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6 AGENCY CERTIFICATION 
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ORA and FIeld Program Records (Group 2) 

FIle Code' Prefix = ORA 

Item 
No. Records Description and Authorized Disposition 

1	 Regulatory and Administrative Management Systems. 
Provide automated support for field assignments, firm 
data, consumer complaints, inspections and investigational 
activities, sample collections, laboratory analytical results, 
Import data, compliance actions and other related work withm 
ORA Headquarters and ORA FIeld Offices 

Certain records contain trade secrets, confidential commercial 
information, and other mformation that cannot be pubhcly 
disclosed, 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. 

Input ReeoFE:ls. 
Most data are manually entered usmg appropnate data entry 
prooedures at program and subprogram levels 
Data may also be eleotromeally loaded Without ereatmg an mput 
file from vanous applIeatIon systems, moludmg but not lImited 
to CDER's EstablIshment Evaluation System, CDRH's 
Mammography Program Reportmg Information 
System, CFSAN's CFSAN Adverse Event Reportmg System, 
and OC's Enterpnse Admmlstratlve Support Environment. Also 
melude Import data mput eleotromoally dlreetly from Automated 
Commeroial System (ACS) of the Department of Homeland 
Seeunty's Customs and Border ProteotIon 

Disposition: TEMPORARY. 
Delete/destroy 'Nhen mformatIon has been entered mto the 
master file or database and venfied, or oon't'erted to an 
eleetronlO medIUm and venfied, or 'Nhen no longer needed for 
legal or audIt purposes or to support reeonstruotIOn of, or serve 
as baokup to, the master file or database, \vhlohever IS later. 

For mputs from FDA systems or other reoords seheduled 
elsewhere, apply the dIspOSItIOnauthonzed for those reoords. 

1.2	 Administrative Databases Records. 
Includes data fields on fiscal year, organization, number of 
pOSItIOns,expenditure, counts of planned and accomplished 
operations, hours expended on operations, counts of employees 
working on operations, number of firms Inspected and other 
related data, that are mamtamed In adrmrnstrative modules used 
as AMP tools 

NARA Approved
 
Citation
 

GRS 20,
 
Items 2a4, 2c
 



ORA's adrmrustratrve databases used as Automated 
Management Plannmg (AMP) tools mclude the followmg 
systems or their successors, but are not hrmted to' 
MODELIFIeld Work Force Plannmg System (FWFPS): Used to 
calculate field personnel ceilings usmg consistent decision rules 
and to project/monitor accomphshment and resource 
expenditures, 
Onlme Program AnalYSISSystem (OPAS): Used for reportmg, 
analyzmg and predicting trends for comphance and regulatory 
acnvmes performed by the FIeld. 

Disposition: TEMPORARY. 
Cutoff records at end of the fiscal year m which data became 
obsolete or superseded. Delete/destroy 10 years after cutoff, or 
when no longer needed for adrmrnstrative, operational or 
reference purposes, whichever IS later If data are migrated mto 
another system, delete/destroy after the verification of 
successful rmgration. 

1.3 Program Databases Records. 
Mamtams numerous data tables; over 10 system-to-system 
mterfaces for automated data exchange between FDA systems; 
4,500 data fields that support vanous applications/modules, and 
over 200 user screens for capturmg and viewing information. 

Includes the followmg types of comphance and regulatory data. 
Inspection data, samples, mvestigatrve operations data, 
comphance data, comphance achievement, laboratory results 
and comments, consumer complamts, Import-related data such 
as mdividual import refusal data and Notices of FDA 
actton, and mformatJon on other regulatory actrvmes, 

Major systems mclude the followmg, but are not limited to: 
FIeld Accomphshments and Comphance Trackmg System 
(FACTS)' Supports field assignments, work results, firm 
mformanon, comphance actions and time reportmg. It 
mcorporates assignment management and work results for 
mvestigational actrvities mcludmg sample collections, 
firm inspections, domestic mvestiganons and field 
exammations; 
OperatlOnal and AdmmlstratIve System for Import Support 
(OASIS). Supports Import actrvmes such as adrmssibihty 
determmations of foreign-ongm products. It mcorporates 
assignment management and work results for Import related 
investigational activities; 
Pnor NotIce System Interface (PNSD. Facilitates receipt ofpnor 
notice from firms via web mterface before food or arnmal feeds 
are Imported or offered for Import mto the Umted States to 
target Import inspections Data are uploaded mto OASIS or ItS 
successor system for further analysis. 
MlSSlOnAccomphshment and Regulatory Comphance ServIces 

