b.' Non-curreﬁt records.

'I.‘ransfer :o FRC 7 years after documents are no longer
’current Destroy on repeal of enabling legislation.

| Yoms copiew, inviuding original, to be saimitted to the Notional Hrchives . . 10~50428-1 GO
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Shest

e . 8. DESCRIPTION OF ITEM 9, 0.
.. TEMNO. | . (WITH INCLUSIVE DATES OR RETENTION PERIODS) , : SAMBLEOR - | ACTION TAKEN - .

" AZ-Z Case (Recall Files)

‘Materials on each action taken regarding 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 effectivenees of the recall,
and related documentsov'

Transfer to FRC'8 yeara'after case i3 cloged in batches
by ‘letter series. Destroy 24 years after closure.

Injﬁnetien Proeedinggg

Documentary evi&ence;en& féqaag;s for an injunction,A
against a firm and/or its products forwnrded to the
Office of the General Counsel for'legal action, .

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

Import Detention Notices

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 yeers-aftef final action taken. T I
Destroy 15 years after final action._‘.{ o : S

osecution Records.~

Records pertaining to producf: semples ﬁ:im.t: have resulted
in seizure, prosecution; or been. placed io permanent abes
ance by administrative action before or after citation.
‘Includes: collection records, sample records, labels,

promotional material, seizure and amalytical reports,

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

"a. Seizure and/or criminal prosecution records includin
permanent abevanée case files that have resulted in
seizure or prosecution. »

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

lwm,hdeﬁ.w,b»hWhmﬂcwm " jo-3o48~1  apo
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8. DESCRIPTION-OF ITEM
(WITH INCLUSIVE DATES OR RETENTION PERIODS)

b. Otherﬂpermanent abeyance folders.

Transfer to FRC 5 years afrer flnal action raken in
batches of letter series.
Destroy on repeal of enabling legislation.'

Correspondence.

Instructional material for correspondence. preparatron
and supporting papersn "Also saMples of lerterhead, etcn

year~after>supersesslonov

Employee“Suggestion File.A

Suggestions, evaluations, awards, letters of~adoption ';ﬁ
or rejection, and supporting msterial e

Destroy 2 years after suggestion is adopted or rejected

Employee Laocator File;

Lists of employees with organlzat1on, room, and telephone
numbers.,

Destroy-vhenasunerseded;

Monthly'Stock Reports.

Reporrsroneequipment and supplies ordered, .on hand and
distribuced .Also forms FD-1780, Stock Requisition. -
ejmbursemenc and accountlng purposes. ‘

'years after subm;ssion of report.

Poum.hddh'm, bhmmmeﬂmm
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REQUEST FOR AUTHORITY’ TO DISPOSE OF RECORDS—-Conhnuahon Sheet

2. - &. DESCRIPTION OF ITEN , o .8 T ,
" [TEM NO. . , (WITH INCLUSIVE DATES OR RETENTION PERIOGS) ' SMIBLEOR | acTioN TAKEN

{ DIVISION OF MANAGEMENT SYSTEMS AND POLICY

Provides leadership and direction in the effective and
efficent use of Agency resources; provides Agencyewide
consulting services in organization and operatiomns
analysis and in the analysis, design, implementation, .
and maintenance of operating systems and procedures.

i’rovide.s central FDA comtrol for delegations of
authority and maintains comtrol files of delegations E
to and within the Agencya ‘

- Conductg Agencyewide organization, management, and
manpower studies; designs and recommends systems, :
i procedures, and policy to implement study conclusions.

Provides computer systems analysis and appliéations

’ IR _programming services for the staff offices of the Com- -
’ - | missioner and data base management services for the
Agency. :

n o ” ' ‘ Tous sopies, busluding ssiginal, to b salunitted 1o the Netional Archives *‘ T le-boaze-1 ¢ ave
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS——Conﬁnuaﬁon Sheet

.JobNo. . Pago '
' ; : of _{O pages

7. & DESCRIPTION OF ITEM ‘ 9*
ITEM NO. CAYTH INCLUSIVE DATES OR RETENTION PERIODS) ,s%’gﬁgn
< A3-1 Project File (Management Surveys)
f Reports;ﬁade-on projects undertaken on a one-time basis
without initiating a formal survey.
a. Record report copy. L » I
Destroy*S years after completion of project. ‘ .
b. Supporting material and other report copies, .
Destroyﬁl.year«after completion. 2
3 Project: let(Management,Engineering and ADP) ‘ R _%‘ . ‘f‘; -
Reporte'on veriOue management studies. Also supporting ”i.' R :
material. such as - interview notes,.anelyses, and report N 1
drafts. ;Q; .
a. Record report COopY.
Destroy 10 years after date of submissiou.
b. Other report copies .
Destroy 2 years after submission.
c. Supportiug material, .
Destroy 1/2 year after completion of project or,
“1f no-final action, after. 3 years°
Survey File .
Reports andJSupporting material on_varicus managcnent 5
s tudies o ' , . : = =
a. Major‘surveys affectin&kimgortant policy, procedures -
‘and planning. '
PERMENT
Offer record copy to National- Archives 10 ‘years after
submieeion of Feport. .
‘1h. Other surveys.
Destroy record copy of report 10 years after
submission of report. o )
g ) . e
c. Supgorting material for major and other surveys.
~ Destroy 2 years after submission of report.
.. . Pour coples, including criginel, to be makmitted lo the National Archives bl awo )
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Shest

‘ﬁ;;'3Q7‘

of _zg pages

o 9 : S .. 8. DESCRIPTION OF ITEM : smﬁr . - o
" . IEMNO. C (WiTH INCLUSIVE DATES OR RETENTION PERIODS) : A ng‘ .| AcTiON TAKEN

Recurring Reports.

Copies;of reports submitted on a regular basis to other
activities such as Manpower: Management Report; Quarterly
Activities Report, Training Needs Summary Report, and
other~management’reports. Also, instructions, source
COmputations, drafts, and extra copies,

g

Final report copy.

Destroy report 5 yeare after submission.;v‘

b; motherﬁmaterialo

’DéStroinZ years aftertsunmieeion.

-Organization

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

a. Approved organizational statements.

PERMANEN_T.,

Iransfer approved statements -.to FRC 10 years after
.superseding. reorganization.- Offer to National.
“Archives: 20, years after superseding reorganization.

’,rganizationai statements.

fbestroj%ib;yeersaefte' preparation.

c.‘-Other'material,_

Destroy lO years after preparation.

Delegations of Authorigg R _

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

Four copies, $ncluding exiginel, to bo submitted to the Noticnal Archives _ . 16~68478<1 oo
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o Destro ' ’ :
offery o Natie ﬁ’ﬂ'lyﬁFe"}*Y 10 years after cutoff
date. )

b. Other matérial.ér

Déstfdy lOnye#fé

. ‘ , “of YD pages
REQUEST FOR AQHORITY TO DISPOSE OF RECO niinuation Sheet
7. ) 8. DESCRIPTION OF ITEM 9. 10
TTEM NO. (WITH [HCLUSIVE DATES OR RETENTION PERIODS) SAJ?AELE N(?R ACTION TAKEN ’
‘A3-6 a. Final statements.
R ¢ Con’t) .

