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1 FROM (Agency or establishment) NOTIFICATION TO AGENCY 
Department of Health and Human Services 

In accordance with the prov1s10ns of 44 
2 MAJOR SUBDIVISION U S C 3303a the d1spos1t10n request, 

Food and Drug Admm1strat1on (FDA) mcludmg amendments, 1s approved except 
for nems that may be marked "d1spos1t1on not 

3 MINOR SUBDIVISION approved" or "withdrawn" m column IO 
Center for Food Safety and Applied Nutrition (CFSAN) 

4 NAME OF PERSON WITH WHOM TO CONFER 5 TELEPHONE DATE 
~~~ITEDSTATES 

Seung Ja Sinatra (301 p aU.4~~ 61 
c~fD 

6 AGENCY CERTIFICATION 
I hereby certify that I am authorized to act for this agency m matters pertammg to the disposition of its records and that the 
records proposed for disposal on the attached _!Q_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 Guidance of Federal Agencies, 

7 
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NO 

115-109 
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TIJLE . 
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or other media m which records may exist. 

CFSAN Program Records. Group 1 (see attached) 

Ann Wion - FDA Deputy Chief Counsel 

2/11),.1_ 
~ 

I 
Date 

9 GAS OR 
SUPERSEDED 
JOB CITATION 

10 ACTION 
TAKEN(NARA 

USE ONLY) 

NSN 7540-00-634-4604 STANDARD FORM 115 (REV 3-91) (CDC Adobe Acrobat 5 0 Electronic Version, 8/2001) 
PREVIOUS EDITION NOT USABLE Prescribed by NARA 

36 CFR 1228 
Created by Electroruc Document Services/1.JSDHHS (301} 443-2454 

EF 



CFSAN Program Records (Group 1) 

File Code Prefix = CFSAN 

Item 
No. 

1 

1.1 

14.-i 

File Records Description and Authorized Disposition 
Code 

Premarketing Submissions for Food Products. 

Temporary Marketing Permits. 
Includes applications for perrmts, as specified m 21 CFR 130 17, to 
market foods deviatmg from defimtlons and standards of identity m 
21 CFR Parts 131-169, supportmg documentation such as 
mformatlon on processmg and components of food products, copies 
of permits, correspondence, and copies of citizen petitions, as well 
as related matenals Covers records from 1939 to present Certam 
records contam trade secret and confidential commercial 
mformatlon that may not be publicly released, disclosure 1s subject 
to the Freedom of Information Act, the Trade Secrets Act, the 
Pnvacy Act, and restnct1ons mother statutes and FDA's 
1mplementmg regulations. 

Pubhc versions of the documents mamtamed by Dockets are subject 
to Dockets records control schedules. 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year after exp1rat1on of permit, 
extensions, or change of standard of identity. Delete/destroy when 
no longer needed for operational purposes, or 20 years after cutoff, 
whichever 1s later. 

Program Subjeet Files. 
Ineludes m1ss1on onented spee1fie subjeet files sueh as studies and 
reports of short term or long range s:1gmfieanee or vnth h1stoneal 
values 

Substantive Program Subjeet Files 
lneludes matenals with mherent evidential and mformattonal values 
vital for the pnmary use m developmg an ageney hwtory. These 
reeords furnish the researeher with the ms1ght, plannmg, 
orgam2:at10nal strueture, funehons, and overall ageney dIFeetlon 
Supersedes m part NC 1 gg 78 1, Item la. 

Disposition: PERM,~l\TENT. Cutoff at end of the ealendar year 
after the final aehon or 1.Yhen no longer needed to eonduet eurrent 
operations Transfer paper reeords to FRC after eutoff Transfer 
reeords to NARA 20 years after eutoff. 

Non Substantive Program Subjeet Files. 
