
  

 

 

  
   

 

  

    

  

 

 

     

  

 

 

 

 

  

      

 

   

         

  
 

 

 

 

 

 

 

 

 

 

 

 

 

 

NOTICE - SOME ITEMS SUPERSEDED OR OBSOLETE 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Some items in this schedule are either obsolete or have been superseded by new 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These items, unless subsequently superseded, may be used by the agency to 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, I5b/c, I8b/c, A1a, A2-7 thru A2-9, A3-3c, A3-5c, 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SUPERSEDED AND OBSOLETE ITEMS 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They are superseded, obsolete, filing instructions, non-records, or were lined off and 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, 8b, I5b, I8b/c are non-records 

Item 1a is superseded by N1-088-09-008 #2.1 

Item 1b is superseded by N1-088-07-002 #3.2 

Item L1 is superseded by N1-088-04-002 #6 (media neutral) 

Item L2 is superseded by N1-088-04-002 #5.1, 5.2 

Items L3-L6 is superseded by N1-088-04-002 #7 

Item C2 is superseded by N1-088-04-005 #11 

Item C3 is superseded by C3-1-12: N1-088-04-002 #11 

Item S2 is superseded by N1-088-05-001 #1 

Item G1 is superseded by DAA-GRS-2013-0007-0001 

Items I1 and I2 is superseded by N1-088-04-004 #1 

Item I3 is superseded by N1-088-04-004 #2 

Item I4 is superseded by N1-088-04-004 #3 

NOTICE - SOME ITEMS SUPERSEDED OR OBSOLETE 
As of 4/4/2023 NC1-088-78-01 



  

 

 

  
   

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

NOTICE - SOME ITEMS SUPERSEDED OR OBSOLETE 

Item I6 is supersded by N1-088-05-002 #2 

Item I7 is superseded by N1-088-04-004 #4 

Item A2-1 is superseded by N1-088-09-001 #1.1.1-1.1.3 

Item A2-2 is superseded by N1-088-05-001 #6 

Item A2-3 is superseded by N1-088-09-001 #1.1.1-1.1.3 

Item A2-5a is superseded by N1-088-09-001 #3, 10, 24 

Item A2-5b is superseded by N1-088-03-003 #1 

Items A3-1, A3-2, A3-4, A3-5a/b, A3-6 is superseded by N1-088-07-002 #3.2 

Item A4-7 is superseded by GRS 1 #29 (DAA-GRS-2016-0014-0001) 

Item A4-8 is superseded by N1-088-08-003 #1.2.3 

Item A5-1a is superseded by N1-088-04-003 #4.1 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 A5-1b 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 B11a 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 

NOTICE - SOME ITEMS SUPERSEDED OR OBSOLETE 
As of 4/4/2023 NC1-088-78-01 



  

 

 

  
   

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

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



  

 

 

  
   

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

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



  

 

 

  
   

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

NOTICE - SOME ITEMS SUPERSEDED OR OBSOLETE 

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

Item O6 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 
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' ·" 

,___..,., ---
\ i~ LEAVE BLANK 

'----.,REQUEST h ... AUTHORITY ,, DATE i,t."EIVED JOB NO. 

TO DISPOSE Of RECORDS I 3 OCT 1977 
I(See Instructions on Reverse) 

ITO: GENERAL SERVICES ADMINISTRATION NCl RS 7f 1 I 
NATIONAL ~RCHIVES AND RECORDS SERVICE, WASHINGTON, DC 20408 NOTIFICATION TO AGENCY [--..·-~---

1. FROM (AGENCY OR EST'1,SUSHMENT) 
In accordance with the· provisions of 44 U.S.C. 33031 the dis-

Depart_1I1~_:r;i..t_Q_f__fie_a1 th, posal request, including amt:idments, is approved except forEducation.,--and--Wel-fa-r;:: 
il_ems that may be stamped "disposal not approved" or "wilh-
drawn" in column 10. 

2. MAJOR SUBDIVISION 

Public Health Service 
3. MINOR SUBDIVISION 

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

Joseph S. Reiff i 443-4055 I 2.-23-7!--~---------------------'----'-'=----_:_::_=.:::___ ___J 

6. CERTIFICATE OF AGENCY REPRESENTATIVE: (Date) 

I hereby certify that I 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 net no,. r.eeded for the business of this agency or 1¥ill not be needed after the retention periods specified. 

Chief, Management Methods Br., DMS 
FDA Records Control Officer 

(Title) 

9.7. 8. DESCRIPTION OF ITEM 
SAMPLE OR 

JOB NO. 
ITEM NO. (With Inclusive Dates or Retention Periods) 

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 an_d 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 
effective; cosmetics are harmless; all of the above are 
honestly and informatively packaged; and that exposure to 
potentially injurious radiation is minimized. 

General Subject 

Record copies of outgoing correspondence, incoming corre-1 
spondence, mecioranda for recoid, plans, reports, speeche~, 
agendas and minutes of meetinss and conferences, and I 
essential backup material. I 

I 
a. Material relatin to foods, dru s, and other re ulat id 

products. Also material of long-range, agency-wide 
significance. (L~OO, _500, and 600 series of the 

FDA Files Manual).
~"PERMANENT. 

Transfer to Federal Records Center (FRC)ef';,ears aft~r 
' cutoff date. Offer to Natlonal Archlves 20 years after 

cutoff <late.I I 

I 

1-:;. Files not accepted by NARS at time of offer are 

10. 
ACTION TAKEN 



thank you. letters~,·, 
routine requests should not: be inc.l~d 

or day 

or· after 1 yeare •. 

preearation. 

r,}~.=TrM~ici.trnttori • < Job No. ' '< ~age A< 

;-- L or_!lt:Lpag~ 
\ 

REOUFST FOR AUTHORITY TO DISPOSE OF RECORD nlinuation Sheet 

7. 
ITEM NO. 

' . 

2. 

3 

4 

8. OESCRIFTION OF ITEM 
(\\'tnl INCUJSIVE o.na OF! RETE.NTIOH P£3KlDS) 

b. Administrative and' routine material. ( and all recor 

not overed _by 11 

Destroy 7 years after cutoff date. 

Note: Certain documents described above which rel.ate 
to specific subjects will be placed in files relating 
to these subjects and disposed of according to the 
disposition instructions for. these files.,. Corres­
pondence and other. items hav iDg limited or no :record·. 
valua such ·as acknowledgements, 
and. replles to 
in Tbec..General Subject files ... 

.,-: -•,•' /}:;,-.'.;, -'.;;' - • • .•.~.-.:-.·_-~:_;:-~¼_::,•.,; '¼:, ">- <~_: ''. 
_-:·:~;:Jt:_.,:-<;-~;~·-i::~-:. 

Correspondence 

Nonreco:cd copies o·f ihe documents~·. Also 
chronological,; transitcn::y ii' reading, snoop,, 

~ ~ 

• •• ,t[J:_02'(/: . - ' - \:(:1:::', .: . 
Destroy :wl?.en/clrctilation is completed, 
Note: ,If- necessary, . these. files· may. be· retained for 
longel;' periods of time on an exception basis and 
destroyed. when no longer needed for administra_tive 
purposes~-

_Indexes 

Cards and logs listing ·-various, documents for cross,,.; 
referencing, .. locating ,.:control report "preparation 
and proof of. act ion taken.::.;:, : •C 

~ ,.-:~,/---·_ ~ ·:- __, -· · ,-: •···~:tJfifti(~i/:{fl;)·i:;:-< . 
a. Indexes used for control and 

,· -<, ~-: "~ ---~--~::;-

Destroy I· year ~ft~~t';:utoff date. 
. · t:t1:tJk~;,\i .. : . . •. 

b. Indexes used fo~'other purposes. 

Destroy at same,-t.i.me as referenced documents. 

Administration Files 

Nonrecord copies of doc~en~S relating. to positions, 
staffing, training, travel, hiring, payroll and other 

-personnel matters, including consultants. Also space,. 
equipment, procurement, budgeting, planning and general 
oanagement document copies. 

9, 
S~MPLE OR 

JOB NO. 

3 
11 J 

https://same,-t.i.me


• •. ... 1 

.. Standard Form No. 115a 
Promnl~ted 9-1-49 by 

. General Services Administration • Job No. _____-. ,.Page :J 
·., The N aUonal Arc.b.lves 

of ~ pages 

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continua.lion Sheet 

9.7. 8. DESCRIPTION OF ITEM 10. 
SAMPLE ORITEM NO., (WITH INCI.USIVE DATES OR RETENTION PERIODS) ACTION TAKENJOB NO. 

a. Position documents. 

Destroy 1 year after position abolished. 

b. Employee documents. 

Destroy l year after employee leaves FDA. 

c. Planning documents. 

Destroy 1 year after plan is completed. 

d. Other documents. 

Destroy 1 year after cutoff date unless needed for_· 
further referenceo 

References 

Nonrecord material maintained by offices and individuals f 
including regulations, procedures, guidelines, precedent ' 
material, publications, articles, catalogs, correspondenc 
copies not described above, and related material. 

Destroy when superseded or after l year unless needed 
for further reference. 

Working Paper!! 

Notes,.. memoranda for record 9 initial drafts, comments, 
and similar material collected by employees in the 
course of their, W0rk. 

Destroy 6 months after completion of project or assignmen 
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. 

Few .,.., ineladiag origmal, lo J,o sal,mitted to 1he N..tiA'Dal &chives -

7 



•1 I • 

" Standard Fonn No. l.13& 
Promalgated 9-1-49 by
General Setvices .-1.dministratioa •• Job No. _____ Page 4 

.• The National Archives • 
of '10 pages• 

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continuation Sheet 

8. DESCRIPTION OF ITEM7. 
(WITH INCLUSIVE DATES OR. RETENTION PERIODS)l'TEM NO. 

a. Record copy of each issuance. ~xcept issuances re­
lating routine adm1n1stration~and internal manag~ 

PERMANENT. ment .. 

• Offer to National Archives 1 year after issuance 
is superseded or revoked in 5 year increments. 

b. Other mater1al 1aodcc2.E,_ies., and issuances not cov 
ered in °a 11 

• 

Destroy l year after issuance is superseded or 
revoked unless needed for further reference. 

Forms 

Printouts, storage orders, record and extra form copies, 
suggestions; and surveys related to forms. 

a. .Record coey of each form.. 

PERMANENT. 

Offer to National Archives 1 year aftet issuance is 
_ superseded or revoked in 5 year increments. 

b. Other material.and copies. 

Destroy 1 year after form is cancelled. 

9. 10. 
SAMPLE OR ACTION TAKEN . •

JOB NO. 

:;, 

l'cn,:r ~. indwil:ng origiael, lo be ~tted to the N<liioaal ~ , 16-69428-l GPO 



~AM FOrm. No. llila • 
·Y. i::'?omulgated 9-1➔9 by ;-

.., General Services Admlnistra.tl_au • Job No. _____ Page,____ 
TheNaciaDal Arcblve9 

or_:fQpages•
REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-ConHnuation Sheet 

' 7. 
"\:_ lTD1 NO. 

8. DESCRIPTION OF HEM • 
(WfrH INCLUSIV~ DATES- OR RITEHTION PERIODS) 

9. 
SAMPl..£OR 

JOB NO. 

10. 
.ACTION lAKEN 

Equal EmploYJl!ent Opportunity Office 

Develops affirmative action'programs in the EEO area. 
Investigates and resolves discrimination complaints .. • 

EEO Complaint File. 

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

Destroy 5 years after com.plaint has been resolved and· 
no further action is expected. 

l&-5iM211-l GPO 



·•· Bt.anda.rd Form No. lU& 
l'Hmallm,ed !>-l-49 by

• ,. aen-1.servtces Admlruatn\tloa Page ' •• 'The Natlolllll Archives •· Job No••. 
or=..zipages 

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continua.lion Sheet 

9.8. DESCRIPTION OF ITEM 10.7. 
SAMPLE OR(WrTH IIICLUSIYE DATES OR RETalTl0K PERIODS) ACTlOfl TAKEN- . · ITEM NO. JOB NO. •·' ·~- ·--/~t1 

Office of Legislative Services 

Advises the·. Commissioner concerning leg·islative needs .and 
in the analysis of pending congressional legislation wtlic 
may affect FDA. 

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

Coordinates and assists· in the development and preparat.io 
of FDA legislative proposals for the Commissioner's revfe 
Assists. in the preparation of testimony for presentation. 
to Congressional committees;. monitors hearings and Congr 
sional activities affecting FDA; and distributes legisla~ 
tive materials. 

Directs or c·oordinates the preparation of data requested • 
by Congressional investigative· committees; provides tech­
nical and other assistance t:o Members of Congress, Con­
gressional and other correspondence. 

.L-L House and Senate Hearings 

Background material such.as Position Papers, corresponden e, 
briefs, and copies of acts used by HEW and FDA officials 

.who testify at Congressional investigative ("oversite") 
hearings ... · ·.: 

a. 0rigina1,·ma,terial~ 

Destroy original. ma•te.riaL wheii put on microfilm (2 
years)_;. • • 

b. Microfilm copies. • 

Destroy microfilm copies when 20 years old .. (To be • 
microfilmed per FPMR 101-ll.,507(c){l). 

Congressional 

Original correspondence from Congressmen and· copie_s of FD 
replies.· Includes routine constituent mail as well as mo e 
substantive letters initiated by Congressmen and their 
staffs. • 

Transfer to FRC 1 year after Congressman leaves office~ 

Destroy· 7 years after Congressman leaves office. 

l&-6041!!1-l QPct 

https://preparat.io
https://Bt.anda.rd


,;-:<;;_·st&1l(lud. Fonn No, 115a 
,~. Promalgall!d O,.l-19 by 
• . Oenenl ,9en1<m Adminlstmtloa 

The NaUmlal A.tcblve!! I 
REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continue1tion Sheet 

9.B. DESCRIPTION OF ITEM7. 10. •
SAMPLE ORITEM NO. (WITH INCLUSIVE DATES OR RETENTION l'ER10DS) ACTION TAKDf.JOB NO. 

Special Committee 

Committee hearing correspondence, fact sheets, and back_., 
ground information for use by committees on Judiciary, 
Aging, Small Business, and others concerned with FDA.· 
operations. 

Transfer-. to FRC l year after· committee dissolves. 

Destroy·7 years after committee dissolves. 

Pending·' Legislation 
. - . . - . • 

Copi.es:·of •pioposed legislati~n. initiated· both by- FDA and 
other parties introduced ·in Congress that is of in.terest 
to the Agency. 

Destroy 1 year after legislation is enacted or disposed 
of unless.needed for further reference.l: , 
Legislation·of Interest to FDA 

Copies of legislation that have been passed by the Houses 

V-5. 

s • 

of Congress. 

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

Legil;llative He·arings 

Backgiound material similar::. to House and Senate Hearings 
fil~?(L....,;l}for ·leg·islatlve. _hearings . 

.- .~.~··<'.:.": '. 

Desti6/,1 yea.r after· completion of hearing unless needed 
for further: referencee • 



•REOUF.ST FOR AUTHORITY TO DISPOSE OF RECORDS-COntinua.tion Sheet· 

,. 9.8,. DESCRIPTION OF ITEM \0,
SAMPI..£ OR(WITH lltCWSIVE DATES OR RErEJf'l'IOIC Ptlll00$) ACTION·TAKEH·l'TEYNO. 

