: e WO //%
- .REQUEST. FOR ISECOBD!DISPOSITION AUTHORITY LEAVE BLANK
(See Instructions on reverse) JOB NO

TO GENERAL SERVICES ADMINISTRATION, I!‘ ! !‘8?’?0 'a

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

Department of Health and Human Services
2 MAJOR SUBDIVISION
In accordance with the provisions of 44 US C 3303a the disposal re

Public Health Service, Food and Drug Administration auest. ncluding amendments, 1s appioved except for items that,may
3 MINOR SUBDIVISION be stamped “disposal not approved” or “withdrawn™ in colums 10

NOTIFICATION TO

Executive Director of Regional Operations

4 NAME OF PERSON WITH WHOM TO CONFER 5 TEL EXT ) &M%"/
Joseph Reiff 443-4055 |/A-2-50 e

o4
Dute Archiving of the United States

6 CERTIFICATE OF AGENCY REPRESENTATIVE

| hereby certify that | am authorized to act for this agency in matters pertamning to the disposal of the agency’s records;
that the records proposed for disposal in this Request of _5 page(s) are not now needed for the business of
this agency or will not be needed after the retention pertods specified.

] A Reguest for immediate disposal.

Q Request for disposal after a specified period of time or request for permanent
retention.

C ,DATE D JIGNATURE OF AGENCY REPRESENTATIVE EM M_/Lou»,_/
- opa <. =P Recanda
7 Zg gd % 5 Chief, Management Methods Branch, DMS,0MO
|l ¢

8 pescApflon oF ITem SAMPYE OR 10.
fTEM NO (With Inclusive Dates or Retention Periods) JOB NO ACTION TAKEN
This request is for an addition to the Food and Drug —fie !
Iy . . LY
Administration Records Control Schedule approved on (Q- [ 00,

February 23, 1978, job No. 1~88-78-1. The following beraedod
records pertain to the Government Wide Quality Assur- Pl B 331
ance Program. This is a new program under which wa“\’
FDA certifies as to the safety and efficacy of drug
products procured by all government agencies. This
proposal covers 5 different files maintained by the
Medical Products Quality Assurance Staff (MPQAS)
Associate Director for Field Support, EDRO and the
districts, namely:

Contract Files

Quality Assurance Profiles
Product Specifications
Preacceptance Sample Files
Complaint Files

/2 GM[ FP#%M M/Le&/uf

, r /8 e
- . ! . STANDARD FORM 115
Ao W

FPMR (41 CFR) 101-114
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anndnmdFO\'anNO- 115a .

cromulgated 9-1-43 by -

Ge neral * srvices Adminlstration . Job No. . Page
* The Nationdl Archives of

bage:

REQUEéT FOR AUTHORITY TO DISPOSE OF RECORDS—Continuaton Sheet

7. 8 DESCRIPTION OF ITEM s'wws;_' € or 10
ITEM NO. (WITH INCLUSIVE DATES OR RETENTION PERIODS) '.‘IOB No. ACTION TAXEN

0-23 CONTRACT FILE

a
Each file bears an identification number, e.ge. D9001.
A file may include:

contract

solicitation

modifications; amendments; waivers
reports of post-award examinations (PAE)

"Material Inspection and Receiving Reports (form DD-250)
Certificates of Conformance (COC) .
documentation concerning evaluations of the firms(s)

and/or products involved
correspondence with firm(s) involved
related material.

Transfer to FRC 2 years after expiration of contracte.
Destroy 9, ¥years after expiration of contract.
Guynd. Imen,

0-24 QUALITY ASSURANCE PROFILE

Each profile is 1dent1f1ed ‘with the name ‘and address'
of the firm involved. A file may include:

Quality Assurance Profile (form FD 2860)
six hour update TWXs

"FAI" (future action indicated) status TWXs
related material.

d
a. Firms still requiring profiling: ;

Destroy TWXs and prof11€$v2 years after date zf

receipt. i 9% f%
b. Firms no longer requiring profiling: e.g. O0O0OB (out

of business) or not in OEI (official establishment
inventory):

Destroy 2 years after profiling is no longer required.

