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REQUEST FOR RECORDS DISPOSITION AUTHORITY 

(See Instructions on reverse) 

TO NATIONAL ARCHIVES and RECORDS ADMINISTRATION (NIR) 
WASHINGTON, DC 20408 

1 FROM (Agency or establishment) 
Deparrment of Health and Human Sen•tces 

2 MAJOR SUBDIVISION 

Food and Drug AdmIrnstratIon (FDA) 
3 MINOR SUBDIVISION 

OU1s0 ef the G0FRFRl9910A0F (06) f>23et"\~ · W~ 

In accordance with the prov1s10ns of 44 
U S C 3303a the d1spos1uon request, 
mcludmg amendments, 1s approved except 
for items that may be marked "d1spos1t10n not 
approved" or "withdrawn" m column 10 

4 NAME OF PERSON WITH WHOM TO CONFER 5 TELEPHONE DATE ARCHIVIST OF THE UNITED STATES 

Seung Ja Sinatra (301) 827-4274 

6 AGENCY CERTIFICATION 
I hereby certify that I am authorized to act for this agency m matters pertammg to the d1spos1t1on of its records and that the 
records proposed for disposal on the attached _7_page(s) are not now needed for the busmess of this agency or will not be 
needed after the retention penods specified, and that written concurrence from the General Accountmg Office, under the 
prov1S1ons of Title 8 of the GAO Manual for Gmdance of Federal Agencies, 

DATE 

7 
ITEM 
NO 

115-109 

[ZI 1s not reqmred; D 1s attached; or D has been requested 

TITLE SIGNATURE OF AGECflCY PRESENTATIVE 

✓- -7 / / - HHS Records Officer 
I I 

8 DESCRIPTION OF ITEM AN6 PROPOSED DISPOSITION 

Unless spec1f1call/ stated otherwise in the description or the retention, 

all items are media-neutral and apply to paper, electronic, m1croform, 

or other media in which records may exist 

SEE attached sheet Agency-wide Program Records (Group 2) 
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Agency-wide Records (Group 2) 

File Code: Prefix= FDA 

Item File Records Description and Authorized Disposition NARA Approved 
Citation No. Code 

1 

1.1 

1.2 

2 

Guidance Documents. 
Published m accordance with FDA's Good Gmdance Practices 
(GGP) (21 CFR 10 115) 

Final Guidance Documents. 
Includes gmdance documents prepared for FDA staff, applicants/sponsors, 
and the pubhc that descnbe the agency's 111terpretat10n of or pohcy on a 
regulatory issue (21 CFR 10 115(b)(l)) 
Includes FDA Compliance Pohcy Guides (CPGs) 

Disposition: PERMANENT. 
Cutoff at end of the fiscal year 111 which guidance 1s superseded Transfer 
to NARA 5 years after cutoff If electronic records are transferred, 
transfer 111 NARA approved format 

Guidance Document Development Files 
May 111clude 111terpretat10ns and documents supp01t111g the development 
of pohc1es reflected 111 gmdance documents May 111clude advisory opinions 
from the Office of the General Counsel, m111utes and reports of meet111gs, 
conferences and heanngs, and correspondence with producers, trade and 
professional orgamzat10ns, and Federal and State agencies, clearance records, 
and other related matenals Files are ma111ta111ed by the ong111at111g office 

For working files mamtamed 111 other offices, see authonzed disposition 
under a separate file senes, Work111g Files 

Disposition: TEMPORARY 

Supersedes 
111 part 

NCl-88-78-1 
Item 7a 

Supersedes 
NC 1-88-78-1 

X-11 

Cutoff after final gmdance is published, superseded, or withdrawn, or 
after draft gmdance is withdrawn or superseded by another draft gmdance 
Delete/destroy 10 years after cutoff. 

Internal Program Directives and Procedures Manuals. 
Includes records that document FDA's maJor 111temal operat10nal 
procedures ong111at111g with111 each Center/Office 111clud111g FDA Field 
Offices, provid111g overall and specific program d1rectlon and procedures 

(Regulatory Procedures Manual (RPM), CDER Manual of Policies and 
Procedures (MaPPs), and CBER Manual of Regulatory Standard Operatmg 
Procedures and Policies (SOPPs), for example) 

D1rechves and mtemal procedures that are finalized and d1stnbuted 



2.1 

2.2 

3 

3.1 

3.1.1 

... 

within FDA may be considered "published" even 1fthey are not 
released to the public 

For duplicate reference copies used in offices, apply authonzed 
d1spos1hon instruct10ns under separate file senes for Reference Files 

Published Copy. 
Records consist of official program dec1s10ns, operating procedures 
manuals, technical resource documents, technical and effectiveness 
standards, regulatory interpretation and 1mplementat10n documents 
and essential supporting materials 

Records mclude manuals, operating procedures, handbooks, c1rculars, 
and other FDA issuances established to announce or publish procedures 
Recordkeeping format 1s determined by each program area 

Disposition: PERMANENT. 
Cutoff at end of the fiscal year in which documents are superseded Transfer 
to NARA 5 years after cutoff If electronic records are transferred, transfer in 
NARA approved format 

Official Change Requests. 
Includes forms (such as the Appendix A, "RPM Change Request Form", 
for the RPM) requesting that changes be made to a publication 
Changes can be implemented immediately, or on a scheduled basis 

Disposition: TEMPORARY. 
Cutoff upon implementation of change Delete/desh·oy 5 years after 
cutoff or when no longer needed for business or reference purposes 

General Program Files. 
Includes files relating to FDA programmatic achv1hes They may relate to 
Program subject files and routine program management files that are not 
covered elsewhere in the FDA Records Control Schedules 

Program Subject Files. 
Includes m1ss10n onented specific subject files such as studies and reports 
of short-term or long range s1gmficance or with h1stoncal values 

Substantive Program Subject Files. 

Supersedes 
In part 

NC 1-88-78-1 
Item 7a 

New 

Includes matenals with inherent evidential and mfonnatlonal values vital 
for the pnmary use m developmg an agency history These records 
furnish the researcher with the ms1ght, planmng, orgamzat10nal strncture, 
functions, and overall agency d1rect1on. They contam mfom1ahon on 

Supersedes 
in part 

NC 1-88-78-1 
Item la 

the programs, activities, dec1s1ons, FDA funct10ns, position statements 
and protocols dealmg with FDA's m1ss10n subject areas, opm1ons, 
correspondence, mterv1ews, surveys, and other sumlar matenals, 
mcludmg the matenals dealing with subject matters that generated 
substantial pubhc mterest, media, legal precedent, or s1gmficant 



3.1.2 

3.2 

4 

program files 

Disposition: PERMANENT. 
Cutoff at end of the calendar year after the final act10n or when no 
longer needed to conduct current operations. Transfer paper records to 
FRC after cutoff Transfer records to NARA 20 years after cutoff 

Non-Substantive Program Subject Files. 
Covers files relatmg to FDA m1ss10n subject areas with lmuted value 
Includes correspondence, reports with short tem1 value, unfirnshed 
reports that may be used for future studies, current issues, and other 
mfonnational matenals and non-substantial program records 

Disposition: TEMPORARY 
Destroy/delete when 30 years old, or when no longer needed for agency 
busmess after retrospective review, whichever 1s later 

Program Management Files. 
Includes records generated m the course of ongomg program operations 
that are not covered elsewhere m the Records Control Schedules 

Supersedes 
NC 1-88-78-1 

Includes records such as staff meetmg mmutes, management surveys, 
management reports on projects undertaken on a one-time basis without 

Items A3-1, A3-2, 
A3-4, F-1. 

m1hatmg a formal survey and supportmg matenal such as mterv1ew notes, 
analyses, recumng management reports, project plans mcludmg feas1b1hty studies, 
memoranda, reports relatmg to general pohcy and program admm1strat1ve matters, 
oversight reviews or program evaluations, proposals, mteragency activity and 
other program related matenals Also mcludes project control files showmg 
assignments, progress, and complet10n of projects 

Excluded are general admm1strat1ve and routme housekeepmg records for which 
d1spos1t10n 1s authonzed by the General Records Schedules issued by NARA 

Disposition: TEMPORARY 
Cutoff after the final action/report or at end of the calendar year Mamtam a 
mmmmm of 3 years then destroy 7 years after cutoff or when no longer needed 
for reference, whichever 1s sooner 

Item lb 

Regulations Development Files. 
Pos1tlon and summary statements, drafts of regulations, legislative 
history and related matenal concemmg FDA-regulated products 
Files are mamtamed by the ongmatmg office 

Supersedes 
NC 1-88-78-1 

X-6 

Fmal rules and related official rulemakmg documents are mamtamed m 
the D1v1s10n of Dockets Management and subject to its records schedules 

For workmg files mamtamed m other offices, see authonzed d1spos1t10n 
under a separate file senes, Workmg Files 

Disposition: TEMPORARY. 
Cutoff after final rule 1s published or after proposed or final rule 1s 



5 

5.1 

5.2 

withdrawn Delete/destroy 10 years after cutoff. 