Office. of Compliance 

Coordinates- FDA compliance programs and international. 
relationships- with foreign firms,, internationalgroups 9 \ 

and.other nations; coordinates the preparation-of inter­
national travel plans and the Annual International 

•• Travel' Plan.· for the. Commissioner1 s approval .. 

Functions as pr::(.ncipal advisor to, the Commiss-ioner-. Ol). 

regulations. and compliance-oriented matter.s which impact: 
on policy and direction-~.· and long~ra~ge program goals. 

. ' • . ' ' ,. ;:. . 

' ,•,··"•' 

Eva'lu~t:es,'and. coordinates. FDA' s overall compliance e·ffort 
to assure optimunr use of FDA and· other Federal,.. State 9 

and. local·:-:resources, •a, balance between voluntacy and 
regul.atory· compliance~'. and FDA. responsiveness to consumer: 
needs.· 

JOB NO. 

• .: . ': . ·.•, 

• • Stimulates an. awareness> within FDA of the need for prompt_ 
and positive.action to secure compliance by regulated 
industries. 

Directs and coordinates the regulation-making activities 
of FDA and the. preparation of" Federal Register material. 

https://REOUF.ST


1r·e£~E~i:.::
~& Th9 NaUonal. Arcmives 

-•·-. I. Job" No-_____ p 9 
• -• · • ;'hpageac 

0 
i'-'t" 

•REOUF.ST FOR AUTHORITY TO DISPOSE OF RECORDS-COntinuafion Sheet 

7. 
. mMNO. 

• -8. DESCRIPTION OF ITEM 
(WITH INCLUSIW. DATB ~ Rimffl0ll P£luOO$) 

Visitor Files. 

Lists of persons fr.om ·foreign .countries v-isiting FDA. 
Includes· names, countries of origin, facilities visited, 
and J;>Urpose of visits:. • 

-, 

Destroy Lyear after: visit or. when no longer needed for 
reference . . 

: • ' ,• ',' : • ' 

Master Files for Fo:teign _'J;ravel •» 

• Names,.. plac.ee--vistted,,, purpose:i> itinerarie~,. corres­
pondenc~, and . trip'· reports of· foreign travel by FDA 
personnel attending;,foreign meetings and conferences. 

Transfer to FRC. 3 years after;·cutoff date. • 

Destroy_ when 8 years old. 

Heari!!S Clerk.Records. 

Legal briefs, exhibi.ts, transcripts of hearings, 
judges' orders, notices, comments, final orders, 
objections~. hearing requests. and other legal 
docUDients -used ini~legal procieedings before -
the, FDA:~Administ~a~fve, Law• Judge. _ 

. \ ,' 

Trans'f'~t,{~: FRc,1jJf~·ars aftei;;:flnal action is taken. 
- Destro.yloti\r:epeai.3.of:;. enahling::/legislatioll ( Adminis-

•trati.ve,, Prac tices\an~ Procedures Act; Title 21, CFR, 
Part::,2). :. , • • • • 

9 . 
SAMPLE OR 

JCS NO. . . 

https://REOUF.ST


7. 
. ITEMNO. 

... 
·•·'....· ... :'i, 

7.1:"..;:· ~•. 
:···1.~-,. 
" -::,.-.,·,,~ 

I 
REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continuation Sheet 

9.8. DESCRIPTION OF ITEM 
(WITH INCUISlYE DATES OR RETIINTIOl4 PERIOD$) SAMPU:OR 

JOB NO. 

OFFICE 0~ SCIENCE 

Functions, as the· principal advisor.· to the, Commissioner 
on scientific. matters which impact on FDA policy and 
direction:•and long~range program· goals .. • 

. . 
.. Provides;Teadership .and direct.ion- on scientific and 

envirOUDeu·cal mattera.:and· stimulates .scientific and. 
technologle:al achievement in FDA ..: 

:• . 

P~rticipates. with th.e:Di.visio~;of Contracts and Grants. 
Managemen.t: in. the development of· FDA policy.. concerning · 

. the,· use;-o~. s~ientific- grants and<contract::.s; develops- • 
: science, po.lky for the, acquisition of extramural resea 

studies,.:and suppor.ting scientific data and/ or innovativ 
scientific:<equipment: and. instrumentation tmder the. gran 
and con~ac:ts .mechanism... • 

Serves aa'.the focal point for preaward. coordination and 
scientific· revie'(i; of FDA.~ s extramural research, trainin 
and fellowship activities; for the development of Agenc 
scientific research,, environmental impact policies, and 
procedural guidelines;. and for technical liaison activi 
ties concerning scientific· matters, environmental :fmpac. , 
research· grants.,.. and science-oriented contracts. 

. "· 

,,::·Chairs ~~/internal.·science advisory counctl~ composed • 
;~ ; of; SC ientfst.s,; representing • the. bureaus ,.: ,which. advises. 

• "the:~ Ag~·i': Cln •scie~ ti:f:t.c:-··polic.y •and envir:onmental ·impac 

•-!'.i!f.As~i~~:1:~t:n~:t~lit(. : .:•,· : • 
:Appr.a:i:.se-S!'.::the•:?teclmic·al.,v, aspects-, and relativa contribut :f. s:·· 

•. of 'FDAf~ffiframur~:i'~d":'extramural SC ience· programs. .· 
Eval~tesiar-~liehadequat:y of scientific resources availab1 

• to• the,c:Agmicy e; .Ini.t1at.es action as 0 a ppropr.ia te to enhan 
the FDA;;cstlent::i:fic· :posture by promoting optimum utiliza: 
of· the.·grmt:s, and contracts mechanism, interagency agre 
ments,,;.and'!:international scientific collaboration under 
Public" Ul~''. 480 and related statutes. 

·Provides.a focal point for committee management 
within FDA.,". 

,a. 
ACTION,. TAKEK :';i 

·.:·~4".,:-'t(,~ 

,· ~ 



' •Stmlda.rd Form No. 115a 
Promalpted 9-1-49 by

• ·General iSerVices Administration Page '//•. Job No.• The NIWllll&l Archives 
_of 9o pages·•REQUF.ST FOR AUTHORITY TO DISPOSE OF RECORDS-Continuation Sheet 

7. 
• -rraM NO. 

•• S-1 

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

Environmental Impact File 

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

Transfer to FRC 3 years after date of last action. 
Destr:oy· when 7 years old. 

Advisory Committee Records 

Public Advisory Committees are appointed to provide the 
FDA Commissionerwith specific advice and recommendations 
on scientific and regula.tory matters such. asi uniform· 
purity standards and evaluati_ons of chemical safety, 
which supplement.information generated by FDA staff 
members. Committees include-the roxicology•Advisory 
Committee, Panel.. on Review of Antigens, Arthritis 
Advisory Commit tee;. and others. 

a. Committee files.. Rosters of committee members, 
committee charters, and recommendations of 
committees. 

PERMANENT. 

-Transfer to FRC s·years· after cutoff date. Offer·to 
National· Archives 20 years after cutoff date.· 

' Reports ... Reports requir.ed• by the Federal Advisory· 
Commi-ttee Ac:.t;, (Annual, ~par.ts to Congress, Annual 

•. Reports. by Committees-- which held Closed Meetings, 
. and Annual Review of Committee Activities) as well 
: as: any other reports,.-- that. may be required. 

PERMANENT. 

•Transfer to FRC 5 years after submiss"ion of report. 
Offer to National Archives 20 years after submission. 

c. _Minutes. Complete and accurate descriptions of 
matters discussed and conclusions reached by the 
Advisory Committees. 

PERMANENT~ . 

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

9. 10.
SAMPLE OR ACTION TAKENJOB NO. 

I'------• iad■diag orig:ind, to.Joe lllllanitte<l to the llllcslioaal Azcld,r.. 1-l OPO 

https://REQUF.ST
https://Stmlda.rd
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of~pages 

REQUEST FOR AUTHORITY TO DISPOSE OF RECORD$-Continuation Sheet. 

9.• 7. 8. DESCRIPTION OF ITEM ID. ,,
SAMPLE OR(WITH INCl.USIVE DATES QR REnNTION l'ERIODS)ITEM NO. ACTION TAKEN , ,..:JOB NO. 

d. Verbatum Transcripts. Word-for-word recordings of 
Advisory Committee meetings. 

(1) Steno tapes, tape recordings and. other· 
recording' devices. 

Des.troy when type copies (verbatum transcripts). 
have· been preparecL 

•(2) Typed copies (verbatum transcripts) from 
(1) above. 

PERMANENT·. 

Tr~sfer to FRC 5 years after cutoff. date. 
Offer to National. Archives 20 years after 
cutoff date. 

(3) Verbatum records that have never been. tran­
scribed. 

PERMANENT. 

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

. . . 

Departmental and. InteragencyCommittee Files 

These committees, which are no.longer involved with FDA 
activities, perfonned the same functions as the Advisory 
Committees (item s...2) and have similar type records. 

Destroy files 7 years after Committee. is no longer 
monitored by FDAo 

Special Foreign Currency Program 

Contracts, correspondence, reports, and background data 
· related to the Program which is concerned with allocatin 
counterpart ftmds (PL-480) for payment of scient:ific 

.•. projects done in foreign countries for FDA• 

.Transfer to FRC 10 years after completion cf 
program. Destroy when 15 years old. 

ll'..- ipopla,,, inc:lwling original, to be ,raJnbitted ta th• NalioNII ~ . 



7. 
ITEM NO. 

S-4 
(Con't) 

- 8. DESCRIPTION OF ITEM 
(WITH fliCLUSIIIE DATES OR RET£NTIO!C PSk:lDS) 

a. Final reports. 

IDWIENT. 

Transfer to 
Offer 

etion of program 
ears old. 

9. 
SAMf'tE OR

Joa NO. 

10. 
ACTION Ti'.KE:N-

'J.·.ne rtMWIUM A.,t1;.;ll't1e, 

. . • • • of ...:..zfL pages 

REQUEST FOR A.ORITY TO DISPOSE OF RECO~onf:intiaf.ion Sheet. 

to Nation 

r..,.m~ 



I :7t~~.:::·•.-.·• 
~f,Standazd Form No. ~ 
;::/'' l'romaliated,l>-1-t!J by . 
, •.:. General Services Administration 
\,. The NaUonai Archives 

~;-...-:· 

•REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-COntinuation Sheet. 

OFFICE: OF PLANNING:.AND EVALUATIO~F 
•• _· •• :'._: ··=-·. _;" . r-.: .•::• ·. -~ ·, .·~·: )/:~·s.//~ .. 

Advises;·and. assists.~ tlie-.Comm±ss-:loner and other key of­
:' ficials concerning/the~:perfo.ma.n.c.e•. of FDA long:""range 

·• program•·planning, ..deivelopment.,\';1nd. evaluation activities 
...,···,..:_,: • ·.I. 

•Develops,. pr.ograur ~~:-·•·planning>.;strategy through: analysis 
•• •and eN aluation of; .fs~u.e s:. aff:ectilig. po1 ic i.e S·, and program.

• . • 1 _. .•.i _. ,.. -~ ; ,f ••. ~•• performari~a., ,. ;:;:: • •• '(, . •• 

, ·~ .. Developrs:.;:iJns,talls~,~--~~ ~on4.£~:~,,·the Agency-wide plannin 
·::.system -indiuding.:,tmi:;;; Fiv&4!em;\.P1an and the.: Strategic· 
• Plan. .· • ·. · • • ;::'~-?f\ •::: ·• : :=it 

·>··:::f~•",~-.-.. 

Conducts: op~ratio.ns.'..rest!archs/ ~n'd. ·economic and specia.l. 
studies, a,i;a basis,:for· •forecasting trends, needs~ and 
major probleats, .re:quix,ing solution; and provides assista 
and consultation: ll!:; these ..areafL.to, operatln.g units • 

Evaluates 
. ' 

impact of: external fae.tors on FDA programs, 
including industry,-economics 9>consumer expectations,, 
and protec:tive· legfsiation. As .necessary, recommends 

•. new programs or changes in ~is.ting programs:, and 
. .program -prioritiesr.....;/~• . ,. ... 

•• ·-:~·•.~, - • ' _;,:,~:>.- ... ·-··_:/·.~~~~-j;:>,:<•.:·-·, _:.?~~:;::k::f~?.:~~;ti~-~ ·1 • .•.•·"··-,d· , _____,__ 

:'.;;·,Develops,,FDA-' ev.a1.witi'.on programs and systems .to evaluate 

. ~-:;~~~i~S~~ii!:a!:•~=~=;~1ves 
•..;·: Evalua.te:s.,1m'pact:.·o,tf:FDA:. pi'og:razii1;!:@n· consumer: . protection,·
•..-~ ·,·; • · · ·-:}_=·_\~f~---; , · · ~-~, ···<·~f---·-·--, ~ •• - ·- ~~~-:·..~:>~r:·:. • , • 

•··.:oevelaps;i,and CQOrilin:e,•1"es;,ani/~-wide system· for· t:be.· 
collection:;of medical.data fra&,:;hospitals, clinics, and 
·other reporting un:its., 

e • 

ll1--1511U8-1· GPO 

https://ev.a1.witi'.on
https://areafL.to
https://op~ratio.ns


• • Job No._____ ;;J!...: 
REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continua.lion Sheet 

9.8. DESCRIPTION OF ITEM 10.
SAMPlEOR(WITH IIICLUSIV£ DATFS OR RET£JmON PERIOCS) ACTION TAKENJOB NO. 

Project Files 

Proposals, source data,. working papers, draft reports, 
evaluations, clearances~ and final reports by MODS 
(Medical Oriented Data Systems) and other studies and 
projects conducted by the Office of Planning and Eval­
uation. MODS-is a.system of reporting by hospitals" etc., 
or injuries aruFillnesa,caused by eyeglass ;Lenses, foods,. 
cosmetics,. and drugs to FDA. Reports are used to pinpoint 
specific problem: areas· for concentrated study~ 

a. . Final_repor~~. 

'transfer. to FRC 10 years after completion of project. 
• • Dest~oy 20 ye·ars after completion of project. 

b. Other material .. 

Destroy 5 years after completion of pr.oject. 



,. 
ITEM HO. 

• , Job No. _____ •Page '/6 
of:!/.l_pages 

REOUF.ST FOR AUTHORITY TO DISPOSE OF RECORDS-Continuaticm. Sh1tel: 

8. DESCRIPTION OF 1ttM · 
(WITH INCUISlYE DATES. OM!. Rm!NTl0II PERloDs) 

· OFFICE OF PROFESSIONAL AND CONSUMER PROGRAMS· 

Serves as principal advisor to the CommJ.ssioner on 
development: and. implementation of effective policies 
and prog-rams to converimportant _health protection 
conc.epts and practices, to consumers and to t~, medical 
and. scientific professions.;,. 

Develops and:: coordinates a program of liaiso~:._wf.th the 
medical. and'.:scientific-· professions designed tO:•promote· • 
understanding of and: support. for FDA efforts· to protecr:1 • 
the public·.· health.. • ...,,, . 

Develops-ca~cl .conduc ta.,:consumer:, education programs 
a nationwide, .network qf. consumer. affairs officers and 
through other. broad education efforts. 