Four copies, including original, ta be submited to the Natiaund Brwhives

10—563425~1 aso
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.'REOUEST FOR AUTHORITY TO DISPOSE OF RECORDS—-Coniinuoﬁon Sheet

7 ‘ 8 DESCRIPTION OF ITEM o R 10. :
memno. | - : (WITH INCLUSIVE DATES OR RETENTION PERIOOS) . | SAMELESR ACTION TAKEN

DIVISION OF PERSONNEL MANAGEMENT .

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

Provides staff assistance to servicing personnel offfces| = |*
performing recruitment, position classification, employeg .
I service, and pernonnel action processing functions.

i Implemento and - administers ceotr&lized FDA staff de-
velopment and occupational health and safety programs; -
performs employee-management relations activities and .
other services not. provided by servicing personnel
officee

Asgists executive and operatiog management in expedi?
tiously and effectively achieving program objectives
while assuring applications of the Federa.l Merit Syatem.,

5§A4¥1 Supergrade Positions

Position descriptions, grade juotifications, staffing
papers, organization charts, and correspondence relating
to ea,ch supergrede position., : :

Destroy 3 yeaxs after. position is abolished or when no -
longer needed for referencee : - ; i

| Grievance and Appeal Cages -

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

Destroy 2 years after date of final action or when no‘
longer needed for referenceo .

Qutside Activity

r Forms DHEW 520 and 521 prepared by employeea having an
, outside job., . , : R

vDestroy 2 years after employee terminates outside
qnployment or leeves FDA. ~ :

Four caples, insinding esiginal, to be subeuitted to thy Netioued Arckives - 108021 aro
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REQUEST FOR AUTHORITY TG DISPOSE OF RECORDSn—Conﬁnuehon Sheet

* Page IZ

ofm

8. DESCRIPTIOK OF ITEM ’
(WITR IRCLUSIVE DATES OR RETERTICN PERICDS)

Honor'Awaids

awards given employees.-

. -

_Destroy when employee<leavee FDAO_

Program Review and Evaluation - Safety

‘1 Documenta relating to- the employee safety progxam
including issuancee, reports and correspondencec,a

} Destroy 10 years after cutoff date unless needed for -
furthez reference. B : el

Positipn Classification.Standards o ' - v -
: Sﬁandafde,develaped.to classify FDA job descriptionms.
Destroy when superseded.

-Training Request File

,long-term training recordso ;

1 Destroy 4 years after complesion of trainlng unless
ic_needed Eor further'reference° L

i_?Individual Training Program Participants ”—

g 7Assignment39 activities, and training of each employee
| participating in . the- program,

Nominations, selections, and correspondence concerning

Requests for employee training, course evaluations, and,

Destroy 3 years after partic1pant completes program.v -

Pour copies, including eriginal, to be sshmitted to the National Archives

16--50428-1 . GPO
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REOUEST FOR AU'I‘HORITY TO DISPOSE OI‘ RECORD&-—Conhnuuhnn Shoet

- : . ‘ 8. DESCRIPTION OF ITEM , o 3. 0.
ITEM XO. ~ (WITH INCLUSIVE DATES OR RETENTION PERIODS) | SUERSR | acTioN TaKeN

DIVISION OF CONTRACTS AND GRANTS MANAGEMENT

Provides leadership, direction, and staff advisory
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 pragram requirents.,

Plans, develops, and coordinates the issuance of FDA-wide
.negotiated contracting policies and proceduresa

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 functions’ -
associated with grants management after technical review|
and approval are complete. Directs and conducts e
‘negotiations with grantee institutions.

'Executes all negotiated,contratts and grants awards.

_Analyzes, evaluates, and reports selected statistical o
-and financial data pertaining to the grants and contracts -
programe ‘ A :

Maintains liaison with the Office of the A551stant 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 w1th the
HEW Audit. Agency. :

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

'ﬂﬂiﬂ.hﬂ-&-nﬁ#ﬂ,hhuﬁd&hﬁhﬁaﬂaﬁ‘dhnﬂm - le—8oa9-1’ A”O ’
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REQUEST FOR AUQORITY TQ DISPOSE OF RECOR.-Conhnuab,on Sheet

- oi.__.Z_ . pages

9. 10.

7 8. DESCRIPTION OF ITEM s
YTEM NO. (WITH INCLUSIVE DATES CR RETENTION PERIODS) T ACTION TAKEN
AS5~]1 Interagency Agreements/Memoranda of Understanding

a‘v:Final Agreement/Understanding documents..,

Granié

>Destroy 6 years after termination of grant or date of‘ﬂ
flnal Dayment, whichﬁver 1s 1ater.-h,,“ -

Agreements and understandings with other agencies, both
technical and administrative, for work done by or for -
FDA. They include exact descriptions of the work te‘be
done, time frames, costs or other renumeration, and

details of the personnel and equipment involved. Also,
subsequent amendments, Acomments, approvals, aud rel,ated
correspondence.:u~ - : . oo ‘ ‘ ‘

M&m«*ﬁhﬁq@xﬁx@}ﬁﬁﬁ 2 years after temi-
‘. nation of entire agreement/understanding %%x%

b. Other ﬁateriai;

Destroy 2 years after termination.

Applications, opinions; comments, approvals or decli- -
nations funding documents, progress and expenditure

reports, published materials, and correspondence con= :,

cerning grants awarded by FDA for research.;;

¥onr copies, inclnding original, 10 be submilted to tha National Archives

16—32429-1  cro
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8. DESCRIPTION OF ITEM
(WITH INCLUSIVE DATES OR RETERTION PERIODS) -

’BUREAU OF BIOLOGICS

Administers regulation of biological products shipped
in interstate and foreign commerce under the biological
produet control provisions of the Public Health Service
Act.",_

,IﬁsPeCtsAmanufacturersfffacilicies for compliance with
standards, tests products submitted for release, estabe -
lishes writtenand physical standards, and - approves ' S
licensing of manufacturere :o produce biological products.**‘

Plans and conducts research related to the development,
manufacture, testing, and use of both new and old
biological products to develop a scientific base for
establishing standards desigped to Insure the continued
 safety, purity, potency, -and. efficacy of blological
products, : :

‘Adminlsters appllcable prov151ons of the Federal Food,
Drug, and Cosmetic Act as they pertain to. human drugs
 that are blologlcal products= ‘

In carryingvout :heSe,functions, cooperates with Other'f;,fo;iV
-{ bureaus of FDA, other PHS organizations, govermmemtal - |
'fand international agenciles, volunteer health organiza-— ...

3, universities,: individual scientists, non-governeglf"
mental: 1aboraton1es, and manufacturers of. biologlcal .

4

products, ‘

| Poux coplas, inuluding exiginel, to be sbmitted te the Natienal Archives S 10-348-1  aro
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REQUEST FOR A rIORI'I'Y TO DISPOSE OF RECORub—Conhnuabon Sheet
R 8. DESCRIPTION OF ITEM S 0.
* FTEM NO. (WITH INCLUSIVE DATES GR RETENTIGN PERIODS) 5’3’3’}5 8!!

" ACTION-TAKEX . -

Consumer Complaints

- complainr, :

‘ Transfer tO»FRC 5 years after the complalnt 1s resolved'"

" Bestrov-efien A0iyuITX eXxCeph s of; Axsample oty

‘ Manufacturers

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 regardlug the

Wﬁéx}%{ﬁﬁm@ma&mkmema@&@emﬁﬁﬁs

Correspondence and Data i‘

personnel regardino the testing of wvaccines.

‘Correspondence Cross Reference (Salmon)’

Abetically-by individual)or.firmvuame for cross reference.
Destroyvafter 3 years,

nt Pending Licenses and Applicatlonsr‘

‘One‘ﬁorrion,sfvthe file_contains‘copies of edrrespdﬁdence~

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

Destroy'5 years after action,has been completed,

Carbon copies'of correspondence‘sentbout arranged alﬁha;

Copies o£ form NIE 523 or- FD 2671 Llcense Appllcation
Reference  Number Notification, cover letters to the L
firm involved and related correspondence.

a. Apgroved llcenses.f
Place documents in Establishment or Product .. =
License file jackets (see B-6 and B-7).

b. Disapéroved licenses.

Destroy application and supporting material g
5 years after disapproval, gxceptxofferyaysampke
ﬁafitéfeiéaéﬂ KZLtnANalionaﬁ:ﬁithxggﬁcazqumﬁ

BE desSEEUCTion Y

DGSfﬁOy{% i

' Pouz copies, inclading original, to bo mmiwnitted to the Nabosal Jrchives

10—50428-1 - aro
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REQUEST FOR AD.ORITY 70 D1sposk oF RECORM-Continuation Sheet

of ZI/ pages

~changes of ‘officials,’ production methods, plant layouts,'

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.

_Deé;rpy 1 yearjafter}completiqn of action.

stablishment-Licenses

Copies of licenses and’supportiug material consisting of
application copies, resumes of responsible officials,’

Aproductiou,procedures, and new equipuwent. Also cover and
follow-up letters, questions and answers, related notes.
and correSpondence with the.mannfacturer/establishmento<

a. Active licenses.

Retain in Agency 5pace until llcense 1s revoked
suspended, or superseded LT :

b. 'Revoked, suspended, or superseded licenses.‘

(L) . License folder.#

Dispoeal not- authofized at this time. Review
for.disposal 10 years after revocatlon,

' suspension,, or supersession.. Whemxnamz&wedrf"'
mmmmemmmm&x
m}mmmvm Do not transfer to FR

(2) License establishment supportlng material

Same;as~abave;

Product Licenses'x%

Licenses and supportlng material authorizing productlon
-of specific products consisting of application copies,
changes in production methods, questions and answers witl

firms, cover and follow-up letters, and related material;

a. Active licenses.

Retain in Agency space until license is revoked,
+ suspended, or superseded,

8. DESCRIPTION OF ITEM SAM 10,
ITEM NO. (WITH INCLUSIVE DATES OR RETENTION PERIODS) _,O’;ﬁgﬂ ACTION TAKEN |
-B=5 License Application. Notices

Fomr copies, incinding eriginal, ta b smbmilted to 1be Natienal Rrchives

T 15-BA34 a.no
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_'Tts National Azchives Poge

) R : o
.'. " ot _Z& pages

REQUEST FOR AUTHORITY TO DISPOSE OF RECORD ontinuction Sheet

7 : 8. DESCRIPTION OF ITEM 9. ) 1.
ITEM NO. N (WITH INCLUSIVE DATES OR RETENTION PERIODS) ' . Sﬁ‘gg—f‘gﬁ ACTION TAKEN. -

b. Revoked, suspended, or superéeded licenses..

(i) >License folder.

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

(AP avy

- mimtmxsé%:‘ﬁéxmfwﬁﬁ:ﬁmﬁxcwekmix ;.:“_ ’

@ Lt

Import Permits.~;

Copies of forms NIH.1395 or FD 2502 Permlt for Imporm‘; R R
tation of Licensed Biologlcal Products. S |

Destroy 5 years after expiratlon of permlt

Protocol Releases. ;

Approvals grauted for batches of biolovicals, Copy of .
the protocol, forms NIH 289 or FLH 2558, Release/ReJect o
Letter, forms NIH 837 ~ 845, Completed Check List, forms| = -
NIH 30.or FLH. 2568, Receipt Letter, and related corres— | -

: pondeuce.such as cover letters, requests for more in-- T,
formation.and replies concerning the release of specificA S
batches of_a product‘ : gt

Transfer-to FRC 4 year ‘after date of release aégpgpagm
nﬂxzauthanizeﬂyaha@hzaxbamnxzﬁgzixﬂbéexxikﬁgﬁﬂﬁkiﬁbe

IND 1n.triplicate indicating approval for testing of
production. humans and supporting material conSLSting:
of supplements (amendments), -form-NIH 1770, Clinical
Trial Outline, and.’ related correspondence with producers.

a. Original IND. 7 IRT » ’ o
1. Unlicensed nroducts: I

. «Transfer to FRC 10 years after completion of final
action. Gﬁxxzzﬁeﬁexxynenxewyﬁoxxdﬁsamsah;enﬁxgedxyu;

- 'Xaﬂ&ng&mxmﬁggmnmtxmxmgxgy Dest roy when ZOAyeers old.

2. Licensed nroducts. Retain until no longer reeded " Dalnat send
TO T

Fonx coniss, inclnding original, to be submitted to the Natisnal Archives 15——691.'!&-1 aro
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. REQUEST FOR AUTHORITY TO DISPOSE OF RECCRIQConﬁnunﬁon Sheat

7 . 8. DESCRIPTION OF ITEM

ITEM NO. : (WITH INCLUSIVE DATES OR RETENNON PERIGDS) o ,' ‘ SANPLE OR
B-10 - | b. IND copies and supporting material.
(Con t) : o '

‘Destroy 5 years after completion of final action.

:B—ll;) - Efficacy Reviews

Documents submitted by manufacturers regarding product
efficacy, reviews and evaluations of product made by-
Bureau -of Biologics” professionals, and reports on
results of review by the professionals. c

Note.f Efficacy reviews are conducted by prominent
' scientists on all products manufactured during the
period 1903 thru 1972. Products are evaluated by o
panels (e.g., toxoids and - toxins panel allergenics -
panel etc.).,,,‘ SR L C .

a. Regorts. ’
Offer to NARS : I
m«:&mm}ﬁaxim@&xmﬁrﬁﬁ after publication In
the Federal Register or when no longer needed
for reference.

»

b. 'Supporting material

‘Destroy o
aﬁfemta?ﬁ@tsmnﬁbcﬁ@bé&%%xmﬁ %0 years after,
'termination of ‘review. B

iﬁ~12fi:f' Efficacy Rev1ew Committee Members.

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

Destroy l year after member leaves commlttee.

Inspection Reports.on Flrms of Fenulatory Interest

-

aﬂommﬁﬁxmmbmhmggnqmmmsmeﬁx .
5~ %,,aw@fyng further regulatory dnterest,

TES xigf’anquﬁ;‘&ﬁximearsmmxxﬁi%‘pecmXﬁexmk~, , -
forxdisposakdOx yearstafrers inspeetion, 0fferar |
xsam.pke:}uotxmmzeerbcﬁzxmﬂﬁm% Mh}ygscﬁx: ' 5

rimpx o TRRiewy ages
e Transfer to FRC 2 years after flrm is out of" S S SR
I T bu31ness. Destroy 8 years thereafter, B T

Fonr copiss, inclnding sriginal, {a bo submilted to the Naticnnd Sechives = R B 10=50428-L  GpPa

e ) waw-, Lo
Laboratory Test Records

P and Tela ‘
files Contain ing smma:is .‘Fg rres

- Samples.

‘Sterilic ards' SR
- rilic Test Card
Sample Car s

ds
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Standard Form No. 115a

“Promuigated 2140 by o g o ' '
General Services Administration - oo . . ob No
" ‘The Natloual Archives V . 0 .

Puge

f')

v - S ‘ ~of pages
EQUEST TOR AUTHQORITY TO DISPOSE OF RECORDS—Conlinuation Sheet v
7. €. DESCRIPTION OF ITEM 8. )
ITEM NO. SAMPLE OR - | ACTION TAKEN -

(WITH INCLUSIYE DATES OR RETENTION PERICDS)

Develops and 1mplementsvstandardsrfor the safety and
effectiveness of all over~the~counter (OTC) drugs.

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

' Develops and promulgates guidelines on current good

'Develops and disseminates information and educational

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

. Monitors prescription drug advertising and promotionale
‘labeling to assure their accuracy and integrity.

- program.

Bureau of Drugs

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

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

manufacturing practices for use by the drug industry.
material dealing with drugs to the medical communlty and

Conducts research and develops scientific standards on
drugs.

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

Analyzes data on accidental poisonings; disseminates
toxicity and treatment 1nformat10n on household products‘
and medicires, :

Evaluates applications for operation of methadoneé treat—
nent centers and other act1v1t1es using methadone or

other drugs.

Directs the FDA antibiotic and insulin certification'

Four cepiey, including original, fa ba submiited io the Nalional Axchives

36—50428-1

. GFD



, Standara Form No. 1155

Pmmuugedwbigbi . , ' ' v - Jol N’ . - é;ch.
Genera: Services Administration : 7 ’ ob No. - 7.
*The National Archives . . o o ) ‘ ‘ , - Page :

j -of pages
REQUEST FOR AUTHORITY 0 DISPOSE OF RECORDSf—Conﬁhudﬁoﬁ Sheet
7. ~ _ 8, DESCRIPTION OF ITEM ‘ .‘ ' 9. 10,

ITEM NO. ) (WITH INCLUSIVE DATES OR RETENTION PERIODS) _ . 5"."%%1-5 SR | ACTION TAKEN ‘

D—i 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. V

a. QOriginal reports.

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

.h;l Report cepies.

Destroy when no longer needed.for referenee.
. DfZ : »Deleted |
po3 o © DESI File |

DESI (Drug Efficacy Study Implementation) Folders contain—

- ing recommendations and groposals and related source mate-
rial including initial and follow-up announcements, actign
step charts, 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 prev1ously 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 es corresponding DESI‘folder."

- D-4 | Clinical Invesiigator File

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

Destroy after 5 years unless needed for further‘refexence.

Fonr copies, including oxiginal, to hw submitted to the Natlanal Axchives - . . 14—59428-1 GPO



Standard Form No. 11568 : A ; . . . o
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Geners} Services Administration . : . £,

‘The National Archives . v : JobNo.___ __ Page 7-%

- of _% pages

' REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

7. 8. DESCRIPTION OF ITEM ‘ 9. 0. :
ITEM NO. (WITH INCLUSIVE DATES OR RETENTION PERIODS) . S’%';LEC?R ACTION TAKEN .-

D=5 New Drug Applications o ‘_ _ | /g"’lﬂé #33 ,

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 terminationg
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 legislatiod.’

b. Duplicate: Destroy when action completed.

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

D=6 . Investigative New Drugs (INDs)

Applications from drug producers to ship drugs in inter-
state commerce and test new drugs on human subjects
(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;

D=7 Drug Master File

Confidential information concerning drug producers such
as personnel involved, facilities, drug formulations and
production methods. : :

a. Origihal: Transfer to FRC when no longer needed for
reference. Destroy on repeal of eunabling legislatiorg.

b. Duplicate: Destroy when no longer needed- for referepce.

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

4

Fobx vopiss, including original, to be submitted o the Nniienol Brchives 16—59425~1 PO
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7. - ' 8. DESCRIPTION OF 1TEM 9. .
TEM NO. - (VHTH INCLUSIVE DATES OR RETENTIGN PERIODS) - ’ 5%2‘-553 ACTION TAXEN
-8 Laboratory Services Monthly Reports

Work count data for Program Managément 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 media (form_
FD 1979)

‘Destroy l year after order has been filled. “7,‘, : vv{u  S

D~-10 GlasswareVOrders

Orders from FDA prof3551onals for laboratory glassware
(form FD 1903)-; :

Destroy 1 year after~order has been filled.

D-11 Chemcial and Microbiological Assay Results

Reports on assays (tests to determine amounts and
strengths of components) of various substances peru.
formed by FDA profe5510nals

Destroy 5 years after termlnatlon or when no longer‘
neasded for reference.A e :

D-12 Standards

Master and working standards for defining potency of
batches of antibiotics submltted by producers. Chem-
jcal and microbiological test results conducted by
FDA resulting in standard- approval Related cor-
respondence with producers.u FDA certification of .
standards. - s ‘ '

PRERMANENT .

! Transfer to FRC 5 years aftef‘supersession By a later
! standard. @gﬁ%ﬁythﬁgkigngixﬁpch g§$20 years after

P pes
supersession.

Four coeles, inclnding orlgieal, to be submitted fo 1as Wativaal Rxehivey ’ O cPa
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D-13 . Assays

Turbidimetric assay staundard 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;r
Destroy when no longer needed for réferencé-

7 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 5 years after recall action completed.
Destroy on repeal of enabling legislation.  Destroy
copies when no longer needed for reference.

Rour copiay, including erigingl, to bo submilted to the Walional HArchives - . 16—50425-1 6o’
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ITEM NO. : (WITH INCLUSIVE DATES OR RETENTION PERIODS) . S%%SLEé’R v ACTION TAKEN -

D-18 : Drug Sejizures

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.

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.

Ponr copies, invizding original, fo Ee submiited fo the Wnlonpd Azchivey . | I8~-50428~1 Gro
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[TEM NO.
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(WITH INCLUSIVE DATES OR RETENTION PERiCDS)

9.
SAMPLE OR
JOB NG.

10.
.ACTION TAKEN

D-22

D-23

D24

Methadone Hospital Files

Jackets from each hosptial receiving shipments 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 leglslatlon or -when of
no further use to FDA

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.

Drug Listing Labeling File,

Labels and advertising material on certain druge
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.

Batch and Production Data Files.

Coding sheets 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.

. Abbreviated New Drug Applications.

Applications to produce drugs already approved for other

manufacturers. File contents similar but less exten51ve
than NDA Jarketq (see D—S). : :

- Original.

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

Four copies, including nriginnl, 1o be suhmitied 0 the Pintional Mviitivey

18—5m428-)  ©PO
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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. »

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. o

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 o = _
needed for further study. (TO be microfilmed per FPMR 101-31.507(c) {1

Tomy oopies, inglnding sriginel, s ba submitted to the Nationul Axchivey . 16504381 GEn
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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 addltlves,

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 addltlves, colors, and cosmetlcs.

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

Plans FDA surveillance and compliance programs and
evaluates progress toward oijCtives 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 1nd1rect
food addltlves.‘

Analyzes regulatory samples as necessary to support

Bureau compllanc 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 leglslatlon pertineat to the Bureau S respon—
sibilities. ‘

 Fomx gopien, incinding originai, to o mbmnitied to the Nadonal Archives )

15504281
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F-1 Program Management

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

a. Final reports:
Destroy 10 years after subm1551on of report.'

b. Other material:
' Destroy 2 years after subm1331on of report.

F-2 Food Additive Petitions

Formal requests from producers of vitamins, preservatived,
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 actlon
taken, Destroy on repeal of enabling 1eg151at10n.'

¥-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 producers, industry, consumers, and
other agencies concerning safety and efficacy of additive.
Also advisory oplnlons, data reports, and evaluatlon
results.,

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

Fonr coples, including sriginal, fa be snhmittsd to tho Nationa) Brohives . 18594281  aro
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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 Diluent 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, whern
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 1l.year after certlflcatlon is made or when no
longer needed for reference.

Foux coples, including originol, 3o be swkmitted o the Natisual Bxchiven 16—89428-1  aro
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0. ; SIVE DATES OR RETENTION PERIODS) : 5%*;'—58“ | ACTION TaxeN
F-10 GRAS Petitions

Re quests 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.

=)

Transfer to On-Site Storeroom 6 years after action is
completed. Destroy on repeal of enabling legislatiaon.

F-11 : Petitions Reviews

‘Reviews of petitions received from producers of additives
that have been rejected giving reason for rejection. 7

Transfer to On-Site Storeroom 6 years after completion of
review. Destroy on repeal of enabling legislation.-

F-12 Temporary Marketing Permits

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

Destroy 6 months after expiration of permit.

F-13 B Temporary Permits (test foods)

Application for permit to market test foods deviating
from standards, copy of permit, and supporting documents

Destroy 1 year after expiration of permit.

F-14 Import Milk Act File

Herd testing reports, milk import permits, reviews. and
related correspondence. ) ' ‘

Destroy 3 years after expiration of permit.

CF-15 Equipment Reviews

Correspondence and publication references used to raview
and approve sanitatiom and food processing equipment pror
posed for use on interstate carriers. Correspondence with
manufacturers and carriers. Reports and back-up material
on acceptability of equipment. - :

Destroy on completion of review unless needed for furthefr
reference. ‘ ‘ a ‘ :

Fowr coples, inclnding srxiginal, 20 be palumitisd te the Natissal Bxchives 16-—30428~1 GPG
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" F-16 " Vessel Plans

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

Destroy on complétion of ship.

F-17 V 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 years after preparation of
report,

F-19 Growing Area Surveys (shellfish .sanitation)

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

1

a. Data interpretation reports:

Destroy 10 years after preparationm.

b. Other material :

Destroy 3 years after preparation.

F-20 ReQiew of State Shellfish Labs

Original data supplied by inspectors and state agéncies,
evaluation of data, reports on evaluation findings, '
recomendations for corrections, results of 1mplementa~
‘tion of recommendatlons.

Destroy 3 years after implementation of recommendations.

Fonx coples, laclading odgpingl, (o e snbmitied to the Nutional HArshives ) ce 14—5H23-1.  aro
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- 0. .
" ACTION TAKEN

F-21

F-22

F-23

Market Shellfish

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

{a. sStaff reports:

Destroy 10 years after preparatidn.

b, Other material:

Destroy 3 years after preparation.
Recalls

Materials on edch action taken regarding the removal of
unsafe, impure or mislabeled products. from the market ‘
for destruction or return to producer for correctiom.
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 years after recall completed Destroy
20 years after recall completed.

Establlshment Inspection Reports (Hazard Analysls Crlticai

Control Point (HACCP) only)

Investigational, surveillance, 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 specral
health problems such as low acid canned foods.

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

Deleted

Cosmetic Injury Complaints

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

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

Four zepiss, including original, to be subinilled 4o the Wndnnol RArchives

1g—59428-1
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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
10 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.
These analytical methods become the precesfure for testing
individual food samples. : '

Destroy 8 years after study is completed or referee s
‘app01ntment is termlnated

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 V‘ 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 . , S
prosPects,’evalﬁations, nominees, rejectees, and g

terminees. : : :

Destroy 5 years after termination of program project.

‘2‘0!‘:1 topied, :nc‘ndlnq ozxgxrul, 1o be submitied to the Juhonul .‘5:-..-47 23 . ' 10—-59428-1 Gro
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CF-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. o ‘ S .

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" Analytlcal 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 & corréspondencevonly)

- 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 Laboratory Notebooks and Experimental Data

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

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

‘F=-37 Progress Reports

Summaries of laboratory notebook contents.

Destroy 10 yéars‘after completion of report.

Toox mopies, includbiy original, ie be sudmifind lo the Ha¥onal Axrhives . 15-=50428—1 - mpo-
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¥-38

F-39

F-40

F-41.

B4

Quarterly and Annual Reports

'Technicalvsummary reports of projects being performed

in laboratories in support of various projects.

Transfer to FRC 5 years after completlon ‘of prOJect.
Destroy 12 years after completLon of project.

Sample Control

Forms FD-421, Sample AccountabLllty 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.