Covers files relating to FDA m1ss1on subjeet areas v11th hm1ted 
value Ineludes eorrespondenee, reports with short term value, 

NARA Approved 
Citation 

Supersedes 
NCl-88-78-1 
F12 & F13 

Approved in 
Nl-088-07-2 

Supersedes 
in part 
NCl-88-78-1, 
item la 

Item previously 
approved under 
Nl-088-07-2, 
item 3.1.1 

Supersedes 
in part 
NCl-88-84-3, 



1.3 

1-.M 

unfimshed reports that may be used for future studies, eurrent 
issues, and other mformahonal matenals and non substantial 
program reeords. 

Ineludes the followmg CFSAN reeords, but not hm1ted to. 
Food Additl'+'e Extension (FAX, FAY, FAZ) 
GR.A.£ Review Monographs (GRM) 
Preeedent Reeords 
Published and Unpublished Studies 
Opm1on Letter Files (OLF) 
Subjeet Referenee Files (SBJ) 

Disposition: TEMPORARY. Destroy/delete when 30 years old or 
·.vhen no longer needed for ageney busmess after retrospeetl'+'e 
review, wh1ehever 1s later. 

Food Applications Regulatory Management System (FARM). 
FARM 1s an electromc mformation management system designed to 
support electromc processmg, assignment, notification, review, 
mamtenance and reportmg for food mgred1ents subm1ss10ns. It 
provides analytical and search tools to manage food and color 
additive petitions, notifications, consultations, product master hsts, 
New Dietary Ingredient (NDI) notices, as well as other Office of 
Nutrition Labelmg and Dietary Supplement documents It also 
provides analytical and search tools to manage Food Allergen 
Labelmg & Consumer Protection Act (F ALCPA) petitions to 
support safety reviews, evaluations and dec1s10ns. It supports 
electromc subm1ss10ns, FOi requests and commumcatlons 
d1sclosmg mformat1on to mdustry and consumers. Certam records 
contam trade secret and confidential commercial mformatlon that 
may not be publicly released, disclosure 1s subJect to the Freedom 
of Informat10n Act, the Trade Secrets Act, the Pnvacy Act, and 
restnchons m other statutes and FDA's 1mplementmg regulations. 

FARl\4: Input Reeerds. 
Ineludes data from mdustry subm1ss1ons of: premarket 
eonsultat10ns, petlt10ns, and nohfieat10ns; Threshold of Regulat10n 
(TOR) letters, and preeedent files '.'nth substantial h1stoneal v=alue, 
as well as other related reeords sueh as FOI requests and general 
eorrespondenee from mdustry and others. lneludes data from both 
eleetrome submissions d1reetly entered mto the system and paper 
subm1eys10ns seanned mto the system. 

For preeedent files, apply disposition authom:ed for that senes. 

Disposition: TEMPORARY. 
Destroy after the mformat10n has been eonverted to an eleetrome 
medium and venfied, ,.,,,hen no longer needed for legal or audit 
purposes. 

Item 3; 
NCl-88-78-1, 
Items F53a, F53b, 
F53c, F53d, F55 

Item previously 
approved under 
Nl-088-07-2, 
item 3.1.2 

GRS 20, 
Item 2a4 

2 



1.3.2 FARM: Data Files. 
Includes records electronically created or transmitted, images and 
related data fields taken from the followmg records, but not hm1ted 
to. 

New Protein Consultations (NPC): 
Includes records submitted by developers of new protems mtended 
for food use. Records provide mformat1on regardmg the potential 
tox1c1ty or allergemc1ty of the protems, as well as related records. 

Premarket Notification Consultations (PNC): 
Includes matenals generated dunng mteract1ons between CFSAN 
and mdustry pnor to or related to subm1ss1on of a Food Contact 
Not1ficatlon (FCN), as well as related records. 

Food Additive Petitions (F AP): 
Includes formal requests for food additive regulations received 
from producers under 21 CFR Part 171 to permit mclus1on of 
add1t1ves m food products Petition mcludes name of additive, 
chemical identity of additive, compos1t10n of add1t1ve, statement of 
proposed use, labelmg, data on effects of additive, additive 
detection analytical methodology and add1t1ve safety mvestigation 
reports. Also mcludes all mtemal documentation supportmg 
regulation, reJect1on, or demal of petition, as well as related 
records. 