Provides FDA central control for and processes alL FDA 
public correspondenceo 

Compiles., coot:dinates 9 and edits the !J2! Drug Bulletin.. 

9. , 
SAMPlE OR· 

JOB NO~· 
10. . . 

AC'l'IQN, TAKEN, .,
':' .,,· , ·,,. ,,.. 



G-1 

9.8. DESCRIPTION OF ITEM 10.7. - SA."IPLE.ORIIIQ.llSlVE DATES Ofl REJ'ENTIOlt Pl:Jooos) ACTION TAXENJTD,I NO. • JOB NO.•
Information Retrieval 

Copies of material. us~d to respond to public inqui.ries 
such as public. laws, regulations,. speeches and testimony 

·by FDA officials,. freedom of information m.aterial,. cor­
respondence,. reports plans,.. studies,, publications,. et:c., 

. . 

Destroy when obsolete= or superseded or 1 year after date 
- of receipt unless needed for further reference .... 

Audio Visual 

~ • _. . '•. .~. .··. . • ,:. ··. . ":. 

Closed. ci.rcu:1.t: . te.le..,.ision: tapes- and other audio visuil. 
mater-ials.: used:_. for train":g~.FDA,.::.state ag_eoc.y.,. arid other ... 

• 
·personnel.in variou.s·.aspects of FDA programs. Also" simil r 
material used to fam.iliari:ze the general public with FDA" 
mission and functions/and.. to alert:. them to_ specific. heal.t1•. 
hazards-

a .. Trainin~ tapes. 

(1) Erase 1n training tapes when course is 
revised or terminated.· 

(2) Erase 1/2.. ·training tapes 5 years after • • 
revision or termination. 

Public: use- t:apes. 

Erase r• pnbllc use- tapes on completion of 
· their intended- use·. 

~vyvvf:y V -.r::;r1.r,,,.;,.-w~){i;Z'fT..YV. .'"" ;,.v,,i.r ,;.:,; "".'t'nr""R"~""r·• - '_ -..=­~.~ans er·:\.l.'f' 1'£ ,, '.-P~.L':J.:C'\. usa.11..:apea , O\...,t; v..,"J'.aye.a,,,..~ 

IllElJGf"6m',1:ei'1.iinIZXff£eiiX1:oXNafil:on:a1XNffc1f.tv.?:oc 
IoYyi!af~.X~f~e'.i-Xc~pt'etioiCX • • . • . . . . 

Offer to NARS. the orig{h;'ll or mRs ter taoe or 
the. ear.liest generatio'n of the 0:r.ogratn.~n'on 
completion of tnterrded use or v-/hen''5 ye·a.rS 
old. 

https://personnel.in
https://SA."IPLE.OR


: •• , /~ .
~1obNo, _____ .page _____ 
., of~pagea 

REQUEST· FOR AUTHORITY. TO DISPOSE OF RECORD8-Continue1tion Sheet 

,. 
ITDI KO. 

. 8. DESCRIPTION OF mM 
(WITH INCllJSIVI DATES OR RE1'DnIOlt PERlOOS). 

9. 
SAMPLE OR 

JOB NO. 

10. 
ACrlONTAKER· 

OFFICEOF·PUBLIC AFFAIRS 

Serves, aa. principal advisor to the Commissioner on all. 
public. affa·irs activitie-se 

Develop~ 11.:im.plements. and monitors policies and programs 
regardmtl;media communications and relations; acts as 
focaL PC?int.:: for disseminating. news- concerning: FDA activiti 

~.- ·'"•: ,~~~~4t~:~~:· , - .;i_·~~~·~."~-~:::•, •.~<.·._:~~- .. t_:.,,1,i~~:~-..• .. ~z~·:·."~ ·-. _, ~~ . · • · 
Provi~es:,_,,,e4i,_t.orj,al and graphic arts services for. Agency 
publ.i •• , ..... 'a::· and ,.publii~:a:ffai.rsiactlvlt:.ies·~::·r •·, · . · 

.s. 

Producea,:and,. publishe~.~ihe, FDA:consumer·1r the; Agency's 
official~. general-c:b:culat:lon magazine,. the. FDA Public:· 
Calendar•~/the ·FDA Enforcl!tllent· Report, the FDA ~ew Drug 
ApprovaLLi,st, and, FDA Todaz.,,.. . . 

Oversees.FDA"'s impi~entati~n-of· the provisions of the 
Freedom of Information Act. 

Maintains liaison with the Office of the Assistant 
Secretary for Public Affairs. 



8taadard J?o:rm·No. 11.sa 
Prom~ 9-1_.9 by 

. "?.Oemnl Serviees Admlnlatmtioa 
·:..The Na&ioD&I Archives 

, -'11'-.,,,. ... •REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continua.lion Sheeti1~f-•. 
~rr~... -..----~-----------~------------------....,-----------
ti11{~00-

ft;1r,;• Press Releases 

8. DESCRIPTION OF ITEM 9. lO. 
(WITK IIICWSIVE DATES OR REl'ElfflON PEIIIOD$) SAMPLE OR · ACTION TAKEH:- ·,JOB NO. 

·~ ~~{{;:~•d~t·!H4;i-:,i; 

Information given to communications media advising of 
FDA'·s position on various matters and actions tak.en 9 

including reports on recalls and approvals. 

a. Record copy . 

. PERMANENT. 

Transfer'- FRC 7 years/after cutoff. date. Offer 
to National:: .Archive&, 20 years. after cuttoff date ... 

b. Other material. 

Destroy othe'r copies.s,, drafts~ and back-up material. 
1 year after cutoff:· date. 

Talk Papers 

Background material for use of the press staff and field 
offices when· communicat:1,ng with the public., 

Destroy 7 years after cutoff date. 

Publications - • 
. , 

Er.oafs, prints,. manuscripts, and supporting material for 
• FDA:Papers,, FDA: Consumer, _and similar publications. 

Transfer,t:o- FRC 4s years after publication... Offer 
to National Arc&ives,t20 years after public:atione 

b. Non record copies.,. 

Destroy·. when. no further need is expected.., 

c .... other.material. 

Destroy support-ing material 1 year after publication. 

,._ -..., ............................. la the lfldiaacd ~ 



0-1Servi= Admi<>blntlOG . Job No. _____ Page -
. TbeN&t1iaml.A.rchiv"9 • . •• · • z=-,(2---

. . . of pag;es 

REQUFST FOR AUTHORITY TO DISPOSE OF RECORDS-Continua.lion Sheet 

8. DESCRIPTION OF ITEM •7. 
(',l'rTll IHCI..USIVE DATES OR RE:ra!TJON PERIODS)ITEM NO. 

FDA Public Calendar • 

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

a. Record copy~ 
_;if:'•·· : "'·••, .

•~ERMAli£*f9{ ·, ..•7, ·c > 

Transfer.· to :FR~/t}~ars,• after· cutoff date., ~;~··. 
z«~~xa<xn~..fttJc~RJc~~~,s}:,-:. 

:'.•?·_ Destroy·:~26. year,s·:·afte:r:\cut:o:ffdate. :_.' 
b. Non record co;eies:,~:": .\z:_; ::·f::c )> . . • • • 

~{4':;(.:•::•::~'./~}:/~--·::.. ~ ··: ..::.:-- .:<\,f: • 
' Destroy lmen no f.ucther need is expected .. 

c. Othe; materiali~ctf< .••• 

Destroy l. year· after publication. 

FDA Enforcement 

Listing of all FDA regulatory actions and recalls> 
seizures,. prosecutions and injunctions. (Weekly) 

a. Record copy_ 

Transfer to FRC: . after cutoff date.,.· Qfl~.Jt:~< 
JotJ:>xNactd:o:xnuc~~-x.D~~x§<.~~~.;tt~.Jt;-.";..- -:: 

Des troy 2 0 yefl.rs· ·after cutof'f date. • --:::~:;;},,_ 
b. Non record co:eies ;:;·;, • • • 

Destroy when- no ft.u:ther;c·need is expected. 

c. Other material. 

Destroy 1 year after publication. 

FDA New Drug Approval List 

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

9. 10. 
SAMPLE OR ACTION TAJ<EH. .JOB NO. 

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


(Wmt lliC1.l.l3,NE o...ns 0R RErL'mOl'I PF:ooos) 

a. Rec:ord co2y. 

Traosfer: tq FRC 7 years-a.fte:r: cutoff date .. . {¥.,f.fi:K 
.tlo(JN&-a:.cura:lx:Arcld.._v;~f:l~~~xRi;t:~.pJ5txi~9-~x-
De s.t r oy 20-·years.~:.ii::.f.._t~r cutoff· date o • : ;.;lr~~,s..~•~-: ~~:/ --~ .~~::f~~--r.~-.b. Non Eecord coeies ~·. • • • 

~-·;:·.. -=- ,;: ...":."' •. 

Dest~oy when no·· further need is expected_ . . : . 
'·.. ~-. 

c . . Othe~ ~terlal~ ·t::>~::. 
, 

_-..:-.~~·-.··. :~.""... -: ..:·: "' 

·--.-~- -· ..•·:•·.~~-- :>'::-::-.,.?.-_-·;'=-::'.·.: .. 
~-

FDA Tod~~~;(':Lf??;'fff4ti~~t{~i;/j~ic •. .·. .• __ 
Newsletter.. to.·a11. FDA. et.ployee.a,~.-issued ·moo.tbJ.y. • • • 

-

::>A:.!l"'l..t. Ulf. 
JOa rio. 

·•.·.• 

.. 
,~: .:...: • 

·-.::. -·~. --:: 

. 
Destroy; ~·year_ afr:ei::~ pu.l>lic:ation 

c. Other «aterial:(i¥tfi{' '~ 
•Destroy- .l ye~;\f·t:;;· 0 

pcl>lica~ion. 

Audio-Visual 

Transfer to FR . years .after cutoff dat 
%.O~~JJ~X~~,.X~~.af~ -
De·stroy·-2.0~·yeax-S ·af. • • • •• •• ff date/ 
No!i;-·rec.ord co-o:!.as.:_::._,'._': . 

-~; ·----~J ·; ~~-

Destroy -be~-~~~£;:~~~r need- is exp~ted~ 

Moti~n pi~t~~ filis •. pho~o~raphs~ •. s.lides,: tape~-~ an·ra-.~> . 
~.ib.it:. I:Jaterials producecf inhouse and: under contract: ·co.· 
pub.licize·. che ·Agency~ s :misslon and operations. Also 
related -~pecificat:ions,..:.requisit:ionsio and copies pf 

:~;~:::;-ci·oJies oi' each. i·I:is~,'.~s ,· .. -

•:·:1:·· .Sfi11 ·•o·i'ctures· :··the oriid na i' nei;i·at i ve· ·ana···a:·· 
•• ca'Jtioned· 8rint for ·each black and,..,white ima12;e 

and the oriRinal color.transparency or color· 
original, a caJtioned print, and an interneg­
ative if one exists for each color image. 

PERM~NENT. Break file every five years nnd 
offer to W\HS when 10 years old. 

https://co-o:!.as
https://O~~JJ~X~~,.X~~.af


Request for Records Dispositio.thol'ity-Continuation PAGE OF 

9.
1. 8. DESCRIPTION OF ITEM SAMPLE OR 

ITEM NO. (With Inclusive Dates or Retention Periods) JOB NO. 

10. 
ACTION TAKEN 

2. Motion pictures: the original negative ?r 
color original Jlus optical saun~ tr~ck, an 
intermediate master uositive or du·olicate neg; 
ative ~lus 00tical sound track, and a sound 
oroj~ction arint. 

3- Sound recordings: the ~aster ta~e, matrix 
or stam'.Jer, And one disc 1ressing for each 
conventional mass-?roduced multiole co~y disc 
recording and the original ta?e or the earlir;;. 
est 'r-:enerat ion of each magnetic a 1.1d iota?e re­
cording.: i · 

4·; Video record,ing·s:. the original or the earl. -
est·generation of the recording or a kinescop 
_of the-·rec ord ing.

•.· 
' ' . -· ~-- , • ,' .,)•. 

(2,3, ·an&,4)": PERMANENT, Offer to NARS whe 
no longer needed f.or •administrative use for wh n 
5.years old. 
• -, .(. • ·-~ l:J, 

s- -,. . • ) .- .~ ... 

5. Finding' aids· n~'~essary or he1pful for the 
oro:Jer identification~ retrieval, and. use of 

·the above, ·such as· indexes catalogs, and cap­
tion lists and :Jroduction files'which includo:: 
contracts, scripts and other documentation 
bearing on the origin, acquisition, release, 
and ownersh io of th~ above aud i.ovisual re.cord • 

PERHD..NENT. Offer to NARS along· with· .the 
audiovisual records to-which they relate. 

b. Non-record co~ies. 

De·stroy v-ihen no further use is e.x'Oected. 

c. Other material. 

Destfoy one year:after publication. 

Fo_ur copies, lncludi"g original, lo be submined to the National Archives STANDARD FORM 115-A 
Revised July 1974 
Prescribed by General Services 

Administration 
FPMR (41,CFR) 101-11.4 

115-203 
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7. 
ITEM NO. 

.-·,_,.· 
,·. 

.. ' 

9.B. DESCRIPTION OF ITEM 10.
SAMPLE OR(Wmt IIICLUSIVE DATES OR REmn'IOIO l'EIUalll!) ACTION TAKERJOB NO. 

Policy Management Staff 

Directs and coordiaates a multidiscipline team of 
administrative and/or program. specialists who conduct 
scheduled reviews of field and Headquarter5-elements .. \ 
of the Agency to determine adherence to existing •••• -­
managerial. po~icy and practices; assures that 
recommendations resulting from the review findings 
are implemented. 

--·---··----·-· - -- -

Evaluates the Agency" s pliysical- security program and~---,,--
providee professional. leaaership- and ·-authoritative • 
guidance in this area., Formulates policy and procedures, 
necessa.ry_to maintaiu the integrity of privileged 
information submitted by industry., 

Serves as FDA representative and liaison with the Office 
of Intern.al Security,, OS, and participatee with them in 
developing and implementing intra-agency policy and 
procedures for security related ma.tterso 

Provides a centralized Agencyawide investigative capabil y 
for top management,. 

16'-69G9-l , ·oPO· 

https://Intern.al
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REOUFST FOR AUTHORITY TO DISPOSE OF RECORDS-:-Continuation Sheet 

7. 
rT'EM NO.. 

8. DESCRIPTION. OF ITTM 
• (WITH IIICLUSIVE· DATES, OR RETEl'ITION PERloOs) 

Critical;.,,sensidve Positions-

Request-sf~r National Agency checks of employees 
. occupying sensitive positions 9 employee data forms, 

de.terminal:"ions, of eli&ibil:ity, · updates~ and.. related 
correspondence...... •• 

Destr.oy:$ years,;afeer::t·em:ination of employment. or 
when,.:no.:longe·r: tteeded 'for.::reference. 

•Admih~~~,;~tiv~Investi:,~i~e Cas~- Files 
. ' . . . ' 

Noti·f~cation\>f~ pos~ibl:a'.·impropTiety. by FDA employees. 
Decisions to investigate,. reports of investigation, and • 

·action>taken as. a result~. Physical security information 
such.as reports, inspection-records, etc.,. regarding all 
headquarters and field installations. Also, on-site 
review program and administrative operations documents 
in the security area. 

a. Investigative material 

· Destroy 5 .. years aft;er t.ermioation of employment or 
•• when no longeJ:>• needed:. £01::; reference·. · 

:... ,~·./.~~~~~~~:;:/··.~t>·;·_·.~~-, .·:,-·•.::L·.~-~:·_· :<~~~:-:~--~ ··; \ ~, , 
•· !'> ·:"'_, .... Ph?s:fca:l• security material:: 
·.: · ..:;:_~·-/t\}~~.-.,?:f)~¾·: •~~:f~~?~::•:~.:··,:.?.~.:;rz..~{-~~~~f~ft;~}i; i~½,_·: . . • .. • • • • > . . 

9. 
SAMPLE OR 

JOB NO. . 

. ID. 
. ACTION TMl!H~, 
. ·~r~:.;,.· ...~ ...-~~ 

\ Dest:c:oy.,t3•J:.y_ears-~aft~r:::submission of final •report: . 
•· . j,-r; wtieq{ no'dongedriee'cre~f:. for.' reference·'i'· , •• 

Docuien t: ,·Securih; • • ·' ·-··::~;?!:~f,:;;·.,:.~: < 

Classi£iect' docuinent:e. C?nta~ning, national defense 
·security; infonnation~- ofr;:tnterest? .to FDA. Also logs 
and· receipts~ for· theser.'documents~. 

Destroy:' orret:urn to ,issuing agency when· FDA action 
is completed. 

-



'::; 

• 
! • ' 

• • Job No.'_ 

REQUFST FOR AUTHORITY TO DISPOSE OF RECORDS-Continua.tion Sheet · 

up·.011°- sus.peet:ed violatipns to the:t,P'ood, Drugi, and Cosmet c 
Ac:t;::::copi~of;::violatfons.::--.and'·'cor.rective/enforcement 
ac tlou -;tabia~~,~roe·s, refu:ences,.: coi;appiications and. 
pe t:1.tiorist:<fo~Jiiew-,,products;;: andt,ruated correst)O~enca-~,· .: 
witli-:'and:aboue:'·the:~ftrms:_c;,..._ • . " ':,;'\· • 
· · .:. :·... - ~- //;:r~:i~{~.1_}~~-· ;.J.. _· ·:·\; .~\.f~tit:i~.·i_··§i,'·.1,., · •._,. ·:·.:'·' ;~--

. -~". .. . ·.. ., ·::;~}(·,
a;·· .Out· of"business.;i firms;';;·• 

Transfe·r:\;;:~ 2 years.;::afte.r fi~" has gone. out· of 
business or·. date of last action.- _whichever is later. 
Destroy on. repeal of. enabling legislation. 

b.. Non-current· record·s ~ 

' ' ? • 

Transfer to FRC 7 years, after- doc.um.ents are no longer 
·current. Destroy on· repeal of enabling legislation. 

8. DESCRIPTION OF ITEM 
(Wmt INCLUSIVE DATES OR. R£l'DiTIOH' PERIODS} 

DIVISION OF MANAGEMENT SERVICES 

Provides leadership. -and ·guidance: to headquarters· staff. 
offices,. headquarters, operating ·aetivities, 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, 
communicat~n&p printing' and. reprod~tion, uiic:rofilm 
managem.ent·!,>,'..files, and records management. 

. . •. •. . '. . ~ " • •~: 

Responsible.·. for maintaining,. effect.ive liaison-...witb the·. 
_Government Print:1.ug Office, and:.,. ,for.. the centralized 
clearanca·a.m::: coordination of all:: printing and public.at. 
services;.. • 

Coordinate~· ·the development of Agency-wide policies and, 
procedures---for such services and plans and executes and 
adjusts- efforts in these activities. 

Administrative Files 
. 

Documents relating to .specific regulated firms and their 
products •. Includes Establishment Inspection Reports 
(EIR" s) • giving, the results· an~i. comments of FDA officers 
insp~cting, production plants; surveillance, inveetigatio 
anci: misc-e:llaneous repcn:tS" made-. by-;, FDA officers following 

9. 
SAMPLE OR 

JOB NO. 

10. 
ACnONTAKEH .• 

;8-?c? 7 

,. 

https://public.at
https://Print:1.ug
https://after-doc.um.en
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':'l'he Natfoaal Arcb.lves 
of~pages 

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS--Oontinucition Sheet: 

7. 
.ITEM HO. 

8. DESCRIPTION OF ITEM 
(WITH INCLUSIVE DATES OR REl'EJmON PERIODS) 

9. 
SAMPLE OR 

JOB NO. 

10. 
ACnONTAKEN 

Case (Recall Files) 

Materials on each action taken regarding the reccl;lling o 
unsafe., impure, or m.islabeled products from the market 
initiated by the- producer or FDA •. Includes legal docum:en 
summaries of the extent and effectiveness. of the reca.11, 
and related doctDD.ent:s~. 

Transfer to FRC 8 years after case is closed in batches 
by'letter s.eries .. Destroy 24 years after closure. 

Injunction Procedingl!!. 

Documentary evidence. ~nd. requests for .an injunction 
against a firm an,J/-0r its products forwarded to the 
Office of the General.Counsel. for legal action. 

Transfer to FRC. 5 •years after termination of final act:io 
Destroy 20 years after final action. 

Import Detention Notices 

Documents related to the detention .of possibly violative 
imported products& Includes fonn.s FD 772, Notice of 
Refusal for Admission; FD 777, Notice of Detention and 
Hearing; and FD. 779. Notice. of Release. 

. . . 
Transfer to FRC: 5 years-.after· final act.ion taken. 
Destroy .15 ye-jrs: after final. action • 

.~ ;.:: . -~. ~-' 

·Sample Seizure and/or Cr:1:minaL Prosecution· Records. 

Records pertaining t~ p~.oduc:t:: samples, tb.a.;t:bave resul.t.ed; 
in. seizures prosecution~ or been.placed in permanent abe 
ance by administrative action b.efore or after citatiou­
Includes: collection records; sample recQrds,, labelss­
promotional material, seizura and analyticaJ. reports, 
notices and records· of hearings," recommendations. termln 
ation of action notification" and.. related correspondence. 

a. Seizure and/or criminal rosec.ution records includin 

s, 

•. 

permanent abeyance case files that have resulted in 
seizure or prosecution. 

Transfer to FRC 5 years after final action taken in· 
bat.ches of· 1etter ser.iee. 
Destroy on repeal of enabling legislation. 



•REQUEST. FOR AUTHORITY TO DISPOSE OF RECORDS-Continuation Sheet 

7. 
ITEIINO. 

8. DESCRIPTION- OF ITEM 
(WITH INCl.llSIVE DATES OR RETEMTICN PERIODS) 

b. Other permanent abeyance folders. 

Transfer to FRC·S years after_final acti.on taken in. 
batches of letter series. 
Destroy on. repeal of enabling legislation. 

Corres:eondence..:,. 

Instructional material for correspondence prepa.ration 
and supporting: papers~- Also samples of lettechead, etc .. 

Destroy.~1 ·year~ after· superseseion.o 

Emplofee: Suggestion Fil.e. 
,· 

Sugge~tions,. evaluations, awards, letters of adoption • . 
or rejection,, and suppor.ting material. 

Destroy·· 2 years after suggestion is adopted or rejected.: 

Employee Locator File. 
I 

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

Destroy when,. superseded. 

Monthly.Stock· Reports._ 

Repo:r.~{.ciu'. equipment· and. supplies .ordered~ .on hand, and 
• distribuced -~. Also forms• FD-=,1780, Stock Requisition. 

Usedi£cii:;;;.re.imbursement. and accounting purposes ... 

Des~J~f~}7ears aft.er submission of report. • 

9. 
SAMPI.E OR ••• 

JOB NO. 

10. 

ACl'lO~ ~~·'i 
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REOUF.ST FOR AUTHORITY TO DISPOSE OF RECORDS-Continuation Sheet 

,. 
• n-E.'il NO. 

8. DESCRIPTION OF IT£M 
(Wml IIICU!&IYE DATES OR R£l'Eln'lClt6 Pl!JUODS) 

DIVISION OF MANAGEMENT SYSTEMS AND POLICY 

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

Provides central FDA control for delegations of 
authority and maintains control files of delega.tions 
to and w:U:hin the Agency .. 

Conducts Agency-.wide organization, managements- and 
manpower studies;, designs and recommends systems, 
.procedures, and policy to implement study conclusi011.s. 

Provides computer systems analysis and applications 
programming services for the staff offices of the Com­
missioner and data base management services for the 
Agency. 

9. 
SAMPLE OR 

JOB NO. 

10. 
ACTION TAKEN 

https://REOUF.ST


•REOUFST ·FOR AUTHORITY TO DISPOSE OF RECORDS-Continuation She$t 

,. 
ITEM NO. 

A3-l 

B. DESCRIPTION OF ITEM 
('NITH INCLUSIVE DATES OR R£TEHTION PERIODS) 

Project File (Management. Surveys) 

Reports .made on projects undertaken on a one-,time basis 
w1 thout initiating a formal survey. 

a. Record report copy. 
Destroy 5 years after completion of project. 

b. Supporting material and other report copi!_S. 
Destroyrl year after completion. 

,:<n 

Projece-:-File::..,(Management· Engineering and ADP) 

Reports- oo: 'various management. studies. Also supporting 
material suc.h as ·interview notes,_ analyses,. and report 
drafts.. • • • 

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

b. Other report copief!• 
Destroy 2 years after submission. 

c. Supportiµg material. , . 
Destroy l/2 year after completion of project or,. 
if no·~final action, after 3 years. 

·.~­
Surve·y File:. 

Reports,,ahd.·supporting material on various management 
studies...::~\-,' i 

··. ·::, ": •-· • 

a. Major:·;surveys affecting important Eol1cy 1 procedures·. 
and.·· planning·. 

PERMANENT•. 

Offer: record copy to National Archives 10 years after 
submission. of report. 

b. Other .surveys~ 
Destroy record copy of repot;'t 10 years after 
submission. of report. 

c. Supporting material for major and other surveys. 
Destroy 2 years after submission of report. 

9. ID. 
SAMPLE OR ACTION·TAKEN.,."JOB NO. ·:·::t) 



Page 30• Job No. 
or_h2,_pages 

REQUFST FOR AUTHORITY TO DISPOSE OF RECORDS-COnlinucdion Sheet 

9. .8. DESCRIPTION OF ITEM 10.. 7. 
SAMPLE OR.(WITH IHQ,USIVE DATES OR RETENTION PERIODS) .ACTION TAK£NITEM NO. JOB NO. 

A3-i..'''. Recurring Reports 

Copiesi:of reports submitted. on a regular basis. to other 
activities such as Manpoll.'er·. Management Reports Quarterly 
Act·ivities Report, Training Needs Summary Report, and 
other_· .management reports. Also, ·instructions, source 
data;::com.putationsp drafts, _and extra copies.• 

a. • ' Flnal •. r~port •copy. 

• .Dest:roy report 5 yeara after submission .. 
• . ·" •~ ...·,:.;._ ·: ·.' 

. -::,'"; ,,,,; ·"i ' 

.. Other' material o 

•Destroy 2 years after subm-ission. 

Proposals~. clearances, functional statements, organiza­
tion charts, and reports on OPBstudies relat~ng to 
FDA organization. 

a. Approved organizational statements. 

PERMANENT .. 

. Trarisf.er appr.oved statements to FRC 10 years after 
<:supe.rsed'ing., reorganization•. · Offer to Nati:onal ._ 
-~hi.vea~ 20. years ·after- superseding reorganization. 

...,.,::·,i:;2~:;;~:-i ,>!:o'.'· ,•:·< ' ,. . . ' 
· ; Uiiapproved.::c,rganizationaL 

.. , ·'.; 

statements. 
:_.:=-:·:).·j~;/~!i> -- . ,, .. ·:-~{.; -_r: . ;~-. - , . , 
, Dest~oy .10·,: yea.rs'.aft:ertprepar,ation.
:__ ~~}~;_:\?if: :1,:. :. ·~·_ -.. ·'···', • ~ ~-, .:'. , • "··.·: •• '.. · ,. • 

Other material. 

Destroy 10 years after preparation. 

Delegations of Authority 

Propos8fs, clearances, drafts, and final statements of 
delegations of authority. 

• . ltl-G94211-l GPO 

https://Trarisf.er


.&.,I.IQ ,l,,T.....,.JUW, 4&\.LL.4Y~ 

. or_:tP....pa,ges 

REQUEST FOR &oRITY TO ~ISPOSE OF REco&-conlinua.lion Sheet 

7. 
ITEM NO. 

•AJ-6 

8. DESCRIPTION OF ITEM 
• (Wlm INCLUSIVE DATES OR RETENTICIH PERIODS) 

a. Final statements . 

9. 
~MPLE OR 

J09 NO. 

ID. 
ACTJOK TAKEN 

(Con' t) 

~f.~f . . . 
• • • Destroy 

~~tfX~~~~9:~M~~~ 10 years after cutoff 
date. 

b. Other material. , 
:J-::_..,. . 

. . •:. • . •...;,,:; .•• : . 
Destroy 10.y~ars·•· after.·cutoff. date. 

https://4&\.LL.4Y
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REOUF.sT FOR AUTHORITY TO DISPOSE OF RECORDS-COntinua.tion Sheet 

9.8. DESCRIPTION OF ITEM7. 10.
SAMPLE ORITEM NO. (Wml IIICLUSIIIE DATES OR Rl'l'llmON P!Rl0Ds) ACTION TAKEHJOB NO. 

DIVISION OF PERSONNEL MANAGEMENT 

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

Provides staff assistance to servicing personnel offices 
performing recruitment, position c:.lassificatic.n1 111 em.ploye 
service, and personnel action processing functions., 

Implements and administers centralized FDA staff de,., 
velopment and occupational health and safety programs; 
perfonus employee""'Wmagemeo.t relations activities and 
other services not provided by servicing personnel 
office., 

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

Supergrade Positions 

Position descriptions,. grade justifications, staffing 
papers, organization charts, and correspondence relating 
to each supergrade position~ • 

Destroy 3 yeas after:poeition,is abolished or when no 
longer needed for reference., 

Grievance and Appeal Cases 

Correspondence, completed forms" and other material 
relating to employee grievances. 

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

Outside Activity 

Forms DHEW' 520 and 521 prepared by employees having an 
outside job • 

. Destroy 2 years after employee terminates outside 
employment or leaves FDA. 

https://planni.ng
https://REOUF.sT
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:}~' 7. 8. DESCRIPTION QF, 9. tO.mM
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Honor Awards 

Nominations,. selections, and correspondence concerning 
awards· given employees·. 

Destroy when employ~e leaves, FDA•.. 

Prog~,Review andEvaluatio~ ~. Safetz 
. . . 

Document& ~elad.ng to· the empldy;e safety p1:-ogram 
includ,ing:. issua:n:c·es.~. reports·, and correspondence.., 

Destroy 10~ years: afte.i? cutoff date unless needed for· 
furthec reference. 

Position Classification Standards 
- ---- :::,w ww: 

Standards developed. to classify FDA job descr.iptionse 

Destroy when superseded. 

· Training Request File 

Requests for employee training~ course evaluations!> and 
long--term training_ records e 

•'.ne~troy:4~years after:: complet:io.n of training unless 
needed: for further:: reference •., • • 

' I~divid_!!!LJrainin~ :P~ram P~rt:ici£_an,E.~ 

Assig~e~ts 9 ·activities~ and training of each employee 
participa,ting in the program. 

Destroy 3 years after participant completes program. 

l~l GPC 



~~,:::. .Job No._______ :;J:." 
REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continuation Sheet 

7. 
rrEM NO. 

8. DESCRIPTION OF ITEM 
(WITH INCWSJYI DATES OR REl'EIITIOII PERIODS) 

9. 
SAMPLE OR 

JOB HO. 
10. 

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 program requirements. 

Plans, develops, and coordinates the issuance of FDA-wid 
negotiated contracting policies and procedures. 

Participates with the Office of Science in the develop­
ment of FDA policy concerning the use of research- grants 
and grants funds. Serves as. the Agency focal point for 
developing, coordinating, and implementing FDA policies 
and procedures pertaining to grants management; serves 
as the primary point of liaison with the management staf 
of grantee institutions for the general interpretation 
of grants management policiese 

Directs and coordinates all administrative functions· 
a.ssociated with grants management after technical review 
and approval are completeo Directs and conducts 
negotiations with grantee institutions. 

Executes all negotiated contracts and grants awards. 

Analyzes, evaluates 9 and reports selected statistical 
and financial data pertaining· to .the grants and contract 
programo 

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

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



. of_:z!:!..pages 

REQUEST FOR A.ORITY TO DISPOSE OF RECO~onlinualion Sheet • 

8. DESCRIPTION OF ITEM 9. ID. 

• • ----------{WITH--1-NCL_us_,v_E_D_"'_ns_o_R_R_ETEMT__i_o"_PER_IO_os_>__________,__SA_M_P_LE_o_R_,_ACTJ_'_ON..;...T_AKEN_..;.·_,- JOB NO. 

A5-l 

._AS-2 

Interagency Agreements/Memora~da ofUnderstandin_a 

Agreements and understandings with other agencies, both 
technical and administrative, for work done by or for 
FDA. They include exact descriptions of the work to ·be 
done, time frames, costs or other renumeration, and 
details of the personnel and equipment involved. Also, 
subsequent amendments,. comments, approvals:P and related 
correspondence. 

b. 

. . ·.. • ·• ·:.<: ;::IJe:s;~roy . 
afiferx.it~)Na~~~~•2 years af te:r termi.­
nat ion of entireagreement/understanding.i:lac.i 
_}1::~c::t,~Jl~,.:~ ' ' 

Destroy 2_ years after termination . 

Grants 

Applications, opinions, comments, approvals cir decli­
nations ftmding documents,.progress and expenditure 
reports, published materials,. and correspondence con= 
cerning grants awarded·, by FDA for research. · 

Destroy 6 years after termination of grant or date. 
final payment~ which~ver is later'. 
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9.8. DESCRIPTION OF ITEM 10..
SAMPl£OR:.­(WITH ll!Ci.USIVE DATES OR REl'ENTION PERlooS) -· • ACTION TAKSf'.l-, ~JOB NO. . -· 

• BUREAU 0:F BIOLOGICS 

Administers regulation cif biological products shipped 
in interstate and foreign commerce under the biological 
product control provisions of .the Public Health Service _-. 
Act ... ··_. 

Inspects manufacturers" facilities for· compliance with· . 
standardss _te~ts products submitted for releases estab...'.• •• 
lisheswritten·and. physical standards 5 and<approves 
licensing. of manufacturers to produce biological prod.ucts-

Pla11s'and conducts research related to the development:, 
manufacture, testing, and use of both new and old 
biological products to deve-1..cip a scientific base for 
establishing standards de.signed to insure the continued 
safety~ purity, potency, and. efficacy of biological 
products. • 

,.~• 

. -~--

:;....i:_:~ 

Administers applicable provisions of the Federal Food, 
Drug, and Cosmetic Act as they pertain to.human drugs 

• that are biological' products; 

In carrying out these functions, cooperates. with other 
bureaus of _FDA~- other PHS organizations, governmental 
and futernational agencies» volunteer health organiza- .. 
tion~-;; universities,,: indivic:iu,al. scientists,' non-govern.:..· 
mental laborator.ies·, and: manufacturers of biological. 
products •. 
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ru:QUEST FOR A&ORITY TO DISPOSE OF RECO~nlinualion Shaet or ..9.{l_...,. 

9.8. DESCRIPTION OF ITEM7. 10.• ITOI NO, SAMPU:OR(WITlt IHCUJSIVE DATES OR RETENTION PERIODS) • ACTlOH TAXEMJOB NO. 

Consumer ComplaintsB-1 

Original complaint letters from consumers and others 
including copies of those submitted on forms FD 1239, 
Drug Experience Report. Also, correspondence with 
firms involved concerning thecomplaints and corrective 
action taken as w~li as memos for record regarding the 
complaint'... 

Transfer t0- FRC 5 yea.rs after the complaint is resoiv~d.; • 
~A::l.'.P.Jt__ -~~-'Llcx~H~~~~*~i_f@f~!{x~~-~.·~,.~v~~lx·_..._._ 

A._"l")I'.,_ -oXNat1J1:m,tloA-t- • . ~ e:.::..l!:~~~x=x ,.
~~11:.+."K~ ~ . n,,._...,A,J,;\1~~,¥~ -~MN~.. -~ . , . ' 

' :/·;;~~.)'?::-· , .• :::- ::· ~ :.·- :.,:.-·'·\:.·::.• ' '. 

Manufac.ture~s-' Correspo11den~e and Data· 

One portd~!~'~f. the file" contains. copies of correspondence. 
from manufacturers on various-subjects. The other 
consists of raw data developed by Bureau of Biologics 
personnel regarding the- testing of vaccines. 

• . . .. . • . 

Destroy 5 years· after action has been c.ompleted. • 

B-3 ·correspondence Cross Reference (Salmon)' 

Carbon copies of correspondence sent out arranged alpha-­
betically_: by individual _or firm name for cross reference. 

Destroy after 3 years~ 

PendingLicenses and 

Copies o.f form NIH 523 or FD 2671 ~ License Application 
Reference-Number Notification, cover letters to the 
firm involved and related_ .correspondence. 

a. Approved licenses. 

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

b. Disapproved licenses. 

Destroy application and supporting material 
5 years after disapproval. ~~cgp,:i;x~;<t~:;QC?::x§~Jtk~ 
liO:tl<;fi:iX£.X'.'cee"nX3'.%0t:::oXN.~~:n~IG;M::i;~i"K~~Jrx~ 
lif. &es.fifuc'tianx 

https://A::l.'.P.Jt


-B-5 

of .::t..lLpages 

REQUEST FOR A..ORITY TO DISPOSE OF RECO~nlinuolion Sheet 

License Application. Notic~ 

7. 
ITEM NO. 

8. DESCRIPTION OF ITEM 
(Wl'T'K I l(CIJJSI VE DATE5 OR R£TENTJOH PERIOOS) 

•••.• _ •. _· ·._· •• . • : . . • 

Copi.,;s·of licenses and ~up~ort:ingmate~ial consisting: of 
appU..cation::copies,.resumes of responsible offic-ials,..·:·._. 

·changesoLofficials~:production methods,. plant layouts,. 
productio11.pr.ocedures,..,.and new equipmenta Also cover and: 
follow-up letters,. questions and ans..ers~ related notes..· 
and c:orrespondence with the manufacturer/establishment:-;,. 

-. ' ~· ::..\:.. ,--:~; ~-~::.' • ' ' • 

a. Active licenses. 

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

b. Revoked~ sus2ended~ or superseded licenses. 

(1) License fold~r. - :. > 

Disposal -not·'authorized at this time~ Revie·w_ 
fordisposal 10 years after revocation, 
suspension·,.,: or sup·ersession .. Wb:E1:1xr~~,... 
~-vac~~Et~~cbc. 
~ }~~ Do -~c:>t transfer· to 

(2) License establishment materialp. 

Same as-

Product Licenses 

Licenses and supporting material authorizing production 
of specific products consisting of application copies,.. 
changes in production methods, questions and answers wlt 
firms, cover and follow-up letters, and related material 

a. Active licenses. 

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

9. 
SAMPl!': OR 

JOB NO. 

10. 
J\CYlOH TAKEN • 

Similar to above file but contains other copies of • 
form NIH 523 or FD 267l·and correspondence with firm 
concerning approval or disapproval and follow-up 
documents . 

. Dest.ray 1. year after· completion of act:ion. 

-------------



• 

I ~~~ .\~ini:i~tloo. Job No.------ Page .,, 
.TaeN~..!.rchi.-e:s· .• - • • • · of~-pa.gea 

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDlcontinuo..tion Sheet 

7. 
ITEM NO. 

8. DESCRIPTION OF ITEM 9. 
(WITH INCLUSIVE DATES OR RITEIIT!Olt PERIOOS) SA.'dPL.E OR 

10. 
AcrtON TAl<EHJOB NO. 

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

(1) License folder. 

Disposal not authorized at this time. Review 
for disposal.lo years after revocation.­
suspension,- or supersession. ~~~~~El9c.•. 

::s:ex~~x$al?l'pl,e.xtl.Q{::b:'excr~{!Xj!'gt'(:kffiaiJK:' ... 
;:.. •· •~~~•--:Uo_:;:no t·,. transfer ct o FRG.,. 
·~_:.•. ·~·:·:.. -·~··. _ . . ..·:.}~t}IJ:i:rtrt~\:.: • ..- .·> -• ~ ·-. • • ---:-·: • 

(2} / __ License Eroducc supporting material. ... • 
.:;-~~-~-": !:··~ . _:· -,;-~·tfi~~:.:_i,~~~-<-' ,,. •• .. ~-~ .. : • 

Same as above~... 
..: - . . ' 

Im:port Permits.· 

Copies of forms NIH 1395 or FD 2502, Pemit for· Impor-­
tation of Licensed Biological Products. 

Destroy.S years after·expiration of permit. 

Protocol Releases .• 

Approvals granted for batches>of biologicals~ Copy of . 
the protocol, forms NIH 289 or FLH 2558, Release/Reject· 
Letter~:.forms NIH _837 '"".: 845, Completed Check List, forms 
NIH 30.. or FLH 2568~:_Receipt Letter, and related corres-· 
pondence:: such as co~er letters, requests for more in- ' 
formation<and replies,, concerning the release of specific. 
batches-of a product.;.:..·>:·-; . · 

\~':?-i~ ~ _~· :.-:~j~J~z:~~· .(;::<·_: .. : .. ~-·. ->~;-.--_ • . , .-- .. 

Transfer- to FRC 4- yearsCafter date of release .. ~1it...§tk'. 

.n1:1.lrnl~ttlda;eiixm.:¢.;JJ.:i~~XX~Jt..W~i@.P.;QJHl~ '. 

~em:xtax~wx.x~~x\Destroy when 2.0 Year~o 
·... i:~":J~:}2.~=:::.;.. -:: .'-:-. ~..~. :,·· ..-.--;{t~f{.-.'-_ • ~ . ~:•.~~~·.: ·.,· 

Investigational New Drugs (INDs) - Biologicals~ 

IND i;/6_::tplicate· ind:i~atiog,/~,pproval for testing of. 
produi:ti:'on. humans, and supporting material consisting · 
of supplements (amendments), formNIH 1770• Clinical. 
Trial Outline, and,· related• correspondence with producers 

a. Original HID. 
1. Unlicensed uroducts: 
- -Transfer to FRC 10 years after completion. of fi~al _ 

action . OtiX~~XJ(Yre.tie.w::Jfu:rx~.s:~~~~: 
a.YSMi.p.te:::-~x~ac"m~~~ixE9;Bnt;(;1.;dc~ 

• xo:f<ferJ!d:xtQ;dtnt~i:x~i~r Destroy wp.en 20 years old. 
2. Licensed oroducts. Retain until no longer eeded ...□r t d . ~· nn , se □ 

mailto:n1:1.lrnl~ttlda;eiixm.:�.;JJ.:i~~XX~Jt..W~i@.P
https://disposal.lo
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O pages 

9. 
SAMPLE. OR 

JOB HO. 
111. 

ACTION TAKEN 

• ~ Sen"ii:t!! Adm1n1.,crr11:1on -~- •• -· 
• TheNatloul.A.rc.b.kes . . . . 

· REQUEST FOR AufORITY TO DISPOSE OF REcorul..conlinuation"~heel of 

1. 8. DESCRIPTION OF ITEM 
ITEM NO. (WITH IHa.USIVE DATES OR RET91TIOH PERIODS) 

~1:r:for.exi~.:;r- • 

Transfer to FRC 2 years after firm is out of 
business.·Destroy ~· yea~s thereafter . 

.• ~estroy- l year 

-, •ncJ,.d.l:ng, crigL.uJ I Lo . 
. . , o ~.,,,11ed 2o iht> Ncdion<d, lh<::niv..., 

B-:10 · 
(Con't) 

B-12 • 

•B-13 

b. IND copies and supporting material. 

Destroy 5 years·after completion of final action. 

Efficacy Reviews 

Documents submitted by manufacturers regarding product 
efficacy. reviews and. evaluatlons of product made by­
Bureau .of Biologics' professionals. and reports on 
results of review by. the professionals. 

. . 

Note:·• Efficacy reviews are conducted by prominent 
scientists on all products manufactured.during the 
period 1903 thru 1972. Products are evaluated by 
panels (e.g., toxoids and· toxins panel. allet:genics 
panel; etc.) ... • 

a. Reports. 

Of'fer to NARS 
~~i~~X.1Ht after publication in 
the Federal Register or when no longer needed 
for reference. 

Destroy 
.0f£-eix:ta:~~It~:;,M'§t~~x~H 10 years after 

• termination of review.. 

Efficacy Review Committee MembE;Es. 

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

Destroy 1 year after member leaves committee. 

Inspection Reports.on Firms of' Regulatory Interest .. 
fl.x x:;R~9ro:s<l:'l?iX~t!:lNoc:x.havec1mn:~~x0'.-6c~~~g$,$x 

y .0,fx~z!:;--P:fxn/\f;l:lf*W:;::~e~FQI:-Z,z!:e:t:!tXASfu::: 

'DrliiHff.e;octtf::xBR~x.-2J<Y1?"A:J;'.l:f ~~Xi'trsJilH!~XR.e:Y.;~ . 
fnrx:d:±sPQsalod,ft;:y~::c;&,cai:t..~~:itR~P.~~fo..l?ltJ:i:~~Wxilx 

• Ysampl::e::)n:o:txtroc;ex.li:'~»t x~~1t~ioo~.,c~J...Y.~~~:x;: 

https://Reports.on
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·promulgated~l---49 by 
General Setv!ces .Administration 
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Conlinuation Sheet 

7. 
ITEM NO. 

9.8. DESCRIPTION OF ITEM 10. 
SAMPLE OR(WITH INCLUSIVE DATES OR RETENTION PERIODS) ACTION .TAKEN •JOB NO. 

Bureau of Drugs 

Develops FDA policy with·regard to the safety, effective­
ness, and labeling. of all drugs for hu:raan use. 

Reviews and evaluates new drug applications (NDA's) and· 
notices of clained investigational exemption for new 
drugs (IND's). 