Samgle Files

Sample worksheets and records of results of analyses
Oor 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. Aisc
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 originagl, o be submitted to the Nalional Axchivas

16524281
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F-48

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

7. B. DESCRIPTION OF ITE? 8. 10.
ITEM O, (WITH THCLUSIVE DATES OR R'I"-‘NT’ON PERIODS) Sﬁ%‘;‘ﬁg“ ACTION TAKEN

F-43 Aflatoxins Studies
Records and reports on flndlngs of materials contaLnlng
aflatoxins. Also, summaries of these reports
Destroy 5 years after completion of study.

F-h4 Swine Studies
Results of studies on the generlc effects of various
5ubstances on swine.

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

o F=45 Heavy Metals Study (Technical Plan)
Laboratory notebooks and program material concerning
the toxic effects of chemlcals and metals Lnjested in
food.
Transfer to FRC 15 years after completion of Study.
Destroy 30 years after completion of study.

T-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 “Anaeraobes i
Experiment record books containing data on clostridia -
experiments to test oxygen-producing bacteria. for
botulism poisionng.

Destroy 10 years after completion of experiment.
Sensitization Potentials Tests

Destroy 10 years after completion of tests.

Tonx copies, including origing, o be mbmitied 1o the Notonal Jrcirives
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7. : 8. DESCRIPTION OF ITEM : 9. . 10

ITEM NO. i (WITH INCLUSIVE DATES OR RETENTION PERIODS) - SA%ELESR ACTION TAKEN

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 écceptance of report
Destroy 10 years after acceptance of report.

Four coples, incinding sriginal, 20 be submited 2o the Nadional Aychivey 16—50428-1 Gro
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REQUEIST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

T : €. DESCRIPTION OF ITEM o ' 2 : 0.
ITEM NO.. (WITH INCLUSIVE DATES GR RETENTION PERICDS) - . S’”_‘,‘gg’-ﬁo‘? R ACTION TAKEH ,

F-53 GRAS Mohograghs and Evaluations

Statements on historical use of GRAS (Generally Recog-
nized as Safe) substances and evaluation procedures.
Used as ad hoc text book 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 completion. 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 primntout is available.

d. Abstract cards:

Transfer to FRC when no longer needed for
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. . V

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

F-55  |GRAS Review of Literature

EMIC (Environmental Mutagen Information Center)/GRAS
lists of books and periodicals-and some actual publi-~
‘ecations. containing references to mutagenesis.and ’
teratogenesis. ' '

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

' Fgur copies, iesluding original; to ko submiitcd io the Hationud Hzchives 10~ 50423-1 cra -
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. : : 8. DESCRIFTION OF ITEM o : - - 9. TN

ITEM NO. ‘ - (MWITH IHGLUSIVE DATES OR RETENTIOH PERIODS) ) S’«‘;‘“é?.%@ R ACTION TAKEN

F-56 I 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.

¥-57 " | Contract Information

Interim and final reports preparéd by outside labora-
tories under contract for testhg mutagenecity in GRAS
chemicals, '

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

Faux govies, including original, 2o be submilted o tha NaBonad Arzidwes RN C1B—hensey eeo
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2 ) ) 8. DESCRIPTION OF ITEM
ITEM NO. ) (WITH INCLUSIVE DATES OR RETENTION PERIODS)

9.

SAMPLE OR
JOB NO.

m. ..

ACTION TAKEN

. BUREAU OF MEDICAL DEVICES AND DIAGHOSTIC PRODUCTS

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 public
health.

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

Conducts research and coordinates the development of
standards for appropriate catepgories of medical devices
and diagnostic products; publishes approved standards
rand regulations specifying good manufacturlno 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 Hatlonal Medical Device Experlence Monltorlng
Syatem, :

Provides the Commissioner with authoritative advice on
'significant existing and anticipated problems in the
area of medical device and diagnostic 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.,

Develops FDA policy regardiﬁg the safety, efficacy, and

Tour vopies, inclnding onginai, to be sabmiited jo the Nadonal HAxchives
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7. " 8. DESCRIPTION OF ITEM : Coa : .
iTEM NO. . (Wn’u INCLUSIVE DATES OR RETEMTION PERIODS) o S‘%ELE é)R ACTION TAKEN
K-1 Seizure Files

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

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

K-2 Recall Files

Copies of requests for recalls sent to producefs 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 Letters to producers. :

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

K~4 Assignment Log

Copies of As51gnment Manos to District Offices requestlng
inspections of certain flrms.

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” facilities.

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.

Feur copisn, Including oxiginal, fo be suhmittsd 2o the Nabiewnsl Azchivas 16—50428~1 QPO
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. - ' 8. DESCRIPTION OF ITEM i - A B 10.
ITEM NO. (WITH INCLUSIVE DATES OR RETENTION PERIODS) s » o 5‘3’3@'—53“- - | ACTION TAKEN

K-7 Regulatory

Re quests, surveys, programs, and legislation concerned
with devices and diagnostic product enforcement activ-
ities.

Destroy when superseded or cancelled or 5 years after
cutoff date. C '

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 flles (item 1 and A2-1)
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 New 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 diagncse illness from outside the body.

Fon: copise, Wnclnding aeiginal, 16 2a mbmitted Io the Nationol Archives o 19—-59428-1  apo
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A ' , - 8. DESCRIPTION OF ITEM o o o 10.
ITEM HO. (WrTH INCLUSIVE DATES OR RETENTION PERIODS) - o . 3*355;%00“ ACTION TAKEN. .
K«lO‘ . a. QOriginal:

-

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

b.‘ Duglicete:

Destroy when final action is taken.

‘c. Triplicate: : - | ;Vi o ) | R
Transfer to DLStIlCt Offlces when flnal actlon is
taken.
K-11 Form FD 2687 File

Copies of Notification of Shlpment of In Vitro Dlag—A
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 coucerning their products for use in devel-
oping product standards. Includes equipment diagrams,
production methods, quality controls, instructions 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 iskput into o o
effect. Destroy 20 years after standard LS put - A I,
into effect. : L i _&;'Q':.;

b. Copies:

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

Four wopies, inciading ariginnl, fo be snhmitted 2o the Wation:d Arehizes . AR BG L1 Gro
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. ' o 8. DESCRIPTION OF ITEM ' 8. o
1ITEM NO. : (WiTH INCLUSIVE DATES OR RETENTION PERIODS) ) ) Sa%;LEé)R 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 non10n1z1ng 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
tralnlng 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 natiomnal,
state, and local radiation-control and standard-set~
ting agencies in order to. optimize radiation control
practices. '

Maintains appropriate liaison with other Federal, state,
and international agencies, with industry, and with
consumer and professional organizations.

Fowy cepies, including original, o bo submitted to the National Archives 19— 584281 Gro
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7 . 8. DESCRIPTION OF ITEM - 9. 10.

ITEM NO. (WiTH INCLUSIVE DATES OR RETENTION PERIODS) . SﬁlggLEgR | 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/Universify Contracts.

