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CFSAN Program Records (Group 1) 

File Code Prefix	 = CFSAN 

Item File Records Description and Authorized Disposition 
No. Code 

1	 Premarketing Submissions for Food Products. 

1.1	 Temporary Marketing Permits. 
Includes apphcations for permits, as specified In 21 CFR 130 17, to 
market foods deviating from definitions and standards of identity In 

21 CFR Parts 131-169, supporting documentation such as 
information on processing 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 Certain 
records contam trade secret and confidential commercial 
information that may not be pubhcly released, disclosure IS subject 
to the Freedom of Information Act, the Trade Secrets Act, the 
Pnvacy Act, and restnctions In other statutes and FDA's 
implementing 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 expiration of permit,
 
extensions, or change of standard of identity. Delete/destroy when
 
no longer needed for operational purposes, or 20 years after cutoff,
 
whichever IS later.
 

Program Subjeet Files.
 
IHeludes mission onented speelfie subjeet files sueh as studies and
 
reports of short term or long range slgAlfieanee or vllth hlstoneal
 
values
 

Substantive Program Subjeet Files
 
IHeludes matenals With lRHerent eVidential and mformatIonal values
 
Vital for the pnmary use m developmg an ageney hIstory. These
 
reeords furnIsh the researeher WIth the mSlght, plannmg,
 
orgamzatlOnal strueture, funetlons, and overall ageney dlreetlOn
 
Supersedes m part NC 1 gg 78 1, Item la.
 

Disposition: PER1\fA ..... Cutoff at end of the ealendar year
 ~NT. 
after the final aetlOn or ,....hen 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 mISSIOnsubjeet areas vilth lImited
 
value IHeludes eorrespondenee, reports WIth short term value,
 

NARA Approved 
Citation 

Supersedes 
NCI-88-78-1 
F12 & F13 

Approved in 
NI-088-07-2 

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

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

Supersedes 
in part 
NCI-88-84-3, 



1.3 

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

Ineludes the followmg CFSAN reeords, but not lImIted to.
 
Food Additive ExtensIOn (FAX, FAY, FAZ)
 
GRA,S RevIew Monographs (GRM)
 
Preeedent Reeords
 
Published and Unpublished Studies
 
OpmlOn Letter FIles (OLF)
 
Subjeet Referenee F!les (SBJ)
 

Disposition: TEMPORARY. Destroy/delete when 30 years old or
 
'Nhen no longer needed for ageney busmess after retrospeetIve
 
reVIew, whlehever ISlater.
 

Food Applications Regulatory Management System (FARM),
 
FARM ISan electronic information management system designed to
 
support electromc processmg, assignment, notification, review,
 
mamtenance and reportmg for food ingredients submissions. It
 
provides analytical and search tools to manage food and color
 
additive petitions, notificanons, consultations, product master hsts,
 
New DIetary Ingredient (NDI) notices, as well as other Office of
 
Nutntion Labelmg and DIetary Supplement documents It also
 
provides analytical and search tools to manage Food Allergen
 
Labelmg & Consumer Protection Act (FALCP A) pennons to
 
support safety reviews, evaluations and decisions. It supports
 
electronic submissions, FOI requests and communications
 
disclosing information to mdustry and consumers. Certam records
 
contam trade secret and confidential commercial information that
 
may not be pubhcly released, disclosure IS subject to the Freedom
 
of Information Act, the Trade Secrets Act, the Pnvacy Act, and
 
restnctions 10 other statutes and FDA's implementing regulations,
 

FARM: Input Reeords.
 
Ineludes data from mdustry submISSIons of: premarket
 
eonsultatlOns, petitIOns, and nohfieatlOns; Threshold of RegulatIOn
 
(TOR) letters, and preeedent files 'Nlth substantIal hlstoneal value,
 
as well as other related reeords sueh as FOI requests and general
 
eorrespondenee from mdustry and others. Ineludes data from both
 
eleetrome submISSIons dlreetly entered mto the system and paper
 
subml~slOns seanned mto the system.
 

For preeedent files, apply dispOSItion authonzed for that senes.
 

Disposition: TEMPORARY.
 
Destroy after the mformatlOn has been eonverted to an eleetrome
 
medIUm and venfied, 'Nhen no longer needed for legal or audIt
 
purposes.
 

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

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

GRS 20,
 
Item 2a4
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1.3.2	 FARM: Data Files. 
Includes records electromcally created or transmitted, Images and 
related data fields taken from the followmg records, but not hrmted 
to. 

New Protein Consultations (NPC):
 
Includes records submitted by developers of new proteins Intended
 
for food use. Records provide information regarding the potential
 
tOXICItyor allergemcity of the proteins, as well as related records.
 

Pre market Notification Consultations (PNC):
 
Includes matenals generated dunng mteractions between CFSAN
 
and Industry pnor to or related to subrmssion of a Food Contact
 
Notification (FCN), as well as related records.
 

Food Additive Petitions (FAP):
 
Includes formal requests for food additive regulations received
 
from producers under 21 CFR Part 171 to perrrut InclUSIOnof
 
additives In food products Petition Includes name of additive,
 
cherrucal identity of additive, composmon of additive, statement of
 
proposed use, labelmg, data on effects of additive, additive
 
detection analytical methodology and additive safety mvestigation
 
reports. Also Includes all Internal documentation supportmg
 
regulation, rejection, or demal of pennon, as well as related
 
records.
 

Color Additive and Diluent Petitions:
 
Includes formal requests for color additrve or diluent regulations
 
received from producers under 21 CFR Part 71 to permit InClUSIOn
 
of color additives or diluents In foods, drugs, devices, or cosmetics
 
Petition mcludes name of additrve, chermcal identity of additrve,
 
composition of additive, statement of proposed use, labelmg, data
 
on effects of additive, additrve detection analytical methodology
 
and additive safety investigation reports. Also Includes all Internal
 
documentation supportmg regulation, rejection, or demal of
 
pennon, as well as related records.
 

GRAS Petitions (GRP):
 
Includes formal requests from producers for affirmation that
 
particular substances are Generally Recognized as Safe (GRAS) for
 
use In food under 21 CFR 170.35. Also contains nonficanon 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 
NCI-88-84-3 
Items 1,2,5,6,7, 
and 8 
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Food Contact Notifications (FCN): 
In October 1999, notifications replaced food additive petiuons as 
formal premarket requests for the use of food contact substances 
such as packagmg matenal. Notifications become effective 120 
days after FDA receipt ofFCN unless FDA objects to FCN. 
Records mclude notifications and FDA responses, as well as other 
related records. 

Biotechnology Notification Files (BNF): 
Includes matenals collected m consultation with mdustry to 
identify and dISCUSSrelevant safety, nutntional or other regulatory 
Issues regardmg genetically modified foods. Also mcludes 
summanes of scientific and regulatory assessments of bio-
engmeered food, as well as agency responses to requests 

Threshold of Regulation Letter (TOR): 
Includes requests subrrutted by mdustry m accordance with 21 CFR 
170.39 for exemption from food additive regulations. 

Food Additive Master File (FMF): 
Includes supportmg matenals from producers of food additives 
which may contam one or more additives Includes safety and 
efficacy test results, protocols, and correspondence among 
producers, tlurd parties, and FDA. May mclude advisory opmions, 
data reports, and evaluation results. 

Color Additive and Diluent Master File (CMF): 
Includes supportmg matenals from producers of color additives and 
diluents, which may contam one or more color additrves or 
diluents, Includes safety and efficacy test results, protocols, and 
correspondence among producers, third partres, and FDA 

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

FARM:: Outputs. 
lneludes penodle and ad hoe reports generated to support safety 
deelslons and manage assIgnments 

For data eJ(traeted to be loaded mto FOIA or other systems, 
apply dISpositIOn authonned under the appropnate reeords senes 

Disposition: TEMPORARY. 
Delete/destroy v/hen no longer needed for admmistrative or 
referenee purposes, whlehever IS later 

GRS 20, item 16 
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System Doeumentation. GRS20, 
Ineludes system operation and user manuals, as >Nellas other Item llal 
system related matenals 

Disposition: TEl:\iPORARY. 
Delete/destroy when superseded or obsolete, or upon authon'i3ed 
deletion of the system, ..-,<,hlehe'o'eris latest. 

Baekups. GRS 20
 
Files baeked up penodleally to be retained in ease the master file is Item 8b
 
damaged or madvertently erased
 

Disposition: TEMPORARY.
 
Delete/destroy when the ldentleal reeords have been
 
deleted/destroyed or replaeed by a subsequent baelrup file.
 

1.4	 Priority-based Assessment of Food Additive WAF Al. New 
PAPA ISa database that mamtams mformation on the 
adrrumstratrve, chermcal, and toxicological effects of Generally 
Recognized as Safe (GRAS) ingredients, as well as food and color 
addrtives approved by FDA. 

1.4.1	 Food Additive Safety Profiles 
Includes adrmrustratrve, chermcal and toxicological documentation 
from surveys, reports and hterature on GRAS mgredients, regulated 
food additives and color additrves used m foods. Certam 
information from these files IS used to populate the PAPA database. 

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

1.4.2	 PAF A: Data files. 
Includes PAPA document type (e.g., ASP, !DR, EAP etc ,) PAPA 
document number, Substance name, Chemical Abstract Service 
Registry Number (CAS RN)or other umque identifymg number, as 
well as other related adrmmstrative, chermstry and toxicology data 
supportmg the safety of food ingredients. Information IS gathered 
on chemicals m the database from surveys, reports, and hterature 
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. 