Color Additive and Diluent Petitions: 
Includes formal requests for color add1t1ve or diluent regulations 
received from producers under 21 CFR Part 71 to permit mclus10n 
of color additives or d1luents m foods, drugs, devices, or cosmetics 
Petition mcludes name of additive, chemical 1dent1ty of add1t1ve, 
compos1t1on of additive, statement of proposed use, labelmg, data 
on effects of add1t1ve, additive detect10n analytical methodology 
and additive safety mvestigation reports. Also mcludes all mtemal 
documentation supportmg regulat10n, reJectlon, or demal of 
petlt10n, as well as related records. 

GRAS Petitions (GRP): 
Includes formal requests from producers for affirmation that 
particular substances are Generally Recogmzed as Safe (GRAS) for 
use m food under 21 CFR 170.35. Also contams notification of 
FDA approval or demal, as well as supportmg documentation. 

GRAS Notifications (GRN): 
Includes requests for GRAS exemptions from producers, as well as 
related records. 

Supersedes 
NCl-88-84-3 
Items 1, 2, 5, 6, 7, 
and8 
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Food Contact Notifications (FCN): 
In October 1999, notifications replaced food additive pet1t1ons as 
formal premarket requests for the use of food contact substances 
such as packaging matenal. Not1ficat10ns become effective 120 
days after FDA receipt of FCN unless FDA obJects to FCN. 
Records include notificat10ns and FDA responses, as well as other 
related records. 

Biotechnology Notification Files (BNF): 
Includes matenals collected in consultation with industry to 
identify and discuss relevant safety, nutntional or other regulatory 
issues regarding genetically modified foods. Also includes 
summanes of sc1ent1fic and regulatory assessments of b10-
engineered food, as well as agency responses to requests 

Threshold of Regulation Letter (TOR): 
Includes requests submitted by industry in accordance with 21 CFR 
170.39 for exempt10n from food add1t1ve regulations. 

Food Additive Master File (FMF): 
Includes supporting matenals from producers of food additives 
which may contain one or more additives Includes safety and 
efficacy test results, protocols, and correspondence among 
producers, third parties, and FDA. May mclude advisory opm1ons, 
data reports, and evaluat10n results. 

Color Additive and Diluent Master File (CMF): 
Includes supporting materials from producers of color add1t1ves and 
d1luents, which may contam one or more color add1t1ves or 
diluents. Includes safety and efficacy test results, protocols, and 
correspondence among producers, third parties, and FDA 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year after final action 1s completed 
or product 1s withdrawn from the market, whichever 1s later. 
Delete/destroy when no longer needed for busmess or regulatory 
purposes, or 30 years after cutoff, whichever 1s latest. 

FARM: Outputs. 
Ineludes penod1e and ad hoe reports generated to support safety 
dee1s1ons and manage assignments 

For data e~(traeted to be loaded mto FOIA or other systems, 
apply d1spos1t10n authonzed under the appropnate reeords senes 

Disposition: TEMPORARY. 
Delete/destroy ·.vhen no longer needed for adm1mstratlve or 
referenee purposes, ,vh1ehever 1s later 

GRS 20, item 16 

4 



1-.J.6 

1.4 

1.4.1 

1.4.2 

~ 

System Daeumentatiae. 
Includes system operation and user manuals, as 1.Yell as other 
system related matenals 

Dispasitian: TEMPORARY. 
Delete/destroy when superseded or obsolete, or upon authon2ied 
deletion of the system, 1.Yh1che1,'er 1s latest. 

GRS20, 
Item llal 

Backups. GRS 20 
F1les backed up penod1cally to be reta1ned 1n case the master file 1s Item Sb 
damaged or madvertently erased 

Dispasitian: TEMPORARY. 
Delete/destroy when the 1dent1cal records have been 
deleted/destroyed or replaeed by a subsequent backup file. 