Develops and implements standards for the safety and 
effectiveness of all over-the-counter (OTC) drugs. 

Monitors the quality of marketed drugs through product 
testing, surveillance, and compliance programs. 

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

• Develops and disseminates information cmd educational 
material dealing with drugs to the medical communi.!=Y and h 
the public. • 

Conducts research and develops scientific standards on 
the composition, quality, safety, and efficacy of.human 
drugs. 

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

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

Analyzes data on accidental poisonings; disserainates 
toxicity and treatoent infoTI!latio.n on household products 
and medicines. 

Evaluates applications for operation of 1'1.ethadone treat­
nent centers and other activities using methadone or 
other drugs. 

Directs the FDA antibiotic and insulin certification 
program. 



stanum-d l''orm. No. 115a 
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of~pages 

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS:-Continua.tion Sheet 

9.8. DESCRIPTION OF ITEM 10.1. 
SAMPLE OR ACTION TAKEN.ITEM NO. (WITH l!ICLUSIVE DATES OR RITENTION PERIODS) 

JOB NO. 

D-1 Drug Study Evaluation Reports 

D-2 

D-3 

D-4 

Results of statistical analyses and other evaluations ma 
in the course of studies of various drugs to determine 
their safety and efficacy. M~y include actual analyses 

·material. 

a. Original reports. 

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

b. Report copies, 

Destroy when no longer needed for reference. 

Deleted 

DESI File 

DESI (Drug Efficacy Study Implementation) Folders contai 
ing recommendations and proposals and related source mat 
rial including initial and follow-up announcements, actl 
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 previously reviewed 
only for safety. 

a. DESI folders. 

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

b. Other material. 

Destroy at same time as corresponding DESI folder. 

Clinical Investigator File 

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

Destroy after 5 years unless needed for further referenc 

e 

-

n 

. 
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Stand!Ull Fonn No. 1.15a 
Promulgated !>-1--19 by /, /)'
General Services Administration Job No. ______ Page '-f. tThe National Arcbives 

of.!/i2_pages• 
REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continuation Sheet 

7. 
ITEM NO. 

D-5 

D-6 

D-7 

8. DESCRIPTION OF ITEM 9. 
(WITH INCLUSIVE DATES OR RETENTION PERIODS) SAMPLE OR 

JOB NO. 

New Drug Applications 

Applications from drug producers for approval to market 
new drugs (form FD 356H). Includes clinical data, test 
results, labeling, promotional material, progress and 
other reports, adverse reactions, notices of termination , 
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.legislatio . 

b. Duplicate: Destroy when action completed. 

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

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). Includes 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 legislatio . 

b. Duplicate and Triplicate: Destroy when action compl ted. 

Drug Master File 

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

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

b. Duplicate: Destroy when no longer needed for ref.ere ce. 

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

10. 
ACTION TAKEN .• 

F.::,ur eopieJO,, irt<.:h.1din9 uriginir:i.l.,. to bo zuhmitt~d io th~ Naiion.ol ..l:J..rcb.ives 

https://Naiion.ol
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REQUEST FOR l',.ORITY '1'0 DISPOSE OF RECORBS-Conlinuo.lion Sheet 

7. 
ITEM NO. 

D-9 

D-10 

D-11 

D-12 

9.8. DESCRIPTION OF lTl:::-1 10. 
SAt,iPLE· Oct (WITH INC!..USIVC: DATES OR RITENTIGN P~!\!ODS) • ACTION TAKENJ03 NO. 

Laboratory Services Monthly Reports 

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

Nedia Requests 

Orders from FDA professiona.L,s,.for culture media (form 
FD 1979). 

Destroy 1 year after order has been filled. 

Glass~are Orders 

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

Destroy l year after order has been filled. 

Chemcial and Microbiological Assay Results 

Reports on assays (tests to determine aJi~unts and 
strengths of components) of various substances per-
formed by FDA professionals.. • 

Destroy 5 years after termination or when no longer. . 

needed for reference. 

Standards 

Master and working standards for defining potency of 
batches of antibiotics submitted by producers. Chem­
ical and microbiological· t'est results conducted by 
FDA resulting _in standard-approval. Related cor­
respondence with producers. FDA certification of 
standards. 

Transfer to FRC 5 years after·supersession by a later 
standard. ~XfXt<'!x)!~~~J¢::cf;h::i;x~ 20 years after

'XJtx .uest-roy
supersession. . •. 

) 

I 
I 

I 



Standard I>orm No. 115a 
Promolgatei:I ·0-1-rn lly 
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Conlir..uation Sheet 

9.],, 8. DESCRIPTION OF ITEM 10. 
SAMPLE OR(\'/!TH INCLUSIVE DATES OR RETENTION PERIODS)ITEM NO. ACTION TAKENJoa No. 

D-13 Assays 

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

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

Certification Records (NCAA)D-14 

Analytical data used in certification of drugs. 

Destroy when no longer needed for reference. 

Regulatory Testing RecordsD-15 

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. 

ProposalsD-16 

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; 

Drug Recall FilesD-17 

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. 

. 
i
l ! 

I' I 
I Ij 

ii 
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•. Sumd!l.rf,l Forln No. 111:la 
Prorn11lgated 0-1~10 by 
General Servic,,s Administration 
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Co.frtinuanon Sheet 

7. 
ITEM NO; 

D-19 

D-20 

D-21 

g_8. DESCRIPTION OF ITEM IO. 
SAMPLE OR(WITH iNCLUStVE DATES OR RETENTION PER!ODS) ACTION T1\KENJOB NO. 

Drug Seizures 

Collection records, labeling, analytical reports, 
certificates and affidavits, seziure reports, term­
ination of action reports, notices and records of 
hearings, recommendations, criminal prosecution 
records, and related documents pertaining to indi­
vidual seizu~e actions. 

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

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 .. 

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 lal,loratory testing difficulties. 

Transfer to FRC when no longer needed for reference. 
Destroy when program is abolished. 

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 legislation or•. when 
of no further use to FDA. 

Pa<>e 
0 f. 

of ':.10 pages 
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of YO pages·•
REQUES'r FOR AUTHORITY TO DISPOSE OF RECORDS-Conlinuo.l:ion Sheet 

7. 
ITTM NO'. 

8. DESCil!PTlON OF lTEM 9. 
SAMPLE OR(WITH lNCLUSil/E DATES OR RETENTION PERlCDS) 

JOB NO. 

10. 
.ACTION TAKEN 

D-22 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 legislation or·when of 
no further use to FDA. • 

D-23 Registration File 

Official establishment registration forms (FD 1597 and 
FD 2656) from all drug producers and. distributors sub­
mitted annually in compliance with_ the Kefaufer-Harris 
Amendment of 1962. 

D-24 Drug Listing Labeling File. I 
l 

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

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

D-25 Batch and Production Data Files. 

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. 

D-26 Abbreviated New Drug Applications. 

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

Original.1 

Transfer to FRC 2 years after date of last action. 
Destroy on repeal of enabling legislation. 
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Conlinua.lion She~t 

---------------------------------------,-------,----9.0. DESCRIPTION OF ITEM 10.7. 
SAMPLE OR ACTION TAKEN ,(WiTH INCLUSIVE DATES OR RITEIITION PERIODS)ITEM NO. JOB NO. 

D-26 
( Con' t) 

D-27 

D-28 

Duplicate. 

Destroy when action completed. 

Triplicate. 

Transfer to appropriate District Office when action is 
completed. 

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 analytical methods. 

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

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 me,dical com_munity. Used to evaluate the safety 
of drug products. 

a. OriginaJ. forms submitted by manufacturers /producers. 

File in appropriate NDA jacket after initial processi]g 
and retire as indicated in item D-5. 

b. Original forms submitted by the medical community. 

Destroy after initial processing, including microfilm ··ng. 

C • Duplicate copies. 

Destroy after initial processing. 

d. .Microform copies. 

Destroy 10 years after submission of report unless j 
needed for further study. ( To be microfilmed pe='._~l~MR 101-\1. _507 ( c ){J 
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Coniinuo.t:ion Sheet 

7. 
ITEM NO. 

8. DESCRIPTION OF ITEM 
(WITH INCLUSJVi OATES OR RETE!fflON PERIODS} 

BUREAU OF FOODS 

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

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

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

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

.Plans FDA surveillance and compliance programs and 
eval ua te s progress toward obj ec tiv es 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 environmental factors affecting the 
total chemical insult posed by direct and indirect 
food additives. 

Analyzes regulatory samples as necessary to support 
Bureau complianc programs. 

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

Studies consumer experience with expectation of and 
exposure to Bureau-regulated products and m.aintains 
a nutritional data bank. 

Recommends to the Office of the Commissioner new or 
revised legislation pertinent to the Bureau's respon­
sibilities. 

9. 10.
SAMPLE OR. ACTION TAKENJOB NO. 
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continuanon Sheet 

7. 
ITTM NO. 

8. DESCRIPTION OF' ITEM 
(WITH INCLUS!YE DATES OR RET~TION Pl>RIOllS) 

!1. 
SAMPLE OR 

JOB NO. 

10. 
ACTION TAKEN 

F-1 

F-2 

F-3 

F-4 

Program Management 

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

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

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

Food Additive Petitions 

Formal requests from producers of vitamins, preservative , 
etc., for approval for use of additive, notification of 

• FDA approval, and documentation in support of approval. 

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

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. 

Food Additive Subject File 

Correspondence with producers, industry, consumers, and 
other agencies concerning safety and efficacy of additiv . 
Also advisory opinions, data reports, and evaluation 
results. 

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

F-7 

F-8 
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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. 

Color Additive Petitions and Diluent Petitions 

Fonnal re quests from producers of color a~ditives 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 legislation. 

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. 

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 process, wher 
manufacturer has gone out of business, or when no longer 
needed for reference. 

Color Additive Certification 

Records of analyses of color additive samples submitted 
for certification. 

Destroy 1- year after certification is made or when no 
longer needed for reference. 

9. 10. 
SAMPLE OR ACTION TAKENJOB tlO. 

F-9 
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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). No tificatio 
of FDA approval and documentation in support of FDA actio 

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

• 

F-11 Petitions Reviews 

Reviews of petitions received from producers of additive 
that have been rejected giving reason for rejection. 

Transfer to On-Site Storeroom 6 years after completion o 
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 permiL 

F-13 Temporary Permits (test foods) 

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

Destroy l year after expiration of permit. 

F-14 Import Milk Act File 

Herd testing reports, milk import permits, 
related correspondence. 

reviews and 

Destroy 3 years after expiration of permit. 

F-15 Equipment Reviews 

Correspondence and publication references used to reviewL 
and approve sanitation and food processing equipment pro 
posed for use on interstate carriers. Correspondence wit 
manufacturers and carriers. Reports and back-up material 
on acceptability of equipment. 

Destroy on 

reference. 

completion of review unless needed for furthe 
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• F-16 Vessel Plans 

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

Destroy on completion of ship. 

Sewage Treatment Plants 

Construe tion criteria, review of plant projects, cholori 
ation studies, reports with recommendations for improve­
ment or acceptability. 

Destroy 10 years after final action taken. 

F-18 

F-17 

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. 

Growing Area Surveys (shellfish .sanitation) 

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

F-19 

a. Data interpretation reports: 

Destroy 10 years after preparation. 

b. Other material: 

Destroy 3 years after preparation. 

F-20 Review of State Shellfish Labs 

Original data supplied by inspectors and state agencies, 
evaluation of data, reports on evaluation findings, 
recomendations for corrections, results of implementa­
tion of recommendations. 

Destroy 3 years after implementation of recommendations. 
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F-24 
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Market Shellfish 

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

a. Staff reports: 

Destroy 10 years after preparation. 

b. Other material: 

Destroy 3 years after preparation. 

Recalls 

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

Transfer to FRC 10 years after recall completed. Destroy 
20 years after recall completed. r 
Establishment Inspection Reports (Hazard Analysis Critical 
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 special 
health problems such as low acid canned foods. 

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

Deleted 

Cosmetic Injury Complaints 

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

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

https://Sta.n<la.rd
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F-26 FPLA State Survey Reports 

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

Transfer to FRC when regulation is promulgated. Destroy 
10 years after regulation 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 
n~ed 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 proce,:~ure for testing 
individual food samples. 

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

Referee Subject FileF-29 

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

Destroy 8-years after termination of subject project 
or referee 1 s appointment. 

Cooperative Quality Assurance Program (CQAP)F-30 

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 iclutling plant's production specifi­
cations, exception reports, and complaints. Also lists 
of abstentions, applications, candidates, deferred 
prospects, evaluations, nominees, rejectees, and 
terminees. 

Destroy 5 years after termination of program project. 
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DELETED 

nata and Test Results 

F-31 

Results of biochemical t~sts made ~o measure effects of 
various substances on animals. Also data on dose des­
cription, change to organs, total weight of subject, and 
description of litters. 

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

F-33 Assays - Biochemical and Clinical 

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

Destroy 10 years after completion of assay. 

F-34 Analytical Worksheets 

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

Destroy 5 years after completion of analysis. 

Research Project Worksheets (data & correspondence only) 

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

. Transfer to FRC 15 years after completion of proj ec L 

Destroy 30 years after completion of project. 

F-36 

F-35 

Laboratory Notebooks and Experimental Data 

Records of tests made, assays~ procedures, methods, 
sainpl es used, and results. 

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

Progress Reports 

Summaries of laboratory notebook contents.· 

Destroy 10 years after completion of report. 
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F-39 

F-40 

F-41 
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Quarterly and Annual Reports 

Technical summary reports of projects being performed 
in laboratories in support of various projects. 

Transfer to FRC 5 years after completion bf project. 
Destroy 12 years. after completion of l?roj ec t. 

Sample Control 

_Fonns FD-421, Sample Accountability Record, used as 
basis for testimony given in legal actions and to 
account for regulatory and food additive samples 
received from District Offices. 

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

Sample Files 

Sample.worksheets and records of results of analyses 
or experL~ents on samples. 

Destroy 5 years after action is completed. 

Sample Record Books and Studies 

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

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

Chick Embryo Studies 

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

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

9. JO.• SA~lPLE OR 
ACTiml TAKENJOB NO. 
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F-44 

F-45 

F-46 
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Aflatoxins Studies 

Records and reports on findings of materials containing 
aflatoxins. Also, summaries of these reports. 

Destroy 5 years after completion of study. 

Swine Studies 

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

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

Heavy Metals Study (Technical Plan) 

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

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

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 ·µ1.arket. 

Anaerobes 

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

Destroy 10 years after completion of exp.eriment. 

Sensitization Potentials Tests 

Results of tests and experiments made on various 
substances used in cosmetics for eye and skin 
irritation. 

Destroy 10 years after completion of tests. 

9. 10.
SM,iPlE OR ACTION TAKENJOB NO. 

F-48 
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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 resutts 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. 

Pathological & Histopathology Laboratory Record BooksF--51 

Notebooks used for referencing and indexing 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. 

Blonetics (Contract #71-268)F-52 

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

Transfer to FRC l year after acceptance of report 
Destroy 10 years after acceptance of report. 
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GRAS Monographs 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 

lof chemicals previously found safe for use of foods. 

la. 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. 

C • Consumer comsumption data: 

Destroy when new ADP printout is available.

I
i d • Abstract cards: 

I Transfer to 
reference. 

