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TO: GENERAL SERVICES ADMINISTRATION
NATIONAL ARCHIVES AND RECORDS SERVICE, WASHINGTON, DC 20408
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LEAVE BLANK

REQUEST FOR AUTHORITY
TO DISPOSE OF RECORDS

(See Instructions on Reverse)

DATE RECEIVED
AUG 29 1974
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JOoB NO.

-237

NOTIFICATION TO AGENCY

Department of ”en1t%’ Rdvratinn’ and Vel fare

FROM (AGENCY OR ESTABLISHMENT)

posal request, including

Food

. MAJOR SUBDIVISION

drawn’’ in column 10.
and Drug Admini stration

3. MINOR SUBDIVISION
Bureau of Biclogics

4. NAME OF PERSON WITH WHOM TO CONFER 5. TEL. EXT.
Joseoh Reiff 153-34055

. CERTIFICATE OF AGENCY REPRESENTATIVE:

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

q

items that may be stamped ‘‘disposal not approved’’ or ‘‘with-

[0-4-14 Wﬁ

d except for

(Date) 5, ﬁ' g Archivist :)f)‘ca Unite;;ﬂ,ates
d 7 L

! heriby certify that | am suthorized 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 not now needed for the business of this agency or will not be needed after the retention periods specified.

?—:9-73

(e bogpe B o # 90

Date

itz A

ture of Age}(% Representative)

(Title)

fleliry ™ CH4
Ttrogou Yool Jo. 0115, 404 -

7.
ITEM NO.

8. DESCRIPTION OFITEM
(With Inclusive Dates or Retention Periods)

9.
SAMPLE OR
JOB NO.

10.
ACTION TAKEN

The I'ood
potency,

logical products. The Bureau of Riologics is particularly concerned
ing regul

commerce
omment, 1
and phys
products
products

81

82

and Drug Administration is responsible for assuring the saf
and purity of foods, cosmetics, medical devices and drugs i

.ation of biological products and blocd shipped in interstat
b To this end, the Bureau plans and conducts research relate
iamufacturing, tésting, and use of biological products; esta
Lcal standards; approves licensing of mamufactiarers to produ
5 inspects mamfacturers' facilities for compliance with sta
sutmitted for release,

General Subject

Basic correspondence series of incoming correspondence of
trade and professional associations, govermment agencies,
and the general public, other than complaints, Contains of-
ficial copy of the reply., Arranged by subject and chrono-
logically.

DERMANENT. Transfer to ‘Jashington National Records Center.'
afver 7 years. Offer to National Archives 20 years after
cutoff,

Consumer Complaints

File contains original complaint letters from con sumers ar
others inclluding copies of those submitted on forms FD 1639

bty, effi
ncluding
vith admi
=2<and for
i to the:

2¢ biolog
hdards; a

Copy 0 g eney JD/,o/w ﬁO

cacy,
hio—
hister-
=ign
level-

blishes wjritten

ical
hd tests
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7.
ITEM NO.

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

9.
SAMPLE OR
JOB NO.

10.
ACTION TAKEN

83

84

85

86

Drug Experience Report. Also correspondence with firms in-
volved concerning the complaint and corrective action takeA
as well as memos for record regarding the complaint.

2. Iransfer to Washington Mational Records Center 5 years
after complaint is resolved; destroy after 15 years in
FARC except

0. Offer a sample not to exceed 3% to National Archives, 15
years after complaint is resolved,

Mamufacturers' Correspondence and Data

One portion of the file contains copies of correspondence
from marufactirers'on various subjects, The othar consists
of raw data developed by Bureau personnel regarding the
testing of vaccines,

Destroy 5 years after action has been completed,

Correspondence Cross Reference (Salmon)

[[ile contains carbon copies of outgoin§ correspondence ar- .
ranged alphabetically by individual or firm name for cross
reference,

Pestroy after 3 years.

Pending Licenses and Applications

L. Approved licenses: Place documents in Establishment or
Product License files (items 87 and 88).

3. Disapproved License Applications: Destroy apnlication ang
supporting material S5 years after disapproval, with the ex-
beption of a sample, not to excee& 3%, Offer to National Ard
Phives the sample S5 years after disapproval,.

File contains copies of form NIH 523 or FD 2671, License Ap-
blication Reference Number Notification, cover letters to
bhe firm and miscellaneous correspondence,

License Application Notices

File is similar to Pending Licenses file (item 85) but con-
bains other copies of form NIH 525 or FD2671, and correspond

Destroy after 1 year,

flence with firm concerning approval or disagproval and follqw-«;
1p documents,

Pour copies, inclnding original, to be submitted to the National Archives and Records Service

GPO :19%63—0-711-917
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SAMPLE OR
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10
ACTION TAKEN

87

88

Establishment Licenses

Active license: Retain in agency space until license is
revoked, suspended, or superseded,

Revoked, Suspended, or Superseded Iicense:

a. license folder: Disposal not authorized at this
time; review for disposal 10 years after revoca-
tion, suspension, or supersession. When reviewed,

Archives,

b. license establishment supportiing material: Dispo-—
sal not authorized at this time; review for dis-
posal within 10 years after revocation, suspensiof,
or supersession, V/hen reviewed, select a sample tp
be offered eventually to the Kational Archives,

*ile contains copies of the license and supporting material
consisting of application copies; resumes of responsible of

dence, Establishment- mamufacturer,

Product Licenses

Active License: Retain in agency space until license is
&evoked, suspended, or superseded.