Priority-based Assessment of Food Additive (PAF A). 
P AF A 1s a database that mamtams mformat1on on the 
admm1strative, chemical, and tox1colog1cal effects of Generally 
Recogmzed as Safe (GRAS) mgred1ents, as well as food and color 
add1t1ves approved by FDA. 

Food Additive Safety Profiles 
Includes adm1mstrative, chemical and toxicological documentation 
from surveys, reports and literature on GRAS mgred1ents, regulated 
food additives and color additives used m foods. Certam 
mformat10n from these files is used to populate the P AF A database. 

Disposition: TEMPORARY 
Delete/destroy when no longer needed for admm1strative or 
reference purposes, whichever is later. Records may not be 
destroyed before 3 years of age. 

PAFA: Data files. 
Includes PAPA document type (e.g., ASP, IDR, EAF etc,) PAPA 
document number, Substance name, Chemical Abstract Service 
Registry Number (CAS RN)or other umque 1dentifymg number, as 
well as other related admm1strative, chemistry and toxicology data 
supportmg the safety of food mgredients. Information is gathered 
on chemicals m the database from surveys, reports, and literature 
This mformation forms a data-type called the Food Additive Safety 
Profile (ASP) record. 

Disposition: PERMANENT 
Transfer a snapshot of the data to the National Archives at the end 
of each calendar year. 

PA.FA: Outputs Periadie Reparts ,it-.. vailable an the Internet 
Includes data extraets aeeess1ble on the mtemet. The "Everythmg 
Added to Food m the Un1ted States" (EAFUS) report hsts food and 

New 

5 
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l-.4-.-S 

-l--.4-.9 

1.5 

1.6 

1.6.1 

eolor add1t1ve, GRAS and pnor sanettoned substanees used m food. 
The "lndireet Additives" report hsts food eontaet substanees used 
m food paekagmg and eqmpment. 

Disposition: Dispose of 1ft aeeordaH:ee to the d1spos1t1on sehedule 
for the Web CoH:tent MaH:agemeflt System 

PAFA: Outputs 
Ad hoe reports generated to support safety dee1s10ns. 

Disposition: TEMPOR,+,.RY. 
Delete/destroy when flO longer H:eeded for admmwtrahve or 
referenee purposes, •.vh1ehe¥er 1s later 

System Documentation. 
Ineludes system operat10H:s and user manuals, as well as other 
system related matenals. 

Disposition: TEMPORARY. 
Delete/destroy •Nhen superseded or obsolete, or UiJOn authom:ed 
deletion of the S)'Stem, v,rh1ehever 1s latest. 

GRS 20, 
Items 12 and 16 

GRS20 
Item llal 

Baekups. GRS 20 
Files baeked up penod1eally to be retamed m ease the master file 1s Item Sb 
damaged or mad•;ertently erased 

Disposition: TE1'4POR,<\RY. 
Delete/destroy whefl the 1dentwal reeords have been 
deleted/destroyed or replaeed by a subsequent baekup file 

Import Milk Act File. 
Includes reports submitted by foreign governments, such as 
Report on Tuberculm Tests of Cattle (FDA Form 1994), Report of 
Physical Exammat10n of Cows (FDA Form 1995), Dairy Farm 
Samtation Report (FDA Form 1996), and Score Card for Samtary 
Inspection of Milk Plants (FDA Form 1997); milk import permits; 
and milk import reviews, as well as related correspondence, as 
reqmred by the Federal Import Milk Act. 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year after expiration of milk 
import permit. Delete/destroy 30 years after cutoff 

Infant Formula Files. 

Infant Formula Company and Subiect Files. 