Contract copies and supporting material for training in
educational institutions in X-ray science and engineering
and in radiclogical technology. . -

Destroy 1l year after termination of contract unless needad
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 cownies, including original, 1o he submittad fo the National Mxchivea - . 183—B9428-1 Gro
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1. 8. DESCRIFTION OF ITEM 9. 10.
ITEM NO (WITH IHCLUSIVE DATES OR RETENTION PERIODS) SAJ%E“-E (?R ACTION TAKEM
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. Alsg, 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 survey'or
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 docﬁments
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 vopies, including original, 10 be sobmiited tp the National Brehives:

LB~~3 4 25~1

GPé


https://Stand'o.ru

General Seevicrs AJ inistration
‘Che Naliooal Archives

REQULST 07 Aluﬁ

Job No.

RITY TO DISPOSE OF RECORDS

S5—Continuaton Sheet

Pa ge, ol
of_ESi

pages

8, DESCRIPTION OF 1724

N

,further actlon

; Electronic Products Correspondence

hazardous radlatlon emlttlng productsmn;

Deatroy 5 years after cutoff datevunlesa needed for

Incoming and outgoing correspondence, telephone com= -
munications, memoranda-and.other information exchanged ..
with manufacturers and’ others caoncerning 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 authorlty
"to set standards and regulate preducers of p0551bly ‘

a. Orlolnal documean (ar;anged'alphabetlcally’by

b.

- manufacturer. )
troy when 20 yoars*‘old. ( .To be mlcrofllme
Deleted. FPMR 101 11 507 c)(l o

 Rad1at10n Control Pollcy and Procedures (a/k/a POILCY
‘Statements, Interpretations, and Significaat Corres-

“Qohdence

Documants supporting the development of FDA fﬂELlatib
paelicies,

conferences, and hearings. Also correspondence
with producers, trade and profeSSLonal aSSOCLatlonS, and
Federal and state agenc;ea. :

Transfer to FRC 3 years after final action is taken.” ;x24u&22%§f

7&/}&0 2l e ﬁwh ' P

‘and procedures for setting safety and' effectlve«“
ness standards for radiclogical products. Includes adVL5qry‘

-opinions- from General Counsel, minutes and reports of’
-meatings,

7. . . s 10. ;
ITEM NO. (HTTH INCLUSIVE DATES OR RETINTION PEZRIODS) Sﬁgg‘ﬁga ACTTOM TAKEM -
X-7 Accidental Radiation Reports
Letters from various sources reporting alleged cases of
exposure to excessive radiation.
Destroy 5 years after cutoff date unLes: needed for
further reference. »
‘X-8- Defect Actions .- Lo
« ACorrespondence c0ncernLng electronLc products that do
8 not. comply w1th FDA safety standards,

© b

Tout o ,4;, lagindiagy origiaal, in be *u.,r\.“» a 5o the Nailonal Arelives
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7. 8. DESCRIPTION OF ITEM o SAMEE O 0.
ITEM NO. ‘ (WiTH INCLUSIVE DATES OR RETENTION PERICDS) o - oano. R ACTION TAKEN
=P ERMANENT
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.

1 d. Variance Requests.

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

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

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

Four vopies, ingiuding aziginal, to De submitted to the MNational Arechivrss . § RemERa0H-1 aro
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7. 8. DESCRIPTION OF ITEM B ‘ 9. 10. .
ITEM NO. (WITH INCLUSIVE DATES OR RETENTION PERIODS) ) ‘ Sﬁlgi;LEc?R | ACTION TAKEN -
X~14 Compliance Case Files

Compliance actioms, defect rulings, corrective action
plans, reports of accidental radiation occurrence, and
supporting documents and materlals. :

Transfer to FRC 5 years after completion of final actiom.
Destroy on repeal of enabling legislation. ’ ‘

- X-15 Field Survey Forms
Reports (forms FD 2783-2786 and 2536) resulting from field _ |
inspections of regulated products. '
Transfer to FRC 2 vears 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 laLer.

X-16 Assembler Certification Forms

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

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

Four comies, including original, }o bo suamilted fo the Noteonal Archives ) 14— 59428~1 cEO
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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. ' :

Evaluates 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 cornsisting of clinical data;

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.

Ttiglicate. : .

Destroy when action completed.

" Four rovies, including original, to be sunlmittad o the National Archva;

15—50428-1
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7. : _ 8. DESCRIPTION OF ITEM : ' I : 10.
ITEM NO. (VHTH INCLUSIYE DATES OR RETENTION PERIODS) - , : -"%E’-Eém 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 refefehce
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 ‘ Recallé

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.

Pour copias, fucluding original, to ke submitied 2o the Natisnol Hrchivas ) ' 15—59428-1 GO
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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-
quiries 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.

Tour zopies, including oxigingl, i ke submitied to the Mationnl Rrekiveg . 16— 504081 ao0
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V-12 a. Final report,
(Con’ t)

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

after completion.

b. Other material.

'Destroy 1 year after completion of project.

- V-13 Pesticide File

Comments and opinions forwarded tc Environmental Pro-
tection Agency on applications to market drugs and
pesticides. o

Destroy when superseded by later comments and opinions.

V-14 Adverse Drug Reactions

Reparts received from public, Bureau Analyses, and
recomnendations. ‘ '

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, manufacturing,
production, and clinical studies. '

Transfer to appropriate NADA jacket when action is
completed. i

v-17 | Intermural Projects

Protocols, lab notebooks, EKG and other machine tracings;
quarterly and semi-annual repovts, project correspon-
dence, and final manuscripts on tests and evaluations

Fonx copint, incleding original, in be subhmirted fo the Watenal Acshives : 1Bl Gea
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v-17 of animal drugs done by the Agency. Projects include
(Con”t) | evaluating the effects on animal metabolisms of drugs

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

a. All original material.

 Trénsfer to FRC 5 years after completioh of
project. Destroy 20 years after completion:

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 in support. of NADA reviews. Includes
projects on T-2 toxins, cooking residues, and other
substances which cannot be done inhouse.

“a. All original material.

Transfer to FRC 5'years 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 complétion of test.
Destroy 20 years after completion.
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9

"SAMPLE OR
J0B NO.

1.

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 Commissioner 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 IDA 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 i
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 :
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0-1 ) Comprehensive Inspection of Chronic Viclators (CICV).

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

Destroy ' B ‘ ;*. ;f.
imanxnufxﬁﬁimmm tioRak M kieesg 3 years after ' E
cutoff date.

0-2 . | Import Detention'Notices

iy - | Detention notices,. hearlng documents (lncludlno lab
) work sheets), and Rolease or Referral Notices.

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

0-3 ' Commercial Detention Lists P ‘ . I P

Monthly lisrs of products detained by’FDA for p0351ble
v1ol°t10n.

a. Original‘list-

Destroy 10 years after issuance.

b. Cogies.

Destroy 3 years after issuance.

