NOTICE - SOME ITEMS SUPERSEDED OR OBSOLETE

Schedule Number: NC1-088-80-02

Some items in this schedule are either obsolete or have been superseded by new
NARA approved records schedules. This information is accurate as of: 11/14/2022

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These items, unless subsequently superseded, may be used by the agency to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.

All other items not listed below are 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SUPERSEDED AND OBSOLETE ITEMS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They are superseded, obsolete, filing instructions, non-records, or were lined off and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Items O-23 and R-35 are superseded by N1-088-09-002, item 2.5.1.
Items O-24a, O-24b, and R-36 are superseded by N1-088-09-003, item 1.3.

NOTICE - SOME ITEMS SUPERSEDED OR OBSOLETE

As of 11/14/2022 NC1-088-80-02



P Hed V<O //%
- .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 quest, including amendments, 1s approved except for items thalAmay
3 MINOR SUBDIVISION be stamped “disposal not approved” or “withdrawn™ in colums 10

NOTIFICATION TO ENCY

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

4
Dute Archivint 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 € Tlﬁﬁ % / M_/Loc,u,_/
Zg gd % » Chief, Management Methods Branch, DMS,0MO
7 /A ¢ 8 DESCAP}(ON 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 ‘, o |
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

Zaned M[ FDH %M M/Le&/uf
1%4.% ¢/ o ’

, r /3 e
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FPMR (41 CFR) 101-114




¢ Standard Form No. 1188

¢romulgated 3-1-43 by

Caneral *&vices Administmbtion B Job No. Pa.ge
* The Nationsl Archaves
. of page
REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continualon Sheet
9.
7. 8 DESCRIPTION OF ITEM 10.
[TEM NO. (WITH INCLUSIVE DATES OR RETENTION PERIODS) SirLL OR ACTION TAXEN
0-23 CONTRACT FILE

a
Each file bears an identification number, e.g. 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) )

docunentation 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 7,¥ears after expiration of contract.
& e I,

0-24 QUALITY ASSURANCE PROFILE

Each profile is identlfled ‘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.

)
a. Firms still requiring profil 1ng. ]

Destroy TWXs and proflles years after date if

receigt. i %W
)
b. Firms no longer requiring Drofiling: e.g. O00B (out

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

Destroy 2 years after profiling is no longer required.

Fane coples, Includia § orimnal, to " gadieit—d 4o tha MaHoncal Rrchivee
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REOUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Conbnuation Shest
1. 8 DESCRIPTION OF ITEM SAMP’t £ oR 10.
ITEM NO. (WiTH INCLUSIVE DATES OR PETERTION 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 Description
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); TCY9001(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.

¥'onr copies, Including orgiaal, ta he snbmitt~d to ths Nausnal Arxchives A5 21 aro



sStondard Form No. 11538

I'romulzated 5-1-49 by

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 TWXs

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

a. Firms still requiring proflling.7zﬁ“4"aiuuk

Destroy TWXS and

b. Flrms no longer req iring proflllng. Eefa
of business) or not in OEIL (official establishment
inventory); ; % @.ﬂl

DestroxA2 years after profiling is no longer required.

i ‘?Egtx:a;t?;gﬁ&?ﬁmmhm Job No. Paze
} of page
REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Conbinualon Sheet
1 8 DESCRIPTION OF ITEM 9. 10.
1TEM NO. (WITH INCLUSIVE DATES OR RETENTION PERIODS) S’j’é?ﬁ oRr ACTION TAKEM
R~33 CONTRACT FILE
’ o
Each file bears an identification number, e.g. D90Q01.
A file may include:
contract .
wmﬂ:xinumatun%'5°llcr¥°;+'°hs. ;
modifications; amendments; waivers
i 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—yease- after contract expires.
& s &omex,
b. All other material ) B
Destroy 2 years after contract expires B
R-34 QUALITY ASSURANCE PROFILE

Toac roniay, tnelaaimg oriminal, 1n be ynbmited to the Natlonal Azzhives
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of page
REQUEST FOR AUTHORITY TO DISPOSE OF RECORDS—Continuation Sheset
7. 8 DESCRIPTION OF ITEM S- 10.
ITEM NO. (WiTH INCLUSIVE DATES OR RETENTION PERIODS) SAMPLE SR ACTION TAKEN
£
=35 PRODUCT SPECIFICATIONS
Each specification is identified with product name
and document number. The file includes:
military standards
military specifications i
federal specifications
Defense Medical Purchase Descrlption
specification Data Sheets
procurement Item Descriptions
Destroy when specification is suspemded or deleted.
£ .
=36 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 completion.
R
@-37 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 investipations
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.
HNOTE: Some files may contain priviledged information (exam-
ples: NDA information; trade secrets). Therefore, any
destruction should be in accordance with applicable
policy/procedures., .
19— *T4"A-} c1asd
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