Includes correspondence concernmg mfant formula, mformational 
matenals about or submitted by mfant formula compames, pre­
notification mformation (other than notifications themselves), and 
notes on FDA reviews and/or actions, as well as related records 
Also mcludes foreign government pohcies/regulat10ns, gmdelmes, 

Supersedes 
NCl-88-78-1 
F-14 

New 
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1.6.2 

1.6.2.1 

1.6.2.2 

1.6.3 

1.6.3.1 

expert group opm1ons, results of analytical studies on mfant 
formula, s1gmficant scientific information on current issues, records 
of opinions/statements made by the Infant Formula Team, and 
mcommg and outgomg correspondence on issues not related to 
not1ficat1ons, as well as other related matenals. 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year after company goes out of 
busmess. Delete/destroy after 50 years, or when no longer needed 
for busmess or regulatory purposes, whichever 1s latest. 

Premarket Notifications. 
Includes ongmal and review copies of notifications submitted to 
FDA under the Infant Formula Act by mfant formula 
manufacturers. Also mcludes supplemental subm1ss1ons, chmcal 
tnal data, labels, processing/stab1hty data, FDA review comments, 
FDA final dec1s10n documents, and correspondence, as well as 
related records Covers records from the late 1970s to present. 
Certam records contain trade secret and confidential commercial 
mformat1on that may not be pubhcly released, disclosure 1s subject 
to the Freedom of Information Act, the Trade Secrets Act, the 
Pnvacy Act, and restrictions mother statutes and FDA's 
1mplementmg regulat10ns. 

Original record copies. 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year when related mfant formula 
brand 1s no longer produced. Delete/destroy 50 years after cutoff, or 
when no longer needed for legal, research or regulatory purposes, 
whichever 1s latest 

Review Copies. 

Disposition: TEMPORARY. 
Delete/destroy after final action on notification. 

Infant Formula Tracking System. 
Tracks not1fication review act1V1tles and actions by vanous data 
fields. 

Infant Formula Tracking System: Data Files. 
Includes mfant formula name, mfant formula number, date of 
subm1ss10n, due date, final memo, mgred1ents, formula type, and 
review comments, as well as other related data and supporting 
information. Data taken from data entry forms and notificat1ons, as 
well as from mformat10n d1rectly entered mto the trackmg database. 
Certain records contain trade secret and confidential commercial 
information that may not be publicly released, disclosure 1s subject 
to the Freedom of Information Act, the Trade Secrets Act, the 
Pnvacy Act, and restnct1ons m other statutes and FDA's 

7 
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2 

implementing regulat10ns. 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year after related formula brand is 
no longer produced. Delete/destroy when no longer needed for 
business or regulatory purposes, or 50 years after cutoff, whichever 
is latest. 

Infant Formula Traclcing System: Outputs. 
Ineludes reports generated 1n response to ad hoe tJ:Uenes by FDA 
persomlel. Reports melude mformahon extraeted from the traelang 
database by one or more data fields Certam reeords eontam trade 
seeret and eonfidenhal eommere1al mformatton that may not be 
pubhely released; dwelosure ts subjeet to the Freedom of 
Information Aet, the Trade Seerets Aet, the Pnvaey Aet, and 
restnet10ns m other statutes and FDA's 1mplementmg regulations 

For output reeords filed as part of other reeord senes, apply 
d1spos1t10n authon2,ed for that senes. 

Disposition: TEMPORARY. 
Delete/destroy v,rhen no longer needed for admm1strahve or 
referenee purposes, 1+Yhrnhev:er ts later. 

System Documentation. 
Ineludes system operat10ns and user manuals, as well as other 
system related matenals. 

Disposition: TEMPORARY. 
Delete/destroy when superseded or obsolete, or upon authon2,ed 
deletion of the system, wh1ehever ts latest. 

GRS 20, 
Items 16 

GRS20 
Item llal 

Backups. GRS 20 
Files basked up penod1eally to be retamed m ease the master file 1s Item Sb 
damaged or madvertently erased. 

Disposition: TEMPORf.RY. 
Delete/destroy 1+Yhen the 1dentwal reeords ha·,,e been 
deleted/destroyed or replaeed by a subsequent baekup file. 

