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S. GOYIE_MIENT PIiINTING O""'C~ 1973-524-74_ 

LEAVE BLANK 
REQUEST FOR AUTHORITY DATE RECEIVED JOB NO. 

TO	 DISPOSE OF RECORDS AUG 2. 9 1974
(See Instructions on Reverse) -He 174-237

TO:	 GENERAL SERVICES ADMINISTRATION 
NATIONAL ARCHIVES AND RECORDS SERVICE, WASHINGTON, DC 20408 NOTIFICATION TO AGENCY 

1_ FROM (AGENCY OR ESTABLISHMENT) 
In .ccord.nce with the provisions 01 44 U.S.C. 3303. tho dis· 

__ --LJ.lljfJd..L.J..LllJJ:ll.!.."-UJ.--'-'-=~..u.:..;~--'-"'.J..L.:.....a..lL.l..u..i_Lr-Cl..uu'--'-:U:O' ........<:1.,O..=---___i p01i1 request, Includina .mendments, Is approved .xcept for 
items that may be stamped "disposal not approved" or "with·2.	 MAJOR SUBDIVISION 
drawn" In column 10. 

3. MINOR SUBDIVISION 

4. NAME OF PERSON WITH WHOM TO CONFER 

9.7. 8. DESCRIPTION OF"ITEM	 10.SAMPLE ORITEM	 NO. (With Inclusive Dates or Retention Periods) ACTION TAKENJOB	 NO. 

The food and Drug Administration is responsible for assuring the saf ty, effi~acy, 
potency, and purity of foods, cosmetics, medical devices and drugs i nc Iudi.ng io-
logical roducts. The Bureau of Bio18gics is particularly concerned 'Qth admi 'stdr-
Lng regu .ation of biological products and blood shipped in interstat xand for ,iGn 
conunerce To this end, the Bureau plans and condu cts research relate to the) ievel-
opnent , llamufacturing, testin~, and use of biological products; esta lishes :-itten 
and phys cal standards; approves licensing of ~anufactmrars to produce biol~~'cal 
products inspects manufacturers' facilities for compliance with sta dardsj a d tests 
products subMitted for release. 

81 General Subject 

Basic correspondence series of incomine correspondence of 
trade and professional associations, government agenCies,
and the general public, other than complaints. Contains of 
ficial copy of the reply. Arranged by subject and chrono-
loeically • 

.?SRMANEHT. Transfer to ':rashingtonNational Records COhter-' 
after 7 years. Offer to National Archives 20 years after 
cutoff. 

82 Consumer Complaints 

File contains original complaint letters from con sumers a d 
others incil.udingcopies of those submitted on forms FD 163 



~. e8tandBrd Form No. ltG-A 
Revised No?ember Ig~1 Job No. _ Page 2
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. .REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continuation Sheet 

9. 10.O. DESCRIPTION OF ITEM7. SAMPLE OR ACTION TAKEN(WITH	 INCLUSIVE DATES OR RETENTION PERIODS) ITEM	 NO. JOB NO. 

Drug Experience Report. Also correspondence with firms in-
-rolved concerning the complaint and corrective action taker. 
as	 vrell as m emo s for record regarding the complaipt. 

a.	 Transfer to Washington Nat::'onalRecords Center 5 years 
after cmplaint is resolved; destroy after 15 years in 
FARC except 

o. Offer a sa~ple not to exceed 3% to National Archives, 15 
years after complaint is resolved. 

83 Marrufacturers' Corresoondence and Data 

One portion of th~ file contains copies of cor-r-espondence 
from manuf'act.ur-er-aon various subjects. The other consists 
of	 raw data developed by Bureau personnel regarding the 
testing of vaccines. 

pestroy 5 years after action has been completed. 

84 ~orrespondence Cross Reference (Sa~non) 

File contains carbon copies of outgoinq correspondence ar- . 
~anged alphabetically by individual or finn name for cross 
reference. 

Jestroy after 3 years. 

85 ?endi~g Licenses and Applications 

~. Approved licenses: Place documents in Establishment or 
?roduct License files (items 87 and 88). 

~. Disapproved License Applications: Destroy application an 
3Upporting material 5 years nfter disapproval, vdth the ex-
ceptd.on of a sample, not to exceed; 3%1 Offer to National Ar 
::hives the sa~le 5 years after disapproval. 

File contains copies of form NIH 523 or FD 2671, license Ar-
:Jlication Reference Number Notification, cover letters to 
uhe firm and miscellaneous correspondence. 

86 License Apolication Notices 

~ile is similar to Pending Licenses file (ttem 85) but con-
ains other copies of form NIH 526 or FD267l, and correspon-
ence with firm concerning approva L or dd sapprova L and follc w- , 

-p	 documents. 

Destroy after 1 year. 
r...... iuclDdiali original,to be nab..ulleclto the National Archives Reco.cIs Se.vlce GPO: 196}-D-711-917 copie.,	 CUlcl

http:ceptd.on
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Revised November 11151 Job No. _
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.REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continuauon Sheet 

7. 
In:M NO. 

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

9. 
SAMPLE OR 

JOB NO. 

10. 
ACTION TAKEN 

87 Establishment Licenses 

Active License: Retain in agency space until li-cense is 
revoked, suspended, or superseded. 

Revoked, Suspended, or Superseded License: 

a. license folder: Disposal not authorizeci at this 
t.ime; review for disposal 10 years after revoca-
tion, suspension, or supersession. When reviewed,
select a sample to be offered eventually to Natio1al 
Archives. 

b. license establishment supporting material: Dispo-
sal not authorized at this time; review for dis-
posal vii thin 10 years after revocation, suspensio 1, 

or supersession. Vlhen reviewed, select a sample t) 
be offered eventually to the Natd.onal, Archives. 

~ile contains copies of the license and supporting material 
consisting of application copies; resumes of responsible of~ 
ficials; changes of officials, production methods, ~ant lar-

outs, and procedures; new equipnent; cover and follow-up le,-
tars; questions and answers; and rp.lated notes and correspo 1-

dence. Establishment- manufacturer. 

88 ~oduct Licenses 

Active License: Retain in aeency space until license is 
revoked, suspended, or superseded. 

Revoked, Suspended, or Superseded license: 

a. license folder: Disposal not authorized at this 
time; review for disposal 10 years after revoca-
t.ion, suspension, or -ruper-se ssi.on, When r evi.ewed 
select a sample to be offered eventually to Na-
tional Archives. 

b. license establishment supporting material: Dis-
posal not au thor-i.aed at thO.s time; review for di 
posa.l witnin 10 years after revocation, suspen.-
sf.on, or supersession. 1'llienreviewed, select a 
sample to be offered eventually to Hational Ar-
chives. 

-

~ile consists of tte licenses and supporting material con-
gj sting of applications, changes in production methods, que -
.Lons and answers w:i.thfinns, cover and follow-up letters, 

Fou c:opi... , iAclacliAg origin ... , to be ...hrnittecl to the Natioa'" Archive. CUlci Recorda Service GPO:19H-0-711-917 
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. .REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continuation Sheet 

9.7.	 8. DESCRIPTION OF ITEM 
SAMPLE OR ITEM NO.	 (WITH INCLUSIVE DATES OR RETENTION PERIODS) JOB NO. 

and related material concerned with manufacturine a product. 

89 Import Permits 

File contains coni es of forms NIH 1395 or FD 2562, flenni t 
for Importation of Licensed Biological Products. 

Destroy 5 years after a~piration of permit. 

90. Protocol Releases. 
L './../.,;j~ 

Protocol release- approval granted for a batch of ~~:~~~T~ 
~ File contains a copy of the protocol; forms NIH 837-
845, completed check liots; forms NIH 289 or FLH2558, Re-
lease/Reject Letter; forms m H 30 or FLH2568, Receipt Let-
ter; and related corre~pondence such as cover letters, r~ 
quests for more information, and replies concerning the re-
lease of a specific batch of the product. Arranged by rrum-
ber; indexed. 

Transfer to Washington National Records Center:after 4 yearl3. 
:Cisposal not authorized at this time; review for disposal . 
10 years after date of Release. 

91 Investigat.ional HewDrugs (Uills) 

File consists of IND(approval for testing of drugs on himanls) 
in triplicate and supportin~ material consisting of supple-
ments (amendments); form IHH 1770, Clinical Trial C\ttline; 
and related correspondence with firms. Arranged by nuelber; 
indexed. 

Transfer to 'Sashington National Records Center 10 years af-
ter carrpletion of final action. On transfer, review' for dis )0-

sal and select sample, not to exceed 3%, which will eventu-
2.1ly be offered to the National Archives. 

liJestroy IND caries and suppor+dng material after 5 years • 

. 92 ISfficacy Reviews 

File contains documents submitt~d:by-'Jmamlfacturers regarrlin r 

ipr.oduct effi.cacy, reviews and evaluations of product made b . 
Bureau of Biologies professionals, and reports on results 0 • 

Ireview made by the professionals.Efficacy reviews are con-
iucted bY.proninent scientists on all products manufactured 
::iuring the period 1903-72. Products are evaluated by panels 
e.g. toxoids and toxins panel, alJ ergenics panel, etc. 

10. 
ACTION TAKEN 

Fo_ copie., bacladUali origiaal, to be onabmitted to the National Archive. CUldRecorda Service GPO:1963-0-711-917 
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, 

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

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

a.	 Reportsa Offer to National Archives after publication ir 
Federal RegiGter, or ¥men no,longer needed for referencE. 

b.	 Supporting material: Offer to Natd.ona L Archives V\'ithin 
20 year-s after ternination of reviews. 

PERMANENT. 

93	 Efficacy Review CoIlJ.r.li tiEmbersttee 

File contains documents relating to the member~ of the Ef-
f'Lcacy Review Committee such as appointment and travel papdr s, 

Destroy after 1year. 

94	 Inspection Reports 

File contains orieim.l copies of reports made on inspectiorlS
of biological and blood proc8;'Jing establishments. Include~ 
foD.ow-up and related corr-espondence, 

a.	 Records on fims that tavc gone out of business or are cl!:-
no	 further regulatory interest. 

Transfer to FARC after 2 years; review for disposal
in 8 years after transfer; offer sample to Uational 
Archives, Select sample, not to exceed 3%, when re 
viewed. 

Q.	 Records on other fims. 
Transfer to FARC after 7 years; review for nisposal
in 8 years after transfer; offer sample to LNatri.ona
Archives. Select sample, not to exceed 3%, when re-
viewed. 

95	 L~borAtoEY Test Records 

~iles contain laboratory notebooks, records of results of 
clinical tests and evaluations, experimental findings, con-
trol test results, and related correspondence. Card files 
cmntain sumnaries of test resulta and receipt of samples. 

a.	 Inspection Sample Test ReGUlts 
o. Control Test Results
 
e , Poliovirus ~x:1eriIr.Elnt
Neurovirulance Findings

~.'Iudi vidual Animal Staidy R.ecord Cards
 

Transfer to '\{ashington l~atiol1alRecords Center 5 years
after completion of test; Destroy 15 years after trans-
fer. 

r..- copie., ;"'ch"l;"'g original, to be n>brnitted to the National l'Uchive. aDd Reco.cI.aSUVIce GPO:196~o-711-917 
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continuation Sheet 

9.7. 8. DESCRIPTION OF ITEM 10. 
SAMPLE ORITt:M NO. (WITH INCLUSIVE DATES OR RETENTION PERIODS) ACTION TAKENJOB NO. 

e. Animal Test Cards 
f. Sterilit;)rTest Cards 
g. Sample Cards . 

Destroy 1 year after completion of test. 

\ 

\ 

! 

, 
i 
i 
I 

I 
FORZ copie., iDclDdiAR original, to be aubJniUed to the NatioDoJ Aschivel and Recorda Service 
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. Stan.4I1M Form No. l'ilS 

Revised Novcmber 1951 e 
Prescribed by General Services REQUEST FOR AUTHORITY Administration 
GSA Relr. 3-IV-I06 DATE RECEIVED 191A JOB NO.TO DISPOSE OF RECORDS 11&-103	 MAY 20 , 

(See Instructions on Reverse) 
------------------ __------------1 DATE APPROVEDN C 1~4-23 " TO: GENERAL SERVICES ADMINISTRATION, 

NATIONAL ARCHIVES AND RECORDS SERVICE, WASHINGTON, D.C. 20408 

1. FROM (AGENCY OR ESTABLISHMENn	 NOTIFICATION TO AGENCY 

In accordance with the provisions of 44 U.S.C. 
3303a the disposal request, including amend-
ments, is approved except for items that may 
be stamped "disposal not approved" or 
"withdrawn" in column 10. 

15. TEl.. EXT. Date Archiv1st of the United States 

1Sl-3~055 
6. CERTIFICATE OF AGENCY REPRESENTATIVE: 

1 hereby certiry that I am authorized to act for the bead or this aaency in matters pertaining to tbe dispoeal or record" and that the recoed. delCribed in thi. 1iIt or 

sebedule or ~ paa;es are proposed ror diapoeal ror the reason indicated: ("X" only one) 

A The records have B ,The records will cease to have sufficient value I
D ceased to have ouffi- ~ ,to warrant rurther retention on the expiration 

cient value to warrant or the period of time indicated or on the occur- , 
rurther retention. reace or the event opecified. I 

ActttlS Chief 
rrny O¢alO74	 tfU!lCt;c::out ~ Itwa ;ACA 

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

i'ho Voo4 4nd Dru:J Aclntntotration 10 ~'bl0 fo~ aocurlun tho 0 
~tCDCY, and pUl'i t:y of focd.o II ~t1co. '~enl c!ov1cc=J end dzoanD 
biolOCi ~w:to. 7ho Duroos c£., Diolantco 10 particularly eenec 
c1n1oto {3 rcoslatlO1l c{( bio100ieol p~eto Cl\d bloc4 ohipped in 
foreiGn TCO. To thio au1, tho I:!,Zlm!lU plcmo GIld co~to I'COO 
tho O't'::cnt. OOtUfGCt'OrtDC. tc::J~. end mo of bioloniClll prod
urltton phyoiecl. otm:L&lrdo; DPP~OVCO efUecno10tl ccntl~l1Ctcrcro 
bio1on1c pl'Oducto. 1ncpocto c.cmufcctt!tDrc' fcc1ltUco fol' ca::Jpl1 
c.c4 teo prodocto oobd.ttod for "'l'Glo~c'~ 

I' \ 

\ 
01	 Go.El9..I',Pl llubJact 

DiDpC:Jol ~t asthorAt:-"'tlby thlo cChoMo. Trc.nofor to 
CC!JhiDnton tbt1ct:~ !lcconW Center' ,o.ftor 7 1001'0. 

l'U.o containo o~01no1 of 1l!c«:l1ncc.noopondo:u:o fro::J
 
tr~o m1d Prof9oiODlll. CDooc1otiC'DO, 'ecnamocnto and the
 
ncmomt pab11q. othol' then c:ct:3p101nto~\ It oleo ccmtoin.o
 
tho official C071 of tho reply.
 

02	 Ct:!1lStrX'1l'Cc:lpl1ltn to 
D1D~ 01 Qftor 10 yeDrG. YrlltlOfor se t1QOhinntOQ 
Cnt1tm.Dl':U¢cDl'do Galtor 5 ycoYO llftCll.' eo:::p101ut boo 
boGu rived.	 \\ 
Pilo coutoino oria1nol ec::rplaint lottorD froo ~orc 
cnc1 othQro 1ncledfnG copioo of thoco cul~ tto<1 on foro 
f.l) lC39. Drtlj tltporicDca ncpcrt. Aleo eonC!JFOtldeneo 
u1th fin::,:, 1Dwl~d ccru:cm1no tho ~1o.1nt Cl!lcl Cf)T-

rective ccti«J tche.'l Q!) coU co cc::::oo for record 
roOllrd1n6 tho CClP1n1Dt. 

r.- copies, .. el...... d..... , to Ito ......... u.. t. til. n..tl•• oIlbclU" •• aad R.eonb a.mo.
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Standard Form No. ll.5-A 
Revised November 1951 
Prescribed by General Services Administration	 Page-..,z--"b No. _
GSA Reg. 3-IV-100 

11&-202	 of~pages 

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continuation Sheet 

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

---- ---.------ ------ ·--------1------1------

0'.l~ !'o:::t10 C~ tC~ fUe cc.-::.tt'bn ccp~~ ef? COt't'C::~~<:::lC 

::r'Cl c.:::.::l.2c~~rr: C1 vc.nc-~ ~j::cto. l~~ ot:'~t' C~~ to 
n: 'S:c;J c;i.::cn ~:::V-vk_:~~01;;; !1~c-:--.l 'J~)l~U'.~~l rc:.~1:l"!",: ttl:) 
r.~OC!t:3or 't":':~~:;. 

C~~('~fi~..cc r~::l !'~i:~r~:_~cn (Cf'll..r'tt:l) 
11:1""",-", 011 r.£tmi1ti.-· --- ...._- I 
r~lc C~~ ccr':x":-_ ~tcD oS! c-"'tco1.t:lj. b~c~c::.~~c:l 
ct:t:'c:;-:x1o1r-h~·'~tl ,ly t'7 !n11~!Loolcz: 'ir..: t': ,~~<;01: 
eeeco rorc~lC~!. \ 

05 p~~.~ 1..1.~."'·:~""1
o.~~ro;(;-a ll&'::::~: ~~![~~<!ocr_~~~ tn ::~tDU.C~t! 

OI: r~~::t:~t LS.c..~:l e::J.~~ (:.cc:~ U7 ~.l IX). 
1>. 'J1ac9i.)!:'..,"C'.:zel lSc_"n:'":c-;' !J~:;;:-~-:."Q 5 ,c~"':"") oft,.,~ ute-

C?' .,rav:ll. '.. .~~~~t~11:-'~co!:'t.n"'::.'=.:Jf()t?' C~ '.':::"'::ir:,,:C;.n

C~t~:' 6 r."Ot:~l~ -:S?tor ('1,'. ~--:1."CVr..l.
 

f'l.!o cont...".fuc c~1~~ c:q rr·~·.·:,1:. 521 0':- r.J ~r,71. !.1cr.:1~~ 
J',~l!c.:."t!~ "'crc~.:-:le~ "':'-."!l~t: ~.ot:'1.Z1C!:Ucm. :::~~n:: 1~tt'1t'0 
to tile £1ro ent! rtrc:Jl1.; .ll'1f'r.!,) ~:'.:llct""'.dCOn'C='l~,:';nc('. 

r.f~C:l t..,,-,l.!cnt!cn r~t1con
D1cProO-o1?'" ~ccrl-1COi:''-
;'1b in c~11 ..:!r ~ !'cnc1tn~ t.tecnc(.0 1:tl~ (1tl"'") C,> bt!~ 
e~_tr{n~ t)t:lcr <;'P:f.coo~ fort' .~: ~~j oe ~ 2(;71. ~t! 
C)ttcC~~co deb ~!m cc::.~m1c.."\ ,~,~cl. O~ cae 
c;:"':C'V.:l ~Old t'o11C"'_--u, dOCt":",,,,!\to. 

G1	 r.~t.::b1U" :-",~t L!C~T'=~:1 

~1Gt:·o~~'i-i.1f1ie~;'';6t:~t~t~~od~1 by ,,J!c ccllclclo. 
'i'!::::1::!:cr; to \:c:..:bin~trnl l;nt!e:!cl r.cco-rc:'~ Coccr 10 ycot'O 
('.ftc~ f,jw..::-n;oc.::!cn. r::wcct!c:l or Ct'.r;pcr~'\c~. J)c=~rc;y 
l1c""!'?o [;t11'!'cntu~ r:1t:cri.ol .::fc0r 11) YCC':'). 

~ 
~ J'J (",...,tc!n~ ccp1co of t~o llc::::t:""o cx,o{):ict:~ortin0 cce-
do! cC:lC!et103 of c?V1f.cct:2.co ~1r~ ~ t:'~~.::') of r::~ 
po:lo1blc 'In:1d.cb: c1':r~ra cf oH'tc1 ('10. ~~·'!cr.~C":1 
:~~c~, "lc....t l~;c·lt~.~tl vrccC'(ur';}~l' ~C":. c;~1~ .....,~. 
eevcs C'.C rnllC"'_'-~ ~ttcr.;" ~t1~") ~., ~""~:--~r~."'.1'l~ 

t'('lct~(l t::!)tC'0 0-1 c-~('::pc:"..:t·"':le(" .. 

Four copies, incl.ding o.iginal, to be sahznilled to the National A.chives .... d R.co .... Seme. 16-5~4:!g-3 GPO 

http:In:1d.cb
http:c?V1f.cct:2.co
http:r:1t:cri.ol
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REQUEST FOR AUTHORITY TO DISPOSE OF RECOROs..:.-Continuation Sheet 

9.7. 8. DESCRiPTION OF ITEM	 10. 
SAMPLE OR ITEM NO. (WITH INCLUSIVE DATES OR RETENTION PERIODS)	 ACTION TAKEN JOB NO. 

----------------------------------------1-----1----------

88	 Product License 
Di.posal of licenses not authorized by this .chedule. 
Transfer to Washington National Records Center 10 years 
after supersession, revocation, or suspenlion. Destroy
license supporting material after 10 years. 

File contains cop~s of the licenses an? supporting aat-
erial consisting 0 applications, chan~s in production
.. thode, questions d answers with f~, cover and fo~ 
lov-up letters, and ~elated material concerned with wmu . 
fecturing a product.'\ 

89	 Import Pennits iL 
Dispose of 5 years aft~ expiration of permit.. , 
File contains copies of ~orms 'NIH 1395 or FD 2562, Pend 
for Importation of Licensed Biolo&ical Products. 

\ 
\ 90	 Pro toeel Releases X 
I ~ Dispose of after 20 yearj. \ Transfer to Washington NatiOl a1 

~ecord8 Center after 4 ,ear, • 
.. 

File contain. a copy.pf the 1{~ otocol; forms NIH 837-845, 
completed check l1s~; forms IH 289 or PLH 2558, 
Release/Reject Let~er; foras H 30 or FLH 2568, Receipt
Letter; and relat~d correspond~ce such as cover letters 
requests for ~or, information, and replies concerning th 
release of a sp,e'c1ficbatch of th~ product. 

91	 Investigational New Drugs (IND.) \ 
Disposal of ~riginal IND not authotized by this .chedule 
Transfer;r'washington National Rec~rds Center 10 years 
after co etion of final action. \ 

D1.PO.i'~f IND copies and supporting 

\, 

terial after 5 ye rs.!il

File consists of INn in triplicate and upporting JIUlterii1 
c0U8isting of supplements (amendments); orm NIH 1770, 
Clinical Trial Outline; and related eoer pondence with 
firms. 

--------~-------------------------------------------------------------------------------
Four eopie., inelacling original, to be ..... miU.d to the National Jbehiv ........ R.eo~'" lel'Vie. 16-59428-3 GPO
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Standard Form No. U5-A 
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continuation Sheet 

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

-----1--------------------·----------------------1-------1-------
92	 Efficacy Reviews
 

Destruction not authorized by this schedule. Retire to
 
Washin8ton National Records Center 2 years after review
 
has been completed.
 

File contains data submitted by manufacture~regarding
 
product efficacy, reviews and evaluations or product made
 
by Bureau of Biologics professionals, and reports on re·
 
suIts of review mafe by professionals.
 

93	 Efficacy Review Co~ittee Members ./

Dispose of after one year. .
 

File contains docume\ts relating to the memb~fs of the
 
Efficacy Review Commi~tee such as appointment and travel
 
papers. \ .
 

\ 

94	 Inspection Reports \
 
Disposal not authorized -by this schedufe',


\	 . a.	 Records on firms that have gone out of business 
or are of no furth~r regulatorY interest, .Transfer to Federal\Records ~nter after 2 years. 

b.	 Records on other firms -I 
Transfer to Federal Records'Center after 7 years. 

'\ 
File contains original copies of reports made on inspec-
tions of biological and blood p'rocessing establishments.
 
Includes follow-up and related}correspondence.
 

95	 Laboratory Test Records .' 
a.	 Inspection Sample Test iesults 
b.	 Control Test Results . 
c.	 Poliovirus Neurov1rulance ~~pe~~ment Findings 
d.	 Individual Animal St~dy Record Cards 

Disposal not authorize~;~y this schedule. Transfer to
 
Washington National Records Center 5 years after comple-
tion of test.;' . .,
 
e.	 Animal Test Cards 
f.	 Sterility Test Cards 
g.	 Sample Cards ' 

I 
Dispose of 1 yea~'after completion of te8~ 

Files contain l~boratory notebooks, record~of results of
 
clinical tests and evaluations, experimental findings,
 
control test rlsults, and related correspon~nce. Card
 
files contain~ummaries of test results and ~ceipt of
 
samples.
 

Fo.... copie., iaeluding o.iginal, to be submitted to the National A.chives .... d Reco .... Se.vice 16-59428-3 GPO 
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REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continuation Sheet r' 
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10. 
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96.	 dmlnl.trat1ve Sub ect Matter nonrecord 
~lann1n. 
Bud.et 

'c. nance 
d. onnel'e	 

- .. 

e. Sup 1es 
f. Gener bouset.epin,

,1 Train1n
 
h. Travel 

Dispose of 

P1le. consist of co 1ea of reports, coap ted fora't 
correspondence. aemo nda for back up

'" ..~.~papers	 on the above .u ~~. 

97	 Contracts 
Dispose of after 3 years. 

98	 Con.ultants 
D1spo.e of 1 year after.~on.ultant _ployment.

;, 

rile contain. nonreodrd copte. of

travel papers, .n4 other .. t.r~l
 
emploYllent.
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Food and Drug Administration 
Ad' 

The name "Food and Drug mm-
istr~tion" was first. p~ovlded by t~e 
Agnculture Appropriation Act of 193, 
approved May 27,1930 (46 Stat. 392), 
although similar. law-enforcement 
functions had been carried on under 
different organizational titles since Jan-
uary 1, 1907, when the Food and Drug 
Act of 1906 (34 Stat. 768; 21 U.S.C. 
I-IS) became effective. 

The Food and Drug Administra-
tion's (FDA). activities are dir,:cted ~o-
ward protecting the health of the Na-
tion against impure and unsafe foods, 
drugs and cosmetics, and other poten-
tial hazards. 

BIOLOGICS~ 

"he-Bureau of Biologics administers 
regulation of biological products 
shipped in interstate and forel~n co?,:-
merce; inspects manufacturers' facili-
ties for compliance with standards; 
tests products ·submitted for release; 
establishes written and physical stand-
ards; approves licenses of manufactur-
ers of biological products; conducts 
research related to the development, 
manufacture, testing, and use of new 
and old biological products; and evalu-
ates claims for investigational new 
drugs that are biological products. 

I, 

DRUGS 

The Bureau of Drugs develops stand-
ards and conducts research with respect 
to the efficacy, reliability, and safety 
of drugs for man; evaluates new drug 
applications and claims for investiga-
tional drugs; conducts a program of 
clinical studies related to the safety and 
efficacy of drugs; operates.an adverse 
drug reaction reporting-system i coor-
dinates and evaluates FDA'5 surveil-
lance and compliance .,....~:Ams 
relating to drugs; develops ~i-CO'" 

nates the development of rv- ~,"s, 
model codes, and other stan·. ov-
ering drug industry practio- ,0 ers 
development of good man; - mg 
practices; directs FDA's ant. - And 
insulin certification progr,·. and 

supports research on poisoning
 
ment problems and prevention

niques and provides a national
 
of poison control centers with
 
and treatment information on
 
substances.
 

FOODS 

The Bureau of Foods conducts 'l:Seat1~~'J 
and develops standards on the 
position, quality, nutrition, and 
of foods, food additives, 
cosmetics; conducts research UCS1.,,"""".'. 
to improve the detection, prc~venti,,~;] 
and control of contamination that 
be responsible for illness or injunl""'~1!1 
veyed by foods, colors, and '-V"Ult'U"'!~ 

coordinates and evaluates' 'FDA's 
veillance and compliance progranu 
lating to foods; color, and 
reviews industry petitions and UC\'N",.,.. 

regulations for food standards to 
mit the safe use of color additives 
food additives; -collects and ltem~""-:'5S11' 

data on nutrition, food additives, 
·environmental .factors affecting'
 
total chemical insult posed by food
 
ditives ; and maintains a
 
data bank.
 

RADIOLOGICAL HEALTH 

The Bureau of Radiological 
carries out programs designed 
duce the exposure of man to h""7~";1";~~ 

ionizing and nonionizing rad 
develops standards for safe limits 
radiation exposure; develops 
odology for controlling radiation 
posures : conducts research 
health effects of radiation exnosu ....'~:.2 

and conducts an electronic 
"'\"l"adiationcontrol program to 

p\:fulic health and safety, incl 
the deve-lopment and administration 
performance standards to control 
ernissior. of radiation from el 
product· and the unde:tak}ng by 
lie aX -:-ivate orgaruzauons 
search investigation into the M • 

feets ar- control of such radi
 
emission-


VETERlNARY MEDICINE 

The Bureau of Veterinary 

http:operates.an
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NO. DESCRIPl'IO~ OF RECCROO 

b.	 Copies or cClllll1ttee or board 
files distributed to JDembers. 

3.	 Project case files mainta1ned at
 
the laboratory or ccmparable
 
level, reflectiIlg a ccmplete
 
b16'tory or each project :rrom
 
initiation through research,
 
developnent r design, a.Bd te6t1.Ilg,
 
to complet1on. They include
 
(wen created by agency personnel
 
or received 1':rom contractors)
 
procurement files, consist1Ilg o~
 
a copy or each contract or agree-

me~ :for research services v1th
 
related modifications, changes, or
 
addendUlll6; project authorization 
documents; project cards; techn1cal 
characteri6tics; test and trial 
re·sul.ts; dravings, specifications .. 
and photographs considered to be 
essential to document design, 
modifications .. am engineering 
devel~nt; technical and progress 
reports; notice of' completion or 
cancellation; re~erence to the 
location of' prototype m:Jd.e1s, 
films, or other i t.em.s too bulky 
:for inclusion 1n these files; aDd 
corre spondenee 1n:t'1uenc1.Ilgthe 
course or action taken on a 
project. 

4.	 Lists, card indexes, or other 
media reflecting in a compre-
hensive III!UlIler ind1v1.dual projects 
administered by an agency. 

Source data files, punch cards,5· 
electronic tape .. or comparable 
media used to collect and assemble 
data o~ a pre1.1lll1na.ryor :1.uter-
mediate character generated fiCIII 
such processes as exper1lllents or 
observations o~ a'routine, repet1-
tive nature, and used :for re~erence 
in arriv1.ng at determinations in 
the conduct o~ research projects. 

laboratory Datebooks contain:1.Dg 
techn1ca1 and scientific data 
acCUllllJ.l.ating:rrcm the conduct of' 
research and developDeDt. 

a.	 Notebooks coota1nil1g data 
determined by competent 
8C1enti~ic or techn1cal 
personnel either to be dupli-
cated in teclm1 cal reports or 
elsewhere in project case :files, 
or to be o~ ouch a routine or 
:frBgme:atary DBture that their 
retention voul.d DOt add 
s1¢ 1"1cantly to the proj ect :file. 

RECOROO	 SCHEDULE 19 

~ED 
MEl'HOD OF FIUlli 

Conform to agency 
pract1ce. 

By project mIlDheror 
t1tle, as appropriate. 
When the volume varrants, 
papers in case :file 
may be subdiv1.ded by 
types, e.g., procure-
ment files, authoriza-
tion documents, reports, 
and drawi Ilgs and 
specifications. 

Conform to agency 
practice. 

Conform to agenc-r 
practice. 

By proJect or book 
mmiber, as appropriate. 

-2-

AUTHORIZED DISPOSITION 

Dispose	 wen superseded or 
obsolete or upon tenn1Da-
tion of' membership 1Ib1ch-
ever 1s	 earlier. 

Disposal not authorized 
by this	 schedule. Transfer 
to inactive :file upon 
receipt	 of' completion or 
termination notice; break 
inactive :file every 2 years, 

, and trans:fer to Federal 
Records	 Center after 3 years. 

Disposal not twthor1zed by 
this schedule. Trans~er to 
Federal	 Recor-da Center to 
the extent practicable with 
related pro lect files. 

Dispose wen determ1Ded by 
campetent agency re search 
persoxmel t.ba.t the files 
have served all research 
i'C"JX>ses. 

Dispose 6 IllOIIthsaf'ter 
completion or termiDBtian 
of' the related pro-;1ect. 
or pro.lects. 

http:contain:1.Dg
http:arriv1.ng
http:re�sul.ts
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CE:NrnAL RECORDS SCHEDULE 19 

Becords a.c:CU!IIIllB.ted by boards and cc:mml.ttees are considered to bave retention values c~ble to 
those stated for Item 1 ab:we. Coples distributed to ccmu1ttee members are 'for their reference use 
and can be disposed 0'1 wen DO loDger usef'tll to them. 

Item 3. Case tiles mai.nta1ned at the laboratory or campe.rable level reflecting a h1story of the 
activity COIJDectedwith a specIfic pro ject. They contain the ,basic technical and scientific data 
developed durlllg the course of the pro.oect. The retentIon value of these :files for :f'uture research 
studies 1s contingent upon such :factors as the field o'f research involved, the importance of the 
specific project 1nvolved, and the nature of 1"1nd1.Dgsand conclusions reached. It Is recognized 
t.b&t certa1.n pro 'Iect files will have little :future scientific or other research utility. HCN'ever, 
the files as a general class contain suf'f'icient scientific data DOt duplicated eLsevaer-e to varrarrt 
cOIItiDued pre servrrtl on. Exact standards for selection of' those case files Wich do DOt varrarrt 
cont1.mled preservation cannot logically be disseminated through the med1.s of a general records 
IIchednl.e. This can best be accomplished by esch agency in the develqzDent 01' its records coIrt.rol 
Bchednl.e. 

Item 4. Na:rmal.ly, agencIes maiIIta.1n lists of current projects f'or administrative purposes. In other 
1nst.ances, card files may be me..1.IIta1nedreflecting brief synopses of research proJects. These or 
comparable 1'lles J1Bybe of considerable use to :f'uture resee.rchers in determiniDg the existence of 
data in specific fields or research, and in dete~ the scope of' an B8ency' s participation in 
research fUnctions. 

Item· 5. Certain re search pro ~ects require the conduct of 10Dg-r8IIge experimelItal aDd. obse...-vational. 
work, with :frequent recordiJ:lgs 01' resultiDg date.. Also, date. may be collected :fran many po1.Irts by 
means of questiormai.res and recurr1.Ilg reports. The date. is otten maiIItai.ned on punch cards, 
electronic tape, or COIIIpIU"ablemedia. It serves a basIc research purpose in arrtv11lb at conclusions 
end determinations ciuri.IIg the course of a project. Of'ten the data 15 collated and published in a 
condensed but canprehensive ~r in technical reports or pamphlets. In such cases, it may be 
detent1ned by scientific persOlmel that the source material :fran Wich the data Is extracted, SaDe-

times constitut1.Ilg a large volume of papers, J1Bybe disposed o:f as havi!lg DO :f'u.rt.ber research 
values. Also, in the absence of condensed versions or the data, scient1fic per-eonae), may determ1.ne 
that the source data add£ little of 1mportance to the information corrt.a1.ned in other papers retained. 
in coxmection v1th £to pro ~ect, and may approve its disposal wen it bas served 1mDediate research 
purposes. 

~ .. 
( Item 6. lThese DOteboolts are ma1lIta.1ned by research personnel as a means 0'1 recordiDg and retainiDg 
'data nec~ssary for reference dur1..ng the course of a pro ject. Since they are lII!dnta1ned on an 

1Dd1vidual bas1s 8D:l each research specialist records the data be considers necessary ror reference, 
the DOteboak.s vary as to coDt.eDt.8D:l cCEpleteness of ini'ormation. Certain of the books cOIl'tA1n 
notes or a f'ragmeDtary nature, or ~e that will be dif'1'1cult or impossible to interpret except. 
by the specialist who vrot.e them. (In other 1m;t.snces, the books cOIrt.a1n bas1c scientific data 
shown in suf'ficlent detail that, 1ir DOt doC'.JI:Iex:rted in technical reports or other condensed fonll., 
are needed for corrt1Dued research purposes. Notebooks cOIrt.a1.n1.Dgdata essential in establishing 

patent. or 1IIventicm rights are reta1Ded) 

Item 1. '.Ibeee reports document in S\IIIZDSTY fonn the :N..nd1ngs and conclusions reached relative to
 
specific pro.iects. AE. such, they clar1:fy and supplement the infOI"IllBtion coIIt.e.1ned in laboratory
 
notebooks and other source data. Since they present a condensed and concise S1.II:ZllarY accomItiDg or
 
accCEpliehed proje;:ts,- a cCEplete set of the reports of each agency is ret.a1ned per:nanently.
 

Item B. Drav1ngs aDd. speci:f1cations are use1'Ul adjuncts to the files defined in Items 3, 6, and 1
 
ortlrls schedule. ~ drav1ngs show in visual 10nn the mechanical and other phyI;ical characteristics
 
of the items developed, 8D:l the specifications exp1B.1n these characteristics in detail. They are
 
essential. for production aDd serv1ciDg of the items developed, and for ~fication, redesign, or
 
ccmti.IJlllJlg research on the Items or related items.
 

Item 9. These f'1les ~ ma:Urt.a1.nedat the laboratory or canparel>le level, and at ofrtcee hav1Dg
 

subord1nate responsibility for adm1n1strat1on or the researcll and develop:nent program. Tney do
 

DOt dQCUlllentbas1c missions or runctions, and serve only a temporary adIn1ll1strative purpose.
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