FRC when no longer needed for 
Destroy 4 years after trinsfer. 

F-54 GRAS Testing 

Hutagenicity reports on the results and 
made on GRAS substances under contract. 

summaries of 

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

test. 

F-55 GRAS·Review of Literature 

IEMIC (Environmental Mutagen Information Center:)/GRAS 
!lists of books and periodicals and some actual publi­
jcations. containing references to mutagenesis and 
; .
lteratogenesis.
! 
I 

jTransfer to FRC 10 years after completion of review. 
lDestroy 15 years after completion of review. 

I 
1tests1 

I 
I 
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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. 

Contrict Information 

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

Transfer to FRC l year after action coCTpleted. Destroy 
20 years after completion of action. 

I 
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9. 
SAMPLE OR 

JOB NO. 

10... 
ACTION TAKEN 

BUREAU OF MEDICAL DEVICES AND DIAGNOSTIC PRODUCTS 

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

Collects and evaluates data on significant hazards to 
the public health which may be caused by the use of 
medical devices and diagnostic products; develops and 
recomnends 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 diagnostic products and recommends their 
classification into regulatory categorieso 

Conducts research and coordinates the development of 
standards for appropriate categories of medical devices 
and diagnostic products; publishes approved standards 
and regulations specifying good manufacturing practices 
in the Federal Registero 

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

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

Operates a national Medical Device Experience Monitoring 
System. 

Provides the Cmrunissioner 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 
I!ledical device and diagnostic product problems in 
conjunction with the Office of the Assistant Comis-
sioner for Public Affairs. 
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JOB NO. 

10. 
ACTION TAKEN 

K-1 Seizure Files 

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

K-2 

Destroy 1 year after action is completed 
for further reference. 

Recall Files 

unless needed 

K-3 

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

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

Regulatory Letter Files 

Copies of letters to District Offices requesting 
of Regulatory Letters to producers. 

issuancE 

Destroy 1 year after action 
for further reference. 

is completed unless needed 

K-4 Assignment Log 

Copies of Assignment Memos to 
inspections of certain firms. 

District Offices requesting 

Destroy 1 year after action is completed 
for further reference. 

unless needed 

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

- Medical devices 

Inspection forms, summary reports, findings, recommend­
ations and related correspondence on inspections of 
producers' facilities. 

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

ACA, when 

K-6 Regtilatory Material 

Weekly 1 ist s of detentions, 
and prosecutions. 

rec alls, seizures, inj unc tior s, 

Destroy 
further 

2 years after cutoff date 
reference. 

unless needed for 
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RegulatoryK-7 

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

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

DeletedK-8 

LitigationK-9 

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

a. • Sample jackets and official correspondence: 

Transfer to appropriate files ( item l and A2-l) 
after completion of project .. 

b. Other material: 

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

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

K-10 

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

This project is concerned with determining the safety, 
effectiveness, and accuracy of apparatus such as 
electrocardiograms and blood pressure equipment used 
to diagnose illness from outside the body. 
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K-10 , a. Original: 

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

b. Duplicate: 

Destroy when final action is taken. 

•c. Triplicate: 

Transfer to District Offices when final action is 
taken. 

Form FD 2687 FileK-11 

Copies of Notification of Shipment 
> 

of 
> 

.!E. Vitro Diag-
nostic Product for Investigational Use form submitted lby producers. 

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

Hanufacturers' Submissions 

Replies from producers to requests for various items of 
information concerning their products for use in devel­
oping product standards. Includes equipment diagrams, 
production methods, quality controls, 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 is put into 
effect. Destroy 20 years after standard is put 
into effect. 

b. Copies: 

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



Stanriar,l Forni No. lll>B 
Promulgated !H-49 J-iy 

' ;/'7General Service,s Admioistrstiou • I• Job No. _____ Page • ;.o.The National .Arc!livt~ 

of'.!:lli.pages•
REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continua.lion Sheet 

7. 
ITEM NO. 

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

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 nonionizing radiation. • 

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 insti.tutional support through 
training grants. 

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

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

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

Participates in development of model codes and recom­
mendations for guidance pf industry and of national, 
state, and .local radiation-control a.ad standard-set­
ting agenci'es in order to optimize radiation control 
practices. • 

.Maintains appropriate liaison with other Federal, state, 
and int.erna::ional agencies, with industry, and with 
consumer and professional organizations. 

9. 10. 
SAMPLE.OR ACTION TAKENJOB NO. 

https://SAMPLE.OR
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State Training Programs.X-l 

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 agents 
in radiological health enforcement. 

Destroy 10 years after termination of program. 

College/University Contracts.X-2 

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

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

Radiological Health Training and Medical ApplicationsrX-3 

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 6n radiological 
health applications to dentistry, podiatry, chiropractry, 
and other medical fields. Thi~ file documents develop-· 
ments of standard training procedures for lab techniciaa, 
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 ta National Archives 5 years afte 
termination of program. 

b. Other material. 

Destroy 5 years after cutoff date. 

Four t:o!'ies., ii"IJclu.ding ozi,g-i.nol., ·to ho :,;uD-m.i:U~d. to fhe Nati.onal _fuchiv.eSJ }S--6n428-l GPO 
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REQUEST FOR AUTHORITY. TO DISPOSE OF RECORDS-Continuation Sheet 

9.7. 8. DESCRlPTlON OF ITEM 10. 
SAMPLE ORITEM NO. (WITH INCLUSIVE DATES OR RETENTiON PERIODS) ACTION TAKENJOB NO. 

Survey ActivitiesX-4 

Final reports and evaluations on X-ray exposure studies, 
X-ray trends, the Advanced X-ray Survey, and AEC Facility 
Inspections. Also, supporting material. Surveys are 
conducted to determine program effectiveness, areas 
needing greater attention, and effects of program imple­
mentation~ 

Final Reports. 

Permanent - Offer to National Archives 10 years 
after completion of survey or when no longer needed 
for reference. 

b. Other Material. 

Destroy ld 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 documents 
are no longer needed for reference. 

Standards and Regulations File'X-6 

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, t:he Technical Electronic Product Radia­
tion Safety Standards Committee and other coillIIlitt.ees 
established to develop product standards and regulations. 

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

https://Stand'o.ru
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Job No. ______ 

RECORDS-Continuanon Sheei: 

9. • rn.B. OESCRl?T!ON OF r,:C:,,\7. . 
SAMPLE QR ACTION T,!;;<;EU •r:<rn-1 hiCLUSPIE DAT~:s OR P.ETZ~TtJU PE?.!005)lTEM NO. J.J.9 tiO. 

Accidental Radiation Reports 

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

Destroy 5 years after cutoff date unless needed for. 
further reference. 

•x-8 

Statements, Interpretations; and Significant Corres~ 
• po:ndence L:'· 

. ·. r ... 
Documents supporting the development of FDA regulati~:Jf•_s • i 
policies, and procedures for sett.lng safety and effectiv~-. 
ness standards for radiological products. Includes advisqry 

• opinions from General Counsel, minutes and repo.rts of i 
meetings, conferences, and hearings. Also correspondenc~ 
with producers, trade and professional associations, and I 
Federal and state agencies. 1 

I 

I Transfer to .FRC 3 years after final action is. taken." ..-:.i/~
' L ✓ -- I • - ' 

_·._____:_£ l/-1',t/U,9 d.L_d:L, rY~------·--L- ~-'----~-r ~=.. ~:t't ,.r;.:Z:::~:,.,;lu'2.in:r !'..l>:"igh1.o.1, ·ta lF! ,-.,,,,1..~r:•.;.:::,~r.. "::> ·c:,.~ :•i,-,dic:n..:::tl ,;'"H~:•~;v:_-~ . FJ-,i:o:)J.:.•:-<-t c,;:oc, 

::::::P::::::: concje!i ~:ectConLc prodi<cts that 
not. comply vlth FDA. safe_ty· _standards. 

• · · ·. :· v:±:JIY\?:X \-·-: f : . • 
Destroy S years after·cut6ff date unless needed for 
further action.·· \};;,.: 

~. :~·:.·~;~~·-/.• 

Electronic Products Correspond_erice 

Inco1:1ing and outgoing correspondence, telephone com­
munications, memoranda ·and other infonnatlon exchanged· 
w:ith manufacturers and· others concerning the Rad1.a­
tion Control. for Health.and Safety Act of 1948 (PL 
90-602). This_ Act is the enabling legislation for 
the Bureau of Radiological Health, granting authority 
to set standards and regulate producers of possibly 
hazardous radiation emj.t.ting 'products. 

·#Ntt •.·•--•··. ••.···· ... 
a. Original docurnent.s :(arranged .alphabetically by ,. 

originator) Destr.oy;/when microfilm proye.s ·to. 
an adequate subf~itute; • -~~ I 

b. .Hicrofom copies:(a'r:r;anged ''alphabetically ~y , -
manufacturer.) Tra,nsfer to FRC after 5 .years~]?, 

• troy when 20 years:':,'old .. ( To be ·micr6fi:lmedJp' 
Deleted FPMR 101'..:.:ll. 507 (c )( 1). .,. • •':: \ 

• •. -~~ 

Radiation Control Policy and Procedures ,.(a/k/ a 
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Con:l:inuation Sheai: 

9.8. DESCRIPTION OF ITEM 10.7. SAMPLE OP.(\'liTJ-1 INCLUSIVE DATC:S OR RETENTION PERJODS) ACTION TAKENITEM NO. JOB NO. 

()ffet LO Natioaa.l Areliivea Oft !'ep@al of enabling 
-leg islatiou. 

Electronic Products ReportsX-12 

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 l year after final review is 
completed and no further action is required. I 
Destroy 7 years after transfer. I 

c. Annual Reports and Reports of Hodel Changes. 

Transfer to FRC l year after final review is 
completed and no further action is required. 
Destroy 7 years after transfer. 

d. Variance Requests. 

Transfer to FRC l year after expiration of variance 
or termination of action. Destroy 5 years after trans- er, 

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. 

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



standard Form No. 115a. 
Prornulimtecl. ~1-19 by
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continuation Sheet 

7. 
ITEM NO. 

8. DESCRIPTION OF ITEM 
(\NITH INCL\JSl~E DATES OR RITi"NTION PERIODS) 

9. 
SAMPLE OR 

JOB NO. 

10. 
ACTION TAKEN • 

X-14 Compliance Case Files 

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

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

X-15 Field Survey Forms 

Reports (forms 
inspections of 

FD 2783-2786 and 2536) _resulting .Jrom. field 
regulated products. 

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

X-16 Assembler Certification Forms 

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

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

Destroy 
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continuation Sheet 

7. 
ITEM NO. 

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

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 preparations for 
animal safety and efficacy. 

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 Antibiotici 
("65/55''). 

Applications from·producers to test and market animal 
drugs and medicated feeds consisting of clinical data; 
amendments; supplements; labeling; promotional material; 
progress reports; adverse reactions; notices of termi­
nation, withtlrawal, and approval; FDA evaluations and 
recommendations; acknowledgements and related corres­
pondence and d~ta. 

Original. 

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

Duplicate. 

Transfer to District Office when final action taken. 

Triplicate. 

Destroy when action completed. 

9. 10. 
Si'.MPLE OR ACTION TAKENJOB NO. 

https://A-dminist.ra


I St!I.Xlc1i•r<l For:rn .No. 11:;a 
J>romuJgtJttid S'-1-t·) by • 
Gencn1l se:r'¢iccs Adruinistrnttop Job No. ______ Page~ 7'-1
The Natioui.l. Archins 

or_JQ__pv.ges• I 
REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continuation Sheei: 

8. DESCRl?TION OF ITEM 
ITEM NO. 

1. 
(WITH !NCLUSJVE O,\TES OR RETENTION PERIODS) 

Charge and History CardsV-2 

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

Destroy when enabling legislation is repealed. 

Distributor CardsV-3 

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

Destroy when superseded or no longer needed for reference 

LabelsV-4 

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 refirence. 

V-5 i Recalls 

Documents relating to the recall of unsafe, ineffective, 
unapproved, mislabeled, or adulternated 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. 

Open recalls. 

Transfer to Administrative File (AF) jacket 3 years 
I after action completed.I 

I 
V-6 l Draft Regulations

I 
Drafts of regulations concerning approval of animal 

I drugs and feeds, changes, and clearances. 
' Ii Destroy 5 years after publication of regulation. 

I 

9. 10. 
SAMPLE OR ACTION TAKENJOB NO. 



Sta.ncln:ro Form. No. 11;;a _,
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•of-2.tl..pages• I 
REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS:._Con-Hnuai:ion Sheet 

7. 
ITEM NO. 

. V-7 

V-8 

V-9 

V-10 

V-11 

V-12 

8. DESCRIPTION OF ITEM 
(WITH INCLUSIVE DATES OR RETENT!ON PERIODS) 

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. 

Guidelines 

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

Destroy when superseded by new guide. 

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. 

Investigation Summaries 

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

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

Industry Items 

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

Destroy when superseded. 

Special Project (Salmonella) 

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

9. 10. 
SAMPLE OR ACTION TAKENJOB NO. 

https://�of-2.tl
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continuation Sheet 

9.8. DESCfllPT!ON OF ITEM7. IO.
SAMPLE ORITEM NO. (WITH INCLUSIVE DATES OR RETENTION PERIODS) ACTION TAKB"IJOB NO. 

( Con' t) 

V-13 

V-14 

V-15 

V-16 

a. Final report. 

Permanent. 

Transfer to FRC 
project. Offer 
after completio

5 years after completion of 
to National Archives 20 years 
n. 

b. Other material. 

• Destroy l year after completion of project. 

Pesticide File 

Comments and opinions forwarded to Environ.-nental Pro­
tection Agency on applications to market drugs and 
pesticides. 

Destroy when superseded by later comments and opinions. 

Adverse Drug Reactions 

Reports received from public, Bureau Analyses, •and 
recommendations. 

Transfer to appropriate NADA jacket when action completedt 

Adverse Drug Reaction Cards 

Abstracts of Drug Reaction Reports. 

Destroy 1 year after cutoff date or 
for reference, whichever is later. 

when no longer needed 

Drug Experience Reports 

Reports from producers on labeling, manufacturing, 
production, and clinical studies. 

Transfer to appr0priate NADA jacket when act.ion is 
completed. 

Iutermural Projects 

Protocols, lab notebooks, EKG and other machine tracings, l 
quarterly and semi-annual repo-.:-ts, project correspon­
dence, and final manuscripts on tests and evaluations 

V-17 
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REQUEST FOR AUTB.ORI'l'Y TO DISPOSE OF RECORDS-Co:nti:nuati.on Sheet 

7. 
ITEM NO. 

( Con' t) 

V-18 

V-19 

9.8. DESCRIPTION OF ITC:M 
SAMPLE OR 

JOB NO.
(WITH ltlCLUSlVE DATES OR RETENTION PC:RIODS) 

of animal drugs done by the Agency. Projects include 
evaluating the effects on animal metabolisms of drugs 
done in vivo, liver contamination by DES, and others 
done in support of NADA reviews. 

a. All original material. 

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. 

Contract (Extramural) Projects 

Contract c:opies, 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 .wh:Lc.h 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 proj ec.t 
unless needed for further reference. 

Colony Files 

Data on the effects of substances on test animals. 