Supersedes 
NCl-88-79-1, 

Items R-8a, R-8b, 
R-16, and R-18; 
NCl-88-80-2, 

Items 0-24a, 0-
24b, and R-36 



(MARCS)· Is bemg developed to replace FACTS and OASIS
 
and to provide additional support requirements requested by
 
ORA
 

Systems functionmg as subsets of FACTShts successor or as
 
separate databases, mcludmg but not lrrruted to the followmg:
 
Turbo Estabhshment InspectIOn Report (Turbo EIR): Provides
 
citations of regulations and statutes, to help mspectors and
 
investigators prepare mspection reports, and mamtams
 
inspection reports
 
Firm Master List Services (FMLS). Provides official firm data
 
by vahdatmg and standardizmg the information submitted by the
 
transmitters.
 
Shelf Life ExtenSIOn Program Database: Tracks the status of
 
shelfhfe extension projects and generates reports for testmg
 
results.
 
Electromc Laboratory Exchange Network (el.exnet): Used to
 
coordmate and report results of biological, chemical and
 
radiological analysis conducted by laboratones participating m
 
the Food Emergency Response Network (FERN) from Federal,
 
State and local agencies.
 
ORA DeCISIOnSupport System (ORADSS)· Provides a
 
comprehensive repository and reportmg capabilities for Import
 
data and may serve as a data warehouse for other ORA program
 
records.
 

Disposition: TEMPORARY.
 
Cutoff at end of the fiscal year after the final action.
 
Delete/destroy 10 years after cutoff, or when no longer need
 
for operational, trend analysis, legal, or reference purposes,
 
whichever IS the latest. If data are migrated to a new system,
 
delete/destroy after venfication of successful data and system
 
migration.
 

Output Reeords.
 
Inoludes data extraoted penodloally from tfie produotioft system
 
aftd reformatted or summanzed reports to support tfie Idefttified
 
reportmg reqUiremeftts, afts'tver speolfio mqUines, aHd ooftduot
 
treftdmg aftalyses As aft automated batofi
 
feed, may molude several fiuftdred staftdard aftdfor ad fioo
 
reports tfiat support day to day operatlOftS of field aotIvltIes,
 
moludmg mspeotiofts, oolleotIofts, mvestIgatIofts, Import
 
operatlOftS, oompliaftoe aotIofts, OOftsumeroomplamts,
 
reglstratlOftS aftd laboratory aAalysls
 

If output reoords are mamtamed as part of otfier subj eot files,
 
apply dlSPOSltIOAautfionzed for tfiose subjeot files.
 

Disposition: TEMPORARY.
 
Delete/destroy ¥ifieft AO10ftger fteeded for operatlOftal, treAd
 
aftalysls, legal or refereAoes purposes, vAuofiever IStfie latest.
 

GRS 20,
 
Items 4, 5, 6, 7, 12,
 

16
 



2 

System Doeumeotatioo.
 
Ineludes systems operatlOfl:smanuals, user manuals, data
 
dletIofl:ary, reqUlremefl:ts doeumefl:ts, afl:dother systems related
 
matefIals for an 0&\ Regulatory Database Mafl:agemefl:t afl:d
 
Support Aetlvlties.
 

Dispositioo: TEMPORARY
 
Destroy/delete whefl: superseded or obsolete, or UpOfl:authonzed
 
deletIofl: of the related master file or database, or UpOfl:the
 
destruetiofl: of the output If the output IS f1:eededto proteet legal
 
fights, whlehever ISlatest.
 

Import Program.
 
Includes Import program files on food (with the exception of
 
most meat and poultry), drugs, bIOlogICS,cosmetics,
 
medical devices and electromc products that ermt radtation,
 
regulated by FDA and defined by the FD&C Act and related
 
Acts. 

Individual 
mamtamed 
Regulatory 
disposition 
Records." 

Import refusal data and Notices of FDA Actions are 
In the Import related databases supported by ORA's 
and Adrrumstrative Management Systems. Apply the 
authonzed for "Program Data" under "Database 

2.1	 Import Entry Files. 
Includes matenals related to FDA regulated products Imported 
Into the country. May Include, In part, entry documents 
descnbmg the articles offered for importation (e.g. copies of 
Customs entry documents (CF 346ls), Certificates of Analysis 
(COAs), Import for Export (IFE) entry documentation, forms, 
commercial InVOICeS,mamfests), copies of Notices of FDA 
Action, responses to Notices of FDA Action, sample collection 
records and corresponding analytical worksheets, documentation 
related to field exams, Detention WIthout Physical Exammation 
(DWPE) recommendanons, copies of Import Alