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11amufacturing, 

Subject 

Complaints 

r 
S. GOYl-MlNT PlllNTING OHIC̦ 

LEAVE BLANK 
REQUEST FOR AUTHORITY 
TO DISPOSE OF RECORDS 

(See Instructions on Reverse) 
TO: GENERAL SERVICES ADMINISTRATION 

NATIONAL ARCHIVES AND RECORDS SERVICE, WASHINGTON, DC 20408 
1. FROM (AGENCY OR ESTABLISHMENT) 

2. MAJOR SUBDIVISION 

3. MINOR SUBDIVISION 

4. NAME OF PERSON WITH WHOM TO CONFER 5. TEL EXT. 

DATE RECEIVED JOB NO. 

AUG 2 9 i974 
NC 1'14-23'1 

NOTIFICATION TO AGENCY 

In 1oconl1nco with the provisions of 44 U.S.C. 33031 tho dis­

poul request, Including 1mondmonts, Is approved except for 

items th1t m11 be stamped " disposal not approved" or "with· 

dr1wn" In column 10. 

7. 
ITEM NO. 

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

9. 
SAMPLE OR 

JOB NO. 

10. 
ACTION TAKEN 

The food and Drug Administration is responsible for assuring the saf ty, effiȁacy, 

potency, and purity of foods, cosmetics, medical devices and drugs i io­


logical roducts. The Bureau of Biol8gics is particularly concerned 'Qth admi ·stdr­


ing regu .ation of biological products and blood shipped in i nterstat .zand for ,iGn 

conunerce To this end, t!le Bureau plans and co!l<lucts research relate to theJ ievel­


oµnent, testin13, and use of biological products; esta lishes 

and phys cal sta!ldards; approves licensing of Ȃanufactmrers to produce biolȃȄ· cal 

products inspects marrufacturerst facilities for compliance with sta dards; a d tests 

products suh"!itted for release. 


81 General 

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
lo[;ically • 

.?SRMANEHT. Transfer to '."Tashington National Records Cehter-· 
after 7 years. Offer to National Archives 20 years after 
cutoff. 

82 Consumer 

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

Correspondence ( Sałnon) 

File 
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°endiŃg Applications 
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8tandBrd Form No. 115-A 
Revised No?ember 19s1 e JobGeneral Services AdmlnlatratlonPrescribed 
OBA Reg. 

116-202 

Page 

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

7. 
ITEM NO. 

8. DESCRIPTION OF ITEM 

(WITH INCLUSIVE DATES OR RETENTION PERIODS) 

9. 
SAMPLE OR 

JOB NO. 

10. 
ACTION TAKEN 

Drug Experience Report. Also correspondence with firms in­
volved concerning the complaint and corrective action 
as vrell as menos for record regarding the complaipt. 

a. Transfer to Washington National Records Center 5 years 
aĿer Cor.1plaint is resolved; destroy after 15 years in 
FARC except 

o. Offer a saŀple not to exceed 3% to 
years after complaint is resolved. 

National Archives, 15 

83 Harrufacturers1 and Data 

Jne portion of thŁ file contains copies of cor:·espondence 
from manufact.urers! on various subjects. The other consists 
of raw data developed by BJ.reau personnel reearding the 
testing of vaccines. 

5 years after action has been completed. 

84 Cross Reference 

contains carbon copies of outgoinq correspondence ar- . 
alphabetically by inclivldual or firm name for cross 

after 3 years. 

85 Licenses and 

Approved licenses: 
License files 

Place documents in 
(items 87 and 88). 

Establishment or 

Disapproved LicGnse Applications: Destroy application 
material 5 years nfter disapproval, with the ex­

of a sample, not to exceed: 3%_, Offer to National 
the sa!lJllle 5 years after disapproval. 

File contains copies of form NIH 523 or FD 2671, license 
Reference Number Notification, cover letters to 

firm and miscellaneous correspondence. 