Adverse Event/Experience and Product Defect Reports. 
Includes matenals on adverse expenences associated with the use of 
FDA-regulated products submitted by manufacturers, health care 
profess10nals or consumers Reports may be reqmred by statute or 
FDA regulations, or may be submitted voluntanly Reports may include 
postmarketing problems/events or consumer complaints such as product 
quality issues, public health issues, med1cat10n errors, or device 
malfunctions, and may be submitted to the agency through the FDA 
Safety Infom1at1on and Adverse Event Reporting Program (MedWatch), 
or under other adverse event reporting procedures 

Adverse Event Reports Management Files. 
Includes matenals relating to program plannmg and evaluation, copies 
of forms and forms management files, systems management, routine 
and statistical reports, techmcal and adm1mstrahve reports for program 
support, and other related records 

Disposition: TEMPORARY. Cutoff files at end of the fiscal 
yeav Destroy no later than 10 years after cutoff . __ ...,.. 

in whlcn~ \)JCl'ccxa\'cd ~ "°""" o~\£-k, ~id\eio- ,~ Qf'l'l 1..__,_. 

Adverse Event Reports or Forms. 
Mandatory adverse event reports, penod1c adverse expenence reports 
(monthly, quarterly, annual), and voluntary reports such as those 
submitted usmg FDA Form 3500, FDA Form 3500A, FDA Form 1639 
and V AERS-1 from health profess10nals, user facilities, manufacturers, 
or consumers Also mcluded are supporting documents such as lab tests, 
autopsy reports, product labeling, and other related records 

Records may be maintamed as image files, in other electromc fom1at or in 
paper Recordkeepmg format 1s determmed by each Center A umque 
control number 1s assigned to each report 

Duplicate copies made/printed to be filed in another subject file or to be used 
as reference may be destroyed/deleted when no longer needed for reference 
If copies are filed as part of another subject file, apply authonzed d1spos1t10n 
instructions for that file 

For d1spos1t10n of copies used for scanmng, see AERS Input Records 

Contains confidential mformahon apply FDA's Pubhc Infom1at10n 
regulations (21 CFR Part 20) and Protect10n of Pnvacy regulat10ns 
(21 CFR Part 21) 

Supersedes NCl-88-83-3, item K-14; NC 1-88-83-5, item D28; and 
Nl-88-96-3, Item B-16; NC 1-88-78-1, Item F-25. 

Disposition: TEMPORARY i (\ whic.h n~ciev~ 
Cutoff annually at end of the calendar year-' Destroy/delete 10 years after cutoff 
or when no longer needed for business 

New 



5.3 

5.3.1 

5.3.2 

Adverse Event Reporting Systems. 
These systems support postmarket surveillance activ1ties and contain the 
informat10n on patients, adverse events, product problems, suspect 
med1cat1ons, suspect medical devices, as well as reporter, manufacturer, 
and user fac1hty mfom1ahon Some selected data in another database 
onginating m ORA 1s directly entered without creating an input file The 
systems are used to identify increases in adverse events associated with 
the use of FDA-regulated products and changes in adverse events over 
time Commonly known as AERS, they are maintained in each FDA Center 
depending on the type of product. 
Includes the following systems or their successor systems, but not hm1ted to 
Vaccine Adverse Event Reporting Systems (V AERS CBER), 
Adverse Event Reporting System (AERS CDER), 
Manufacturer and User Facility Device Expenence (MAUDE CDRH), 
Medical Device Surveillance Network (MedSun CDRH), 
CFSAN Adverse Event Reporting System (CAERS) 

Contains confidential informat10n apply FDA's Pubhc Information 
regulat10ns (21 CFR Part 20) and Protection of Pnvacy regulations 
(21 CFR Pa1i 21) 

AERS Input Reeonls GRS 20. 
Includes copies of adverse event reportmg forms and consumer complamts Items 2a and 2b 
that are manually mput. medwal records, 1f any, notat10ns/analys1s dlfectly 
entered, and any add1t10nal mformat10n (See Item 5 2 for d1spositlon of 
recordkeepmg copies of Adverse Event Reportmg Forms/Reports) 
May mclude electromc records transmitted through a gateway application 

Disposition: TE1\'1PORARY 
Destroy/delete after all data elements have been mput mto AERS and venfied, 
and 1f copies are used for scannmg, after the venficatJon of quality control, or 
when no longer needed to support the reconstruct10n of, or serve as the back up 
to, the master file, whwhever IS later 

AERS Database Records. 
Includes data fields such as adverse event(s) or consumer complamt(s), 
suspected drug, name of injured person, name of complamant, reporter, 
report date, fac1hty and related data 
Contains confidential mfom1ahon apply FDA's Public Infom1ation 
regulations (21 CFR Part 20) and Protect10n of Pnvacy regulations 
(21 CFR Part 21) 

Disposition: TEMPORARY. 
Cutoff annually at end of the calendar year after case 1s closed Delete 
30 years after cutoff or when no longer needed for trend analysis or 
reference purposes, whichever 1s the latest 
If data are migrated mto a new system or replaced by a successor 
system, delete/destroy after the venficat10n of successful data m1grat1on 

Supersedes 
NC 1-88-83-5 

Item D-36 

5.3.3 Extracts of the Adverse Event Data for Public Access: Output Records. 



5.3.4 

5.3.5 

6 

6.1 

Reports from extracted adverse event data penod1cally generated to share 
mformatlon with the public or with orgamzat1ons such as NTIS for pubhc 
d1stnbut10n 

Disposition: TEMPORARY Cutoff annually at end of the calendar 
y~aryDelete/destroy 10 years after cutoff ~ Of~ !'t: Ro 
, n v-,~tc.n ~ we,yc. ~-\cd ~ \lio.. ~~~ ctos:« ct ut,D/o't.. 'it1t.. 

Other AERS Outaut Reaorts. GRS 20 
Includes Daily Reports generated for FDA mtemal use, such as reports Items 4, 5, 6, 7, 12, I l,, 
generated for safety evaluators, ad hoc reports generated on request, other 
database reports or extracts and form letters for FDA use 

Disaosition: TEMPORARY 
Delete '>vhen the agency detem1mes that they are no longer needed for 
admm1strahve, legal, audit, or other operat10nal purposes 

AERS Svstem Doeumentation 
Includes s,•stems operat10ns manuals, user manuals, record layouts and other 
systems related matenals 

Disaosition: TEMPORA,RY 
Destroy/delete upon authorized deletion of the related electromc records or 
upon the destruot10n of the output of the system 1f the output 1s needed to 
protect legal nghts, ·.vh1chever 1s later 

Establishment Registration and Product Listing Program. 
Per Sect10n 510 of the Federal Food, Drug, and Cosmetic Act, most 
domestic and foreign firms engaged m the manufacture, preparation, 
propagation, compoundmg, processmg, or assemblmg of regulated 
products that enter mterstate commerce are reqmred to register the1r 
establishments m1tially and annually. In most cases, they are also reqmred 
to provide listmgs of their products when they m1tially register and report 
any new products, certam changes to hsted products, and d1scontmued 
products penod1cally or at the time the changes occur 

Registration and Listing Files. 
Includes FDA registration and hstmg fom1s or reports for both m1tial 
and amended registrations sent d1rectly from an establishment for its 
annual reg1strahon, all applicable correspondence, annual reg1strat1on 
reports and supportmg documents 
Reg1strat10n and hstmg packages may mclude mformat1on on the 
establishment or fac1hty, contact person, the U S agent for foreign 
establishments, certification statement, cancellation reports, products, 
product label mg, process mformat1on, packagmg and other related 
mformat10n May be used for field mspect10ns, shortages, recalls, 
import venficat10n and control and other postmarket regulatory actions 

Records may be mamtamed as imaged files, m other electronic fommt 
or m paper Recordkeepmg format 1s determmed by Center 

GRS20 
Item lla(l) 



6.2 

6.2.1 

6.2.2 

6.2.3 

Supersedes NC 1-88-83-3: Items, D-24, K-25, K-29; NC 1-88-83-5, D-23. 