Seafood Hazard Analysis and Critical Control Point {HACCP) 
System. Includes data and reports that support post market food 
safety through inspection, analysis and control of biological, 
chemical and physical hazards from production to product 
consumption, as required by 21 CFR Part 123 or FDA gmdance 
documents. Certam records contam trade secret and confidential 
commercial mformat10n that may not be publicly released; 
disclosure 1s subJect to the Freedom of Information Act, the Trade 
Secrets Act, the Pnvacy Act, and restrictions m other statutes and 
FDA's implementing regulations. 

8 



2.2 

2.3 

Seafeod HACCP: Input Reeords. 
Includes sur.'ey forms such as the Seafood HACCP Report (FDA 
Form 3501) and the Imported Seafood HACCP Report (FDA Form 
3502) transmitted as imaged records via fax or eleetromeally 
entered Also meludes data extracted from the Field 
Aeeomphshment Comphanee Traelung System (F,.'\CTS) or its 
sueeessor system mamtamed by ORA. 

Disposition: TEMPORARY. 
Delete,Ldestroy when no longer needed for admmwtrative or 
regulatory purposes, wluehever 1s later. 

Seafood HACCP: Data Files. 
Includes FDA establishment identifier number (FEI), firm name, 
firm address, mspector's name, date of mspection, date of 
subm1ss10n, and State agency code, as well as other related data and 
supportmg mformation from survey forms. 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year m which submitted. 
Delete/destroy when no longer needed for busmess or regulatory 
purposes, or 20 years after cutoff, whichever 1s latest. 

HACCP: Outputs-Biennial Domestic Seafood Reports 
Includes B1enmal Domestic Seafood Reports updated every 2 years 
and posted on the FDA website. Also mcludes background 
mformation used to produce b1enmal reports. 

Disposition: TEMPORARY. 
Cutoff at the end of the calendar year when superseded. 
Delete/destroy 3 years after cutoff or when no longer needed for 
admm1stratlve or reference purposes, whichever 1s later. 

HACCP: Outputs 
Ad hoe reports generated as needed. 

Disposition: TEMPORARY. 
Delete,Ldestroy when no longer needed for adm1mstrat1ve or 
reference purposes, \vhrnhever 1s later. 

Svstem Doeumentation. 
Includes system operations and user manuals, as well as other 
system related matenals. 

Disposition: TEMPORARY. 
Delete,Ldestroy when superseded or obsolete, or upon authom:ed 
deletion of the system, whrnhever 1s latest. 

GRS 20, item 2a4, 
2b or 2c 

GRS 20, 
Item 12 or 16 

GRS20 
Item llal 

Baekups. GRS 20 
Files backed up penodrnally to be retamed m ease the master file 1s Item Sb 
damaged or madvertently erased 

9 



Disposition: TEMPORARY. 
Delete/destroy when the identloal reoords have aeen 
deleted/destroyed or replaoed ay a suasequent aaokup file. 

E mail and Word Proeessing System Copies. 
lnoludes eleotromo oopies of reoords oreated on eleotromo 
mail and word prooessmg s~·stems and used solely to generate a 
reoordkeepmg oopy of reoords oovered ay other items m this 
sohedule. Also moludes eleotromo oopies of reoords oreated on 
eleotromo mail and vt'Ord prooessmg systems and mamtamed for 
u-pdatmg, revis10n, or dwsemmatlon 

New 

GRS 20, Copies that ha,·e no further administrath'e value after ereation 
of the reeordkeeping eow1. Items 13 and 14 
lnoludes oopies mamtamed ay mdividuals m personal files, 
personal eleotromo mail d1Feotones, and other personal d1Feotones 
v,hen used only to produoe reoord keepmg oopies. 

Disposition: TEMPORARY. 
Delete/destroy 180 days after the reoordkeepmg oopy has aeen 
produoed or when it has no further arohival Yalue, ·.vhiohever is 
later-

Copies maintained in addition to reeordkeeping eopies and used Non-record 
for dissemination, revision, or updating. 

Disposition: TEMPORARY. 
Delete/destroy '+Vhen d1ssemmat10n, revis10n, or updatmg 1s 
oompleted. 
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