Tour conlas, Includiu ; nrimnal, to Y sabmib=d *» tha Molonal Ryrhives FE SR L S asn
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Promulgaied 9-1-43 by

>ueral Sarvices Administration _Job No. Page
< Ihe Natiousl Archives
of pages
REQUE'S‘T FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet
7 8 DESCRIPTION OF ITEM SAHP’::E oR 10.
ITEM NO. (WITH INCLUSIVE DATES OR RETENTION PERIODS) 10B NO. ACTION TAKEN

0-25 PRODUCT SPECIFICATIONS
Each specification is identified with product name
and document number. The file includes:
military standards
military specifications
federal standards
federal specifications . .
Defense Medical Purchase Descéription
specification data sheets
procurement item descriptions
Destroy 5 years after specification is suspended or
deleted.

0-26 PREACCEPTANCE SAMPLES
Each file bears an identification number e.g., V90001l.
A file may include:
contract/purchase order
documentation concerning the need for a sample
teletypes/memos concerning sample results and evaluation
related materials
Transfer to FRC 2 years after evaluation is completed.
Destroy 7 years after completion.

0-27 COMPLAINT FILES
Each file bears an identification number such as:
80001 (Drug Complaint); TC900l(Device Complaint); 9A001
(Depot Quality Audit Report-(DQAR); TA9001 (DQAR -
Device). A file may include:
complaint/DQAR
teletypes/memos concerning samples and/or investigations
documents concerning the evaluation of the complaint
related material
Transfer to FRC 2 years after complaint is resolved.
Destroy 5 years after complaint is resolved.

h t—5a4le—1 aQro

¥onr copies, Including origiaal, ts e snbmitti~d to the Nahsnal Axchives



Standard Form No. 113a

Y'romulzated 9-1-49 by

«(;‘Eg‘x?;f;gi’x Aﬁl‘?;nlstrahon Job No. Paze
of page
REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheet
2 8 DESCRIPTION OF ITEM 9. 10.
ITEM NO. (WITH INCLUSIVE DATES OR RETENTION PZRIODS) SARTLEDR ACTION TAKEM
R-33 CONTRACT FILE
) o
Each file bears an identification number, e.g. D9001.
A file may include:
contract . .
—solixirienstiend solicitetions :
modifications; amendments; waivers
) reports of post-award examinations (PAE)
Material Inspection and Receiving Reports (form DD-250)
Certificates of Conformance (COC) )
documentation concerning evaluations of the firms(s)
and/or products involved
correspondence with firm(s) involved
related material.
a. PAE reports, Certificates of Conformance and
Correspondence with firm:
Transfer to FRC 2 years after contract expires.
Destroy w—esss- after contract expires.
& . &omea,
b. All other material h
Destroy 2 years after contract expires
R-34 QUALITY ASSURANCE PROFILE

Each profile is identified with the name and address
of the firm involved. A file may include:

Quality Assurance Profile (form FD 2860)
six hour update TIWXs

"FAI" (future action indicated) Status TWXs
related material.

a. Firms still requiring prof111ng.75b”4"aitu%

Destroy TWXs and rofiles

be. Flrms no longer requiring’/ profiling: Cege
of business) or not in OEI (official establishment
inventory): ; @ @.QI

Destron«Z years after profiling is no longer required.

Tone roniey, inclaaing oriminal, ta be snbmin-d te the Natloadl Axchivss
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Standard Form NO. 115a

Promulzated 9-1-49 by )
(wrneral S&vices Administralion Job No.
~The Natwon&l Archives

REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Conkn

Page
of

ualon Sheet

page

7.
ITEX NO.

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

9.
SAMPLE OR
JOB NO.

10.

ACTION TAKEN

L
£=35

HIOTE:

PRODUCT SPECIFICATIONS

Each specification is identified with product name
and document number. The file includes:

military standards

military specifications

federal specifications

Defense Medical Purchase Description
specification Data Sheets )
procurement Item Descriptions

Destroy when specification is suepended or deleted.

PREACCEPTANCE SAMPLES

Each file bears an identification number e.g., V90001.
A file may include:

contract/purchase order

documentation concerning- the need for a sample
teletypes/memos concerning sample results and evaluation
related materials

Transfer to FRC 2 years after evaluation is completed.
Destroy 7 years after completione.

COMPLAINT FILES

Each file bears an identification number such as: 80001

(Drug Complaint); TC9001 (Device Complaint); 9A001 (Depot
Quality Audit Report-DQAR); TA9001 (DQAR - Device). A

file may include:

complaint/DQAR

teletypes/memos concerning samples and/or investigations
documents concerning the evaluation of the complaint
related material

Transfer to FRC 2 years after complaint is resolved.
Destroy 5 years after complaint is resolved.

Some files may contain priviledged information (exam-
ples: NDA information; trade secrets). Therefore, any
destruction should be in accordance with applicable
policy/procedures.
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