PAFA: Outputs Periodie Reports ,,t...vailable on the Internet 
Ineludes data extraets aeeessible on the mtemet. The "Everythmg 
Added to Food m the United States" (EAFUS) report hsts food and 
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eolor addItIve, GRAS and j'lflor sanetioned substanees used lfl food. 
The "Indlreet Addlti't'es" report hsts food eontaet substanees used 
lfl food paekaglflg and eqUipment. 

Disposition: DIspose of 1fl aeeordanee to the dIspOSItion sehedule 
for the Web Content Management System 

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

Disposition: TEMPORARY. 
Delete/destroy when no IOAgerneeded for admlnlstrah't'e or 
referenee purposes, 'Nhlehever IS later 

System Doeumentlltion. 
Ineludes system operatIOns and user manuals, as well as other 
system related matenals. 

Disposition: TEMPORARY. 
Delete/destroy when superseded or obsolete, or UiJon authom:ed 
deletIOn of the system, ....;hIshever IS latest. 

Bileirups. 
FlIes baeked up peflodleally to be retamed m ease the master file IS 
damaged or madvertently erased 

Disposition: TEl\4PORARY. 
Delete/destroy when the Identieal reeords have been 
deleted/destroyed or replaeed by a subsequent baelrup file 

1.5	 Import Milk Act File. 
Includes reports subrrutted by foreign governments, such as 
Report on Tubercuhn Tests of Cattle (FDA Form 1994), Report of 
Physical Exammation of Cows (FDA Form 1995), Darry Farm 
Samtation Report (FDA Form 1996), and Score Card for Samtary 
Inspection of MIlk Plants (FDA Form 1997); milk Import perrmts; 
and milk Import reviews, as well as related correspondence, as 
required by the Federal Import MIlk Act. 

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

1.6	 Infant Formula Files. 

1.6.1	 Infant Formula Company and Subject Files. 
Includes correspondence concernmg mfant formula, informational 
matenals about or submitted by mfant formula compames, pre-
notification information (other than notifications themselves), and 
notes on FDA reviews and/or actions, as well as related records 
Also mcludes foreign government policies/regulations, guidelmes, 

GRS 20,
 
Items 12 and 16
 

GRS20
 
Item lla1
 

GRS 20
 
Item 8b
 

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 opmions, results of analytical studies on Infant 
formula, significant scientific mformation on current Issues, records 
of opmions/statements made by the Infant Formula Team, and 
mcorrnng and outgoing correspondence on Issues not related to 
notifications, 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 IS latest. 

Premarket Notifications. 
Includes ongmal and review copies of nonfications submitted to 
FDA under the Infant Formula Act by Infant formula 
manufacturers. Also Includes supplemental submissions, chmcal 
tnal data, labels, processmg/stabihty data, FDA review comments, 
FDA final decision documents, and correspondence, as well as 
related records Covers records from the late 1970s to present. 
Certam records con tam trade secret and confidential commercial 
information that may not be pubhcly released, disclosure ISsubject 
to the Freedom of Information Act, the Trade Secrets Act, the 
Pnvacy Act, and restnctions In other statutes and FDA's 
implementmg regulations. 

Original record copies. 

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

Review Copies. 

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

Infant Formula Tracking System. 
Tracks notification review activities and actions by vanous data 
fields. 

Infant Formula Tracking System: Data Files. 
Includes Infant formula name, Infant formula number, date of 
subrrussion, due date, final memo, ingredients, formula type, and 
review comments, as well as other related data and supportmg 
mformation, Data taken from data entry forms and notifications, as 
well as from information directly entered Into the tracking database. 
Certam records contam trade secret and confidential commercial 
mformation that may not be pubhcly released, disclosure IS subject 
to the Freedom of Information Act, the Trade Secrets Act, the 
Pnvacy Act, and restnctions In other statutes and FDA's 
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implementing regulations, 

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. 

Iamat Formula TraelEiag System: Outputs. 
InelHdes reports generated in response to ad hoe <tHenesay FDA 
persofillel. Reports melHde mformatlOn extraeted from the traelang 
dataaase ay one or more data fields Certam reeords eontam trade 
seeret and eonfidenhal eommerelalmformation that may not ae 
pHahely released; dlselosHfe IS sHl3jeetto the Freedom of 
Information Aet, the Trade 8eerets Aet, the Pnvaey Aet, and 
restnetlOns 1H other starutes and FDA's Implementmg regHlatlOns 

GRS 20, 
Items 16 

For OHtpHtreeords filed as part of other reeord senes, apply 
disposItion aHthom:ed for that senes. 