0~4 - '~>Import Alerts and Circulars

Notifications Sent to field oLflces advising of 1mporta—'
tion of VLOlathE nroducts.A

a. Original notifications,

Destroy 10 years after issuance.
b. Copies

Destroy 3 years after issuance.
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0-5 Import Detention Lists.
L.ists 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 Imergency 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 Arxchives
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0~-10 Quality Assurance.

Inspection reports and other investigatiomal activity

records for the Quality Assurance Group used to menitor
the effectiveness of inspections of regulated fitrms and.
of other field office activities.

a. Inspection reports.

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

~

b. Other material.

Destroy 2byears after ‘action has been completed.

0-11 - Foreign Inspection Program,

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

Destroy 5 years after approval unless needed for further
reference.

0-12 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 project unless
-needed for further reference.

0-13 Project IDEA Ihspection/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.
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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, ‘ o g .

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 operatlons prepared by Booz~-Allen-Hamilton.

Destroy 5 yvears 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 regulatious.

Destroy 10 years after commission is revoked.

0-17 - State Contracts

Contracts and related correspondence with state agenc1es
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‘éfter cutoff date. Destroyv
6 years after cutoff date.
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0-19 Consumer Complaints

Copies 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.
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SAMPLE OR
Joa No.

10.

ACTION TAKEN

MATIOMAL CENTER FOR TOXICOLOGICAL RESEARCH

Conducts such additional research programs as may make

Develops, as a national resource, Center programs in

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 develcpment 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.

appropriate use of facilities and expertise of the Cente
and contribute to its overall scientific capability.

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.

"HFH1-2 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. 1f 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, inclnding oxiginal, o bo submilled to the Noltional Arthives 15—539428-1 aro


https://inchuli.Dg

~ Btandard Torm No. 11is : . .
Promulgated 149 by. : : .
. Genernl Services Administration . - <
The Nsticoal Archives : Joh No. : ‘Page il

of 5’52 pages

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Contintation Sheest

7. ’ 8. DESCRIPTION OF ITEM S. 10
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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 purposesy{ .

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 mayfalso be destroyed when the
BIS file (item 2) is proven reliable,

Foux copian, Including originol, %o bo submitted o the Natiemal Archivey 13—59828~1 OPS
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HFH1-7 Gross and Microscopic Pathology Reports

Mark-~sense forms contalnlng raw data on expernnent 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.
. . . : = ) L

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»
fulness of work area.

Transfer to FDA Safety 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
'condltlons entered daily on magnetlc tapes.

Destroy after 5 weeks and when data entered on summary
tapes (item 11). ,

HFHL-11 | Monthly EMS Summaries (JC~80110)

Summaries of data on Enviromment Monitoriﬁg System tapes
(item 10) entered on magnetic tapes. .

Destroy 5 years after completlon of all experrments on
tape reel. ,

HFHl*lZ Breeding Information System (B—lZXO).

Genealogical history and transactions of test animals used
used in various experiments entered daily on magneticftape.

Destroy after 5 weeks and when data entered on summary
tapes (Ltem 13).
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ITEM NO (WiTH @NCLUS]VE DATES OR RETENTION PERIDDS) Jos No., ACTION TAKEN ‘-
HFH1-13 | Monthly BIS Summaries (B-120H0).
‘Summaries of data on Breeding Informatlon System tapes
(item 12) entered on magnetic tapes.
Destroy when no longer needed for research purposes.
HFH1-14 | Experiment Information System (E-110HQ).
Data on gross observations such as changes in weight,
tumor growth, appearance; and feed and water given to
animals undergoing tests entered daily on magnetic tape.
Destroy after 5 weeks and when data entered on summary
tapes. (See item 15)
HFH1-15 | Monthly EIS Summaries (E~110HO).
‘Summaries of data on Experiment Informatlon System tapes
(item 14) entered on magnetic tapes.
Destroy when no longer needed for reference purposés.V
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 5ummary
tapes (item 17). :
"HFH1-17 | Monthly PIS Summaries (P-200HQO).
Summaries of Pathological Information System tapes (item
16) entered on magnetic tapes.
Destroy when no longer needed for research pdrposes.
HFH1-18 | Correction Tapes (B—141XO).
UDdates and corrections made to. BIG qutam-taDes~» a
(item 12): ,
Destroy after 5 weeks and when data entered on summary
tapes (item 13).
HFHI-19 MonthlyZCorrection Tape Summaries (Bl4OHO).

Surmaries of Correction Tapes (item 18) entered on
magnectic tapes.

Destroy when no longer needed for research purposes.

Fonr copies, inviuding axiginal, fo be submitted o the Nalonal Azvhives

13—E2418~1

GEO



Stenagdrd ¥Form No. 115a

Fromuolgated 3-1-49 by

sl Berviees Adoainisirati . . -
Clegers) Services Adoainistration . : . Tob No.

The National Archives

of

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet

. f».»-'
Page Z{T R

; puges

8, DESCRIPTION OF 1TEM
(WITH INCLUSIVE' DATES OR HETENTION PZRICDS)

9.

SAMPLE OR
JOB NO.

0.

ACTION TAKEN

HFH1-20

HFH1-21

HFH1-22

HFHI-23

HFH1=-24

ADP Printout files.

Hard page copies of data contained in magnétic tape
files (items 10-19). ‘

Destroy on completion of experimeat or when no longer
needed for reference.

Manuscripts/Publications.

Final reports on findings and results of various experi- -

ments with key supporting data in summary form such as
: N ¢ . .

assays, observations, methodology, etc. May also contain

conclusions and recommendations.

Permanent - Of fer original (official) copy to Nati:aal
Archives 20 years after issuance. Destroy other copies
wvhen no longer needed. :

Program Planning and Evaluation files.

Monthly and Periodic Status Reports.

Summaries of memoranda from project and experiment
leaders giving findings and results of various exper—
iments. Alsc, advise as to status of work in process
and work completed. ’ .

Destroy after 5 years unless needed for further refereng

Copies of Monthly Status Reports, Quarterly Reports,
Anaual Reports, Quarterly EPA Reports, and feeder
reports from NCTR activities. Reports containm high-
lights of accomplishments and events at NCTR in
narrative format.

Destroy 1 year after submission of report unless needed
for further reference. :

Engineering Plans.

building is demolished, or no longer ueeded by NCTE.

Diagrams of buildings and facilities occupied by NCIR
showing plumbing, wiring, etc.

Destroy or return to Corps of Engineers when superseded

=
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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

alds needed for the effective conduct of classroom,
correspondence, and on-the-job training programs;
operaas facilities appropriate to the needs of these
training operations.

Serves as the focal point of coordination af the Agencyis
Federal~State training program, :

H2-1 VTraining Files

Names of attendees and instructors, travel documents,
critiques, and miscellaneous correpondence and material
relating to courses conducted by the Cincinnati Train1ng
Facility, EDRO,

Destroy 5 years after completion of course.
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