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

10. 
ACnON TAKEN 

https://RECORDS-Co:nti:nuati.on
https://Sta.nrJo.ru
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of!;l.2J___pages• 
REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continuation Sheet 

7. 
ITEM NO. 

8. DESCRIPTION OF ITEM 9. 
(Wini INCLUSIVE DATES OR RETENTION PERIODS) SAMPLE OR 

JOB NO. 

EXECUTIVE DIRECTOR OF REGIONAL OPERATIONS 

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 aspectf~ 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 Commissione~ policy 
programs, and plans for applied research ivhich relates 
to FDA enforcement problems and which will be conducted 
by field installations; coordinates such research ef­
forts with concerned bureaus and the Office of Science. 

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

Recommends priorities for all field construction, repai1, 
improvement, and renovation and recommends short- and 
long-range field facility utilization plans. 

Operates FDA emergency preparedness and civil defense 
programs. 

10. 
ACTION TAKEN 

!r~ll.1' r.opies., including o:dgintil"' to ho m:1.br.n.itf.ed fo :!he Nufio.n<i.l Jlrch3:v~f.J 

https://m:1.br.n.itf.ed
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REQUEST ?OR A.ORITY TO DISPOSE OF RECORLor.linualion 

1. 
ITEM NO. 

0-2 

0-3 

0--4 

6. DESCRIPTION OF ITEM 
(VilT:~ J:tci..J.!5!1/E n..n~ oa RETEi'tf!ON PEnl005) 

Comprehensive Inspection of Chronic Violators (CICV). 

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

Destroy 
£~~.ntot-xt)ileo:;;ot:nxN:act'AX>ll:ak~~sx: 3 years after 
cutoff date. 

Import Detention Notices 

Detention notices, hearing documents (including lab 
work sheets), and .,Rele'ase or Referral Notices. 

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

Com~ercial Detention Lists 

Monthly lists of products detained by FDA for possible 
violation. 

a. Original list. 

Destroy 10 years after issuance. 

b. Copies. 

!I. 
SAMPLE OR 

JO3 NO. 

10. 
ACTION TAKEN 

!)estroy 3 years after issuance.· 
l 

Import Alerts and Circulars 

I
Notifications sent to field offices advising of importa- !

Ition of viola tlve products. . . l 

I 
I 

a. Original notifications. ! 
i 

Destroy 10 years after issuance. :I 

' 
! 
i 

Copies. I 
I 

iDestroy 3 years 2fter issuance. 
i 
I 

' l 
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7. 9.8. DESCRIPTION OF ITEM 10. 
SAMPLE ORITEM NO. (WITH INCLUSIVE DATES OR RETENTION PERIODS) ACTION TAKENJOB NO. 

Import Detention Lists. 

0-6 

0-7 

0-8 

Lists of detained violative products. 

a. Original lists. 

Destroy 10 years after issuance. 

b. Copies. 

Destroy 3 years after issuance. 

Recall File. 

Recommendations for recall of violative products 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. 

Emergency Operations. 

Reports received of injuries caused by products and 
product complaints. 

Destroy 3 years after final action taken. 

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. 

Radiation Inventory. 

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

Destroy 10 years after receipt unless needed for 
further reference. 

0-9 
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continuation Sheet 

7. 
ITEM NO. 

8. DESCRlPflON OF ITEM 9. 
{WITH INCLUSIVE DATES OR RF.:n:mo~ f>£R!O □ S) SAMPLE OR 

. JOB NO. 

10. 
/1.CTlON T1\KEN 

0-10 

0-11 

0-12 

0-13 

Quality Assurance. 

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

a. Inspection reports. 

Transfer to appropriate Administrative File (AF) 
jacket 2 y~ars after action ha~ been completed. 

b. Other material. 

Destroy 2 years after action has been completed. 

Foreign Inspection Program. 

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

Destroy 5 years after approval unless needed for furthe 
reference. 

Project IDEA. 

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

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

Project IDEA Inspection/Analytical Reports. 

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

Destroy 3 years after publication of final report; 
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REQUEST l"OR AUTHORITY TO DISPOSE OF RECORDS-Conl:inuaHon Sheet 

7. 
ITEM NO. 

0-15 

0-16 

0-17 

0-18 

B. DESCR!PT!ON OF ITEM 
(W1TH lNCLUSl'l!c DATES OR RETF.NT!ON PERlODS} 

Program Oriented Data System (PODS) 

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

Destroy when superseded or no longer needed for 
reference. 

Consultants' Files 

Interim and final reports, comments, correspondence and 
supporting material for a management consultant study of 
EDRO operations prepared by Boaz-Allen-Hamilton. 

Destroy 5 years after termination of contract unless ! 
Ineeded for further reference. i 

Commissioning Files 

Correspondence, personal history statements, and approv­
als pertaining to the c0mmissioning of state officials 
to enforce FDA regulations. 

Destroy 10 years after commission is revoked. 

State Contracts 

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

Destroy 5 years after revocation of contract. 

Salmonella Reports 

I 
I 

Weekly reports from field offices giving the number, I 
category, etc., of food samples examined for traces • 

l
J 

of salmonella poisoning and the results of the i 
examinations. Also summaries of these reports 
prepared at headquarters. Used to determine extent I 
and patterns of salmqnella poisoning. 

Transfer to FRC 3 years after cuto-ff date. Destroy 
6 years after cutoff date. 

9. 
SAMPLE OR 

JOB NO. 

10. 
ACTION TAKEN 
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7. 

ITEM NO. 

0-20 

0--21 

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS--Continual:ion Sheet 

9.8. DESCRIPTION OF iTEM 10. 
SAMPLE OR(WITH lNCLl!SiVE DATES OR RETENT!ON PERIODS) ACTION TAKENJOB t·iO. 

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 year? after cutoff date. Destroy 
6 years after cutoff date, 

Government-Wide Quality Assurance Files 

Comments by FDA inspectors visiting firms selling drugs 
to Defense Department regarding their adherence to 
Good Manufacturing Procedures (GHP). Used to determine 
firm's ability to produce adequate quantities of 
pure and efficacous drugs (firm profiles). 

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

Civil Defense 

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

Destroy when superseded or no longer needed 
reference. 

for I 
I 
I 

i 
I 

' I 
I 

I 
I 

.. 

i 
I 
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7. 8. DESCRIPTION OF ITEM 9. 10. 
ITEM NO. (WITH INCLUSIVE DATES OR RSTENTlON PERIODS) SAMPLE OR 

JOB NO. ACTION TAKEN 

NATIONAL CENTER FOR TOXICOLOGICAL RESEARCH 

Conducts research programs to study the biological 
effects of potentially toxic chemical substances found 
in man's environment, emphasizing the determination of 
the adverse health effects resulting from long-term, 
low-level exposure to chemical toxicants; the determinat
of the basic biological processes for chemical toxicants 
in animal organisms, the development of improved method­
ology and test protocols for evaluating the safety of 
chemical toxicants; and the development of data that 
will facilitate the extrapolation of toxicological data 
from laboratory animals to man. 

Conducts such additional research programs as may make 
appropriate use of facilities and expertise of the Cent 
and contribute to its overall scientific capability. 

Develops, as a natio.nal resource, Center programs in 
close cooperation with_other agencies such as the 
National Institutes of Health and the Department of 
Agriculture. 

Operates with the advise of a Policy Board, consisting 
of members appointed by the Secretary of Health, 
Education, and Welfare and by the Administrator, 
Environmental Protection Agency. The Polley Board 
recommends program priorities, reviews program and 
research results, reviews budget requirements and 
allotments, recommends managemeat policies, reviews 
qualifications of applicants for key positions, and 
advises agency heads on matters concerning the Center. 

·on 
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7. 
ITEM NO. 

HFHl-1 

HFHl-2 

HFHl-3 

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

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 ~isapproval. 

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. Quarantin~d animal tests. 

Destroy when vendor goes out of business. 

c. All others. 

Destroy when final report (item 21) is issued. 

Experimental Data. 

Laboratory notebooks and other documents containing 
assays, observations, and scientific or technical raw 
data on various experiments. 

a. If 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. 

9. 
SAMPLE OR 

JOB NO. 

10. 
ACTION TAKEN 

F'onr !:opiea, inchuli.Dg o:ri9ino.l,..·!o !>'3i suh1'Tlit!ed io tho National Arehive.r;; 

https://inchuli.Dg
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8. DESCRIPTION OF ITEM 
(WITH INCLUSIVE DATES OR RETENTION PERIODS) 

1------------------------1
9. I to. 

SAMPLE ◊-R. ACTION TAKENJOB NO. 
---

HFHl-4 

HFHl-5 

HFHl-6 

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 
irt log bociks. 

a. Breeding animal data. 

Destroy after 5 years. 

b. Experimental animal data. 

Destroy when no longer needed for research purposes 

Note: These records may also be destroyed when the 
file (Item 12) is proven reliable. 

Experimental Data Collection. 

Log books .Lndicating 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. 

Allocation System. 

Log books giving data detailing what animal colonies 
were assigned to which experiment, combining informa­
tion in the Breeding Information System (item 4) and 
Experimental Data Collection (item 5). 

a. Breeding animal data. 

Destroy after 5 years. 

b. Experimental animal data. 

Destroy when no longer needed for research purposes. 

Note: These records may also be destroyed when the 
BIS file (item 2) is proven reliable. 

BIS 
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8. DESCRIPTION OF ITEM' 7. 
(WliH INCLUSlVE OAHS OP. HF.TENTION PERlOD5) I SAMP~E OR I . ACT!o~\AKENITEM NO, JOB NO. 

--1--~-------'-----1--:~-

HFHl-7 

HFHl-8 

HFHl-9 

·HFHl-10· 

HFHl-11 

HFHl-12 

Gross and Microscopic Pathology Reports 
I 
l 

Mark-sense forms containing raw data on experiment ob­
servations to be entered on magnetic tape reels. 

Destroy 1 year after completion of experiment unless 
needed for further research or reference purposes. 

Tissue Slides and Blocks 

Glass slides and paraffin blocks containing organs of 
sacrificed animals used for microscopic ,.examination. 

Destroy when no longer needed for research purposes. 

Environmental Files 

Data on results of periodic testing of "clean" areas 
. for poss:tble contamination. Used to document health­
fulness of work area. 

Transfer to FDA Safety Officer after l year. Destroy 
when no longer needed for reference. 

Environment Monitoring System (JC-80X10) 

Data on temperature, humidity, and other laboratory 
conditions entered daily on magnetic tapes. 

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

Monthly EMS Summaries (JC-80110) 

Summaries of data on Environment Monitoring System tapes 
(item 10) entered on magnetic tapes. 

Destroy 5 years after completion of all experiments on 
tape reel. 

Breeding Information System (B-12XO) 

i 
Genealogical history and transactions.of test animals used 

1 

used in various experiments entered daily on magsnume,mtaicr.yt··· ap.·1 •• 
Destroy after 5 weeks and when data entered. on 
tapes (item 13). 

-~-------------

https://magsnume,mtaicr.yt
https://transactions.of


' Stnn<Janl Form No. lllia. 
ProrrwJgstcd 9-,)-:9 by 
General s~rvic"es- Admiuistrntton • Job No. ______'£he Nl}tioual Archiee., Page '6¥ 

of_!l/lpages• 
REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continua.lion Sheet 

7. 
ITEM NO. 

HFHl-13 

Hflll-14 

Hflll...;15 

HFHl-16. 

Hflll-17 

HFHl-18 

HFHI-19 

0. DESCRlPTION OF ITEM 
(WITH lNClUSJVE DATES O;t RETENTION PERIODS) 

Monthly BIS Summaries (B-120HO). 

Summaries of data on Breeding Information System tapes 
(item 12) entered on magnetic tapes. 

Destroy when no longer needed for research purposes. 

Experiment Information System (E-llOHO). 

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) 

Monthly EIS Summaries (E-llOHO). 

Summaries of data on Experiment Information System tapes 
(item 14) entered on magnetic tapes. 

Destroy when no longer needed for reference purposes. 

Pathological Information Sys_J,:~m (P-llOXO). 

Data regarding pathological observations of test animals 
entered as needed on magnetic tapes. 

Destroy after 14 days and when data entered on summary 
tapes (item 17). 

Monthly PIS Summaries (P-200HO). 

Summaries of Pathological Infonnation System tapes (item 
16) entered on magnetic tapes. 

Destroy when no longer needed for research purposes. 

Correction Tapes (B-141XO). 

Undai::es and corrections made to BIS System, taoes 
(item 12); 

Destroy after 5 weeks and when data entered on summary 
tapes (item 13). 

HonthlyCorrection Tape Summaries (Bl40HO). 

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

Destroy when no longer needed for research purposes. 

9. 
SAMPLC: DR 

JOB NO. 

10. 
ACTION TAKEN 
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8. DESCRIPTION OF ITEM 
(WITH INCLUSIVE' DATES Of! R1'TENT!Oll PER!CDS) 

9. 
SAMPLE OR 

JOB NO. 

10. 
ACTION TAi<EN 

RF'Hl-20 ADP Printout files. 

Hard page copies of data containe4 in tape 
files (items l0-19). 

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

HFHl-21 Nanuscripts/Publications. 

Final reports on findings and results of various experi-
ments with key support data in summary form such as 
assays, observations, 

1 
rnethodology, etc. May also contai 

conclusions and recom~endations. 

Permanent - Offer original (official) copy to Natl: ~al 
Archives 20 years after issuance. Destroy o.ther copies 
when no longer needed. 

HFHl-22 Monthly and Periodic Status Reports. 

Summaries of memoranda from project and experiment 
leaders giving findings and results of various exper~ 
iments. Also, advise as to status of work in process 
and work complet 

Destroy after 5 years unless needed for further referen e . 

HFHl-23 .Program Planning and Evaluation files.· 

Copies of Monthly Status Reports, Quar Reports,· 
Annual Reports, Quarterly EPA Reports, and feeder 
reports from NCTR activities. Reports contain high­
lights .of accomplishments and events at NCTR in 
narrative format. 

Destroy l year after submission of report unless needed 
for· further reference. 

HFHl-24 Engineering Plans. 

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

l 
i 

Destroy or return to Corps of when superseded 
.building is demolished, or no needed by NCTR . 

j 
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H2-l 

9.8. DESCRIPTION OF ITEM IO. 
SAMPLE OR ACTION TAKEN(WlTH INCLUSiVE DATES Oil RETEl!Tl011 PERIODS) JOB NO. 

CINCINNATI TRAINING FACILITY 

Develops and directs a wide range of training and 
educational programs conducted by FDA for other Federal, 
State, and local personnel. 

Maintains an awareness of new developments in all FDA 
program areas and relates such developments to corres­
ponding training needs of State and local personnel. 

Participate in or coordinates the conduct of training 
courses or education workshops within the Regions. 

Develops or coordinates the development of manuals, 
course materials, publications, and audiovisual 
aids needed for the effective conduct of classroom, 
correl:'pondence, and on-the-job training programs; 
opera~~s facilities appropriate to the needs of these 
train.Lug operations. 

Serves as the focal point of coordination of the Agency;s 
Federal-State training program. 

Training Files 

Nar.:ies of attendees and instructors, travel documents, 
critiques, and miscellaneous correpondence and material 
relating to courses conducted by the Cincinnati Trainine 
Facility, EDRO, 

Destroy 5 years after completion of course. 