86 License Aoolication Notices 

· 

· p 

is similar to Pending Licenses file (item 8 5) but 
other copies of for m  NIH 526 or FD2671, and 
with firm concerning ap:;)rovdl or disar;proval and 

documents. 

con­

, 

Destroy after 1 year. 
F01111r copiu, i.nclDdiall original, to be inab..Ulled lo the National Archives G.Dd Records Service GPO: 196:1-0-711-917 
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Revoked, Suspended, or Superseded License: 

Dispo­

ri, 
tD 

file 
-

ters; 1-
dence. 

Product 

License: 
revoked, 

Revoked, Suspended, or SupeȆseded License: 

3j 

stanci&ra Form No. lllh& 
Revised November lllM e Job 	 Page-5�­Prescribed General Bervlcea AdmlnutraUon 
OBA Reg, of __ pages

116-202 

. 
REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continuation Sheet 

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

87 Establishment Licenses 

Active License: Retain in agency space until li-cense is 

revoked, suspended, or superseded. 


a. 	 license folder: Disposal not authorized at this 
time; 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 establishnent supporting material: 
sal not authorized at this time; review for dis­
posal vri thin 10 years after revocation, suspensio 
or supersession. V/hen reviewed, select a sample 
be offered eventually to the i';ational Archives. 

contains copies of the license and supporting material 

consisting of application copies; reswnes of responsible of 

ficials; changes of officials, production methods, ȅant la r­


outs, and procedures; new equiµnent; cover and follow-up le,­


questions and ansvrnrs; and rnlated notes and correspo 
Establishnent- marrufacturer. 

88 	 Licenses 

Active Retain in aeency space until license is 

suspended, or superseded. 


a. 	 license folder: Disposal not authorized at this 
time; review for disposal 10 years after revoca­
tion, suspen3ion, or 'mpersession. When reviewed 
select a sample to be of fered eventually to Na­
tional Archives. 

b. 	 license establishment supporting material: Dis­
posal not autho::--ized at th··.s time; review for di ­
posal witnin 10 years after revocation, suspen.­
sian, or supersession. 'llhen reviewed, select a 
sample to be offered eventually to Hational Ar­
chives. 

ȇile consists of tte licenses and supporting material con-
sting of applications, chdnges in production methods, que ­

,ions and answers vr.i.th finns, coYer and follow-up letters, 

Fou copies, i..nclaclllag originul, to be submitted to the Natioaul Archives ADcl Recorcla Service GPO :1963-0-711-917 
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91 Investigat.ional !Jew Drugs (UlDs) 

Cru.manrs} 
supple­

!i)c:stroy 

:Sf ficncy 

!File regardin ĕ 
pr.oduct b, 

lt'eview 

. , . 
.. . 

. Standa'.ra Form No. 115-A Revised Novembet" 19s1 
Prescribed General Servlcea Administration 
OBA Reg. 

e Job No. 
of __ pages116-202 

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

7. 
ITEM NO. 

9.8. DESCRIPTION OF ITEM 

(WITH INCLUSIVE DATES OR RETENTION PERIODS) 
SAMPLE OR 

JOB NO. 

ID. 

ACTION TAKEN 

and related material concerned with manufacturinħ a 

89 

90. 

Permits 

File contains co-:-Jies of forms NIH 1395 or FD 2562, riennit 
for Importation of Licensed 13.:i.ological Products. 

Destroy 5 years after e..Ҿpiration of permit. 

Protocol Releases. 

Protocol release- approval granted for a batch of 
ࠟ File contains a copy of the protocol; forms NIH 837­
845, completed check liots; forms mH 289 or FLH 2558, Re­
lease/Reject Letter; forms m H 30 or FLH 2568, Receipt 
ter; and related correĒpondence suc h as cover letters, rē 
quests for more information, and replies concerning the re­
lease of a specific batch of the product. Arranged by rrum-
ber; indexed. 

Transfer to ',fashington National Records Center :after 4 
:Cisposal not authorized at this time; review for disposal · 

10 years after date of Relaase. 