Dispositioa: TEMPORARY. 
Delete/destroy when no longer needed 
referenee pHrposes, ,tYhleheverIS later. 

for admmlstrahYe or 

System Doeumeatatioa. 
InelHdes system operatIOns and Hser manHals, as well as other 
system related matenals. 

GRS20 
Item Hal 

Dispositioa: TEMPORARY. 
Delete/destroy when sHperseded or oasolete, or llpon aHthonzed 
deletIOn of the system, whleheyer IS latest. 

Baekups. 
FlIes aaeked Hp penodi€ally to ae retamed 
damaged or madyertently erased. 

m ease the master file IS 
GRS 20 
Item 8b 

Dispositioa: TEMPORf.RY. 
Delete/destroy ,tYhenthe ldentleal reeords have aeen 
deleted/destroyed or replaeed ay a sHase<tHentaaelrup file. 

2 Seafood Hazard Analysis and Critical Control Point (HACCP) 
System. Includes data and reports that support post market food 
safety through mspection, analysis and control of biological, 
chermcal and physical hazards from productIon to product 
consumptIon, as required by 21 CFR Part 123 or FDA guidance 
documents. Certain records con tam trade secret and confidentIal 
commercial information that may not be publicly released; 
disclosure IS subject to the Freedom of Information Act, the Trade 
Secrets Act, the Pnvacy Act, and restnctions m other statutes and 
FDA's implementing regulations, 
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Seafeod HACCP: Input ReeoFds.
 
lneludes sUf'l'ey forms sueh as the Seafood HACCP Report (FDA
 
Form 3501) and the Imported Seafood HACCP Report (FDA Form
 
3502) transmItted as Imaged reeords VIa fax or eleetronleally
 
entered Also lfleludes data extraeted from the FIeld
 
Aeeomphshment Comphanee Traelung System (FACTS) or Its
 
sueeessor system mamtamed by ORA.
 

Disposition: TEMPORARY.
 
Delete/destroy when no longer needed for admlfllstratIve or
 
regulatory purposes, \vluehever IS later.
 

2.2	 Seafood HACCP: Data Files. 
Includes FDA establishment identifier number (FEI), firm name, 
firm address, mspector's name, date of mspection, date of 
submission, and State agency code, as well as other related data and 
supportmg information 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 IS latest.
 

2.3	 HACCP: Outputs-Biennial Domestic Seafood Reports 
Includes Biennial Domestic Seafood Reports updated every 2 years 
and posted on the FDA website. Also mcludes background 
mformation used to produce biennial 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
 
adrmrnstratrve or reference purposes, whichever IS later.
 

HACCP: Outputs
 
Ad hoe reports generated as needed.
 

Disposition: TEMPORARY.
 
Delete/destroy when no longer needed for admlfllstratlve or
 
rererenee purposes, whl6hever IS later.
 

SYstem Doeumentation.
 
Ineludes system operations and user manuals, as well as other
 
system related matenals.
 

Disposition: TEMPORARY.
 
Delete/destroy when superseded or obsolete, or upon authonzed
 
deletion of the system, whl6hever IS latest.
 

Baelmps.
 
Files baeked up perlOdl6ally to be retalfled lfl ease the master file IS
 
damaged or lfladvertently erased
 

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

GRS 20,
 
Item 12 or 16
 

GRS20
 
Item Hal
 

GRS 20
 
Item 8b
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Disposition: TEMPORARY. 
Delete/destroy when the Identleal reeords have aeen 
deleted/destroyed or replaeed ay a sua sequent aaelrup file. 

Email and Word Proeessing System Copies. 
Ineludes eleetrome eoples of reeords ereated on eleetrome 
mall and word proeesslng s~'stems and used solely to generate a 
reeordkeep1Og eopy of reeords eovered ay other Items 10 this 
sehedule. Also 10eludes eleetronle eoples ofreeords ereated on 
eleetrome mall and vlOrd proeess1Og systems and ma1Ota1Oedfor 
updatmg, reVlSlOn,or dlssem1OatlOn 

New 

Copies til at lIa\'e no furtller administrati\'e \Zalue after ereation 
of the reeordl,eeping eOP'/. 
Ineludes eoples ma1Ota1Oeday 10dlvlduals 10personal files, 
personal eleetronle mall dlreetones, and other personal dlreetones 
'when used only to produee reeord keep10g eoples. 

GRS 20, 
Items 13 and 14 

Disposition: TEMPORARY. 
Delete/destroy 180 days after the reeordkeep1Og eopy has aeen 
produeed or when It has no further arehlVal value, '.vhlehever IS 
later-

Copies maintained 
for dissemination, 

in addition to reeordl,eeping 
revision, or updating. 

eopies and used Non-record 

Disposition: TEMPORARY. 
Delete/destroy 'tvhen dlssem1OatlOn, reVlSlOn,or Hpdat10g IS 
eompleted. 
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