Disposition: TEMPORARY 
Cutoff after establishment goes out of busmess, or product 1s withdrawn 
or no longer marketed Delete/destroy 10 years after cutoff 

Registration and Listing Systems. 
Supp01is premarket, postmarket and compliance achv1tJes by prov1dmg 
mformation about establishments and thelf regulated products 
Registration and L1stmg data 1s a pnmary paii of FDA Centers' corporate 
management mfomrnhon systems, and the basis of most Centers' database 
apphcahons that requlfe establishment name, address, or product mformat1on 

Includes the followmg systems and the1r successor systems, but not limited to 
Drug Registration and L1stmg System (DRLS CDER), 
Registration and Device L1stmg System (RDLS CDRH), 
Food Facility Registration Module (FFRM CFSAN), 
Low Acid/ Ac1d1fied Canned Foods Registration System (LACF CFSAN), 
Voluntary Cosmetic Registration Program System (VCRP CSFAN) 

Ieput Reeords GRS 20 
Ineludes FDA registration and hshng forms submitted eleetromeally or Item 2a and 2b 
on paper by estabhshments to FDA Centers, U.S agent letters, eorrespondenee 
and related matenals (see 6 1 for d1spos1t10n ofreeordkeepmg eopy of registration 
and hstmg fom1s) Also meludes eleetrome reeords transmitted via a gateway 
appheahon referred to as FDA Umfied Registration and L1stmg System (FURLS) 

Dispositioe: TEMPORJ-,.RY. 
Destroy after the mformatlon has been eonverted to an eleetrome medmm and 
venfied, or when no longer needed to support the reeonstruetion of, or serve 
as the baek up to, the master file, whwhever 1s later 

Database Records 
Includes data fields such as establishment name and address, production 
site mf01mahon, type of ownership or establishment, reg1strat10n number, 
reason for update, date of updated annual registration report, subm1tter's 
data and other film related mformahon Product hstmgs may mclude 
mformation such as product propnetary name, common name, firm 
name and address, product classification number, reason for subm1ss10n, 
product type, estabhshment identifier, and other related mformatJon 

Disposition: TEMPORARY 
Cutoff after establishment goes out of busmess or product 1s not commercially 
marketed Delete/destroy 10 years after cutoff or when no longer needed for 
legal, research, h1stoncal or reference purposes, whichever 1s the latest 
If data are migrated mto a new system or replaced by a successor system, 
delete/destroy after the venficahon of successful data m1grat1on 

Reports: Output Reeords. 

Supersedes 
NCl-88-79-2, 

Item F-69 

GRS20 
Ineludes ad hoe reports generated for reference use and routme reports 
produeed at an appheation level that are used for reports sueh as annual 

Items 4, 5, 6, 7, 12i 



624 

625 

626 

registration reports 

For e>,tracted data automatically loaded mto other SJ'Stems, apply 
d1spos1t10n authonzed for appropnate correspondmg systems 

Disposition: TEMPORARY. 
Delete ·.vhen the agency determmes that they are no longer needed for 
admm1strative, legal, a1:1d1t, or other operational purposes 

Monthly Registration and L1stmg Web Reports Output Records 
Releasable registration and hstmg mfom1atton under the Freedom of 
Information Act posted monthly on the web for pubhc access 

Disposition: TEMPORARY 
Delete/destroy when no longer needed for pubhc access 

Not1ficattons, Confirmations, Venficattons Output Records 
Letters of nottficat10ns, confirmations and venficat10n regardmg 
status and issues relating to fac1hty reg1strat10n subm1ss10ns 

Disposition: TEMPORARY 
Delete/destroy when no longer needed for adm1111strattve or 
reference purposes 

Systems Documentation. 
Includes systems operations manuals, user manuals, data dictionary, 
requirements doc1:1ments and other systems related matenals 

Disposition: TEMPORARY. 
Destroy/delete upon authonzed deletion of the related electromc records or 
upon the destruct10n of the output of the SJ'Stem 1f the output 1s needed to 
protect legal nghts, whichever lS later 

GRS20 
Item lla(l) 