Revoked, Suspended, or Superseded License:

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 Na-
tional Archives,

be license establishment supporting material: Dis—
posal witnin 10 years after revocation, suspen-
sion, or supersession, Wthen reviewed, select a
sample to be offered eventually to National Ar-

chives,

"ile consists of the licenses and supporting material con-

bions and answers with firms, cover and follow-up letters,

ficials; changes of officials, production methods, pdant la}-
outs, and procedures; new equipment; cover and follow-up lef-
ters; questions and answers; and related notes and correspop~

select a sample to be offered eventually to Natiopal

posal not authorjzed at th's time; review for dig-

51 sting of applications, changes in production methods, aueg-

Pour copies, including original, to be submitted to the National Archives and Records Service

GPO :19%63—O-711-917
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89

90,

91

. 9%

and related material concerned with manufacturing a product

Import Fermits

File conteins conies of forms NIH 1395 or FD R562, Pemmit
for Importation of lLicensed Biological Products,.

Destroy 5 years after expiration of permit,

Protocol Relcases.

Protocol release- approval granted for a batch OIVQ&Ziézgg{
¥es; File contains a copy of the vrotocol; forms NIH 837-
845, completed check lists; forms KIH 289 or FLH 2558, Re=-
lease/Reject Letter; forms NI H 30 or FLH 2568, Receipt Let—
ter; and related correspondence such as cover letters, ree
quests for more informaticn, and replies concerning the re-
lease of a specific batch of the product. Arranged by rum-—
ber; indexed,

Transfer to Washington National Recorcds Center.-after 4 year
Pisposal not avthorized at this time; review for disposal
10 years after date of Relaase,

Investigational New Drugs (INDs)

File consists of IND(approval for testing of drugs on mman
in triplicate and supporting material consisting of supple-
ments (amendments); form KIH 1770, Clinical Trial Oytline;
and related correspondence with firms. Arranged by mumber;
indexed,

Transfer to Washington National Records Center 1C years af-
ter completion of final action. Cn transfer, review for dis
sal and select sample, not to exceed 3%, which will eventu-
211y be offered to the National Archives,

Destroy IND copies and supporting material after S years,

[Efficacy Reviews

File contains documents submitted:by.mamfacturers regardin

jreview made by the professionals.Efficacy reviews are con-
ducted by prominent scientists on all products mamifacturad
furing the period 1903-72, Products are evaluated by panels
2ege toxoids and toxins panel, allergenics panel, etc.

product efficacy, reviews and cvaluations of product made b
Bureau of Biologics professionals, and reports on results of

)OO

3

Four copies, including original, to be submitted to the National Archives and Records §

ervice

GPO ; 19%63—O0-711-817
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9. 10.
lTE!:.NO. (WITH mcﬁgsﬂ'ﬁ?gﬁ‘ R?:it:l;fg:i PERIODS) A RNe ACTION TAKEN
ae Beportss Offer to National Archives after publication 14
Federal Register, or when no,longer needed for referenCﬁ.
b. Supporting material: Offer to National Archives within
20 years after termination of reviews,
PERMANENT .
93 Efficacy Review Committes lembers
File contains documents relating to the members of the Ef-
ficacy Review Committee such as appointment and travel papqrs,
Cestroy after 1 year.
94 Inspection Reports
File contains original copies of reports made on inspectiods
of biological and blood processing estabiishments. Includes
follow=up and related correspondence,
a. Records on firms that have gone cut of business or are ¢off
no further regulatory interest,
Transfer to FARC after 2 years; review for disposal
in 8 years after transfer; offer sample to National
Archives, Select sample, not to exceed 3%, when re
viewed,
b. Records on other fimms,
Transfer to FARC after 7 years; review for disposal
in 8 years after transfer; offer sample tc National
Archives, Select sample, not to exceed 3%, when re-
viewed,
95

Laboratory Test Records

Files contain laboratory notebooks, records of results of
clinical tests and evaluations, experimental findings, con-
trol test results, and related correspondence, Card files
chntain summaries of test resulta and receipt of samples,

h. Inspection Sample Test Results

De Control Test Results

ce Poliovirus Neurovirulance Zxneriment rFindings
H. Individual Animal Study Record Cards

Transfer to Washington National Records Center 5 years
after completion of test; Destroy 15 years after trans-
fer,

Pour copies, including original, to be submitted to the National Archives and Records Service

GPO :19%63—0-711-917
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€e Animal Test Cards
f. Sterility Test Cards
ge Sample Cards

Destroy 1 year after completion of test,

i
!
|
Pour copies, incloding original, to be submitted to the National Aschives and Records Service GPO :19%63--0-711-817 ’
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