. 92 

Filo consists of IND(approval for testing of drugs on 
in triplicate and supportinĨ material consisting of 
ments (amendments) ; form NIH 1770, Clinical Trial DHtline;
and related correspondence with firms. Arranged by rnmber; 
indexed. 

Transfer to 'Sashington National Records Center 10 years af­
ter canpletion of final action. On transfer, review for dis Jo­
sal and select sample, not to exceed 3%, which will eventu­
2.lly be offered to the National Archives. 

IND caries and supporting material after 5 years • 

Reviews 

contains documents submittĔd-'.:by-'Jmarmfacturers 
efficacy, reviews and evaluations of product made · 

Bureau of Biologics professionals, and reports on results o · 

made by the professionals.Efficacy reviews are con­
iucted by. proCTinent scientists on all pro ducts marmfactured 
::iuring the peri od 1905-72. Products are evaluated by panels
e.g. toxoids and toxins panel, alJ ergenics panel, etc. 

Fo- eopiea, bacladUag origiaal, to be submitted to tli.e National Archives GDd Records Service GPO :196:1-0-711-917 
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ii 
Regicter, referencE. 

Efficacy 

papelrs. 

94 Inspection Reports 

inspections 
Includeĺ 

cir 

LĻborAtory 

?iles 

a. 

c. 
ri.· 

,. • 	 i .

8tanclaZa Form No. 115-A 	 5
Revised No7ember lllM 

Prescribed Oeoeral Services Admlolalratlon 


e Job No. 
OBA Reg. of __ pagea

116-20'l 
' 

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

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

a. 	Reports a Offer to National Archives after publication 
Federal or when no,longer needed for 

b. 	 Supporting material: Offer to Iķational Archives vd.thin 
20 :1rears after ternination of reviews. 

PERMANENT. 

93 	 Review Committee liii:=mbers 

Filo contains documents relating to the members of the Ef­
ficĸcy Review Committee such as appointment and travel 

Ĺestroy after 1 year. 

File contains orieim.l copies of reports made on 
of biological and blood proce;,Jing establishments. 
foD.ow-up and related corresponclence. 

a. 	Records on finns that tavc eone out of business or are 
no 	 further regulatory interest. 

Transfer to FARC after 2 years; review for disposal 
in 8 years after transfer; offer sample to Uational 
Archives, Select sar.1ple, not to exceed 3%, when re 
viewed. 

Q. 	 Records on other finns. 
Transfer to FARC after 7 years; review for njsposal 
in 8 years after transfer; offer sample to National 
Archives. Select sample, not to exceed 3%, when re­
viewed. 

95 	 Test Records 

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

Inspection Sample Teļt ReGUlts 
o. 	 Control Test Results 


Poliovirus Neurovirulance Ľxnerilr.ent Findings 

Individual Animal Study R.ecoǺd Cards 


Transfer to Washington Ifational Records Center 5 years 
after completion of test; Destroy 15 years after trans­
fer. 

F...r copiem, U.chuli.Jlg original, to be submitted to the National Jllrchivem and Record.a Service GPO :196̥0-711-917 
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Standard Form No. 11&-.A. 
Revlaed November IVM
Pttecrlbed General 8ervlee1 AdmlnlaLnlt.IOD Page 6 

OBA Reg. 
 of __ pagesll6-:l02 

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS-Continuation Sheet 

7. 8. DESCRIPTION OF ITEM 
9. 10. 

SAMPLE OR 
ITEM NO. (WITH INCLUSIVE DATES OR RETENTION PERIODS) ACTION TAKEN 

JOB NO. 

e. Animal Test Cards 
f. Sterility Test Cards 
g. Sample Cards 

. 

Destroy 1 year after completion of test. 

I 

I 

! 
' 
i
i
I 

Fov.z copie•1 inclDdiA9 original1 to be submitted to the National A.rchlvea and Reco:rd.a Se:rvice GPO, 191>3-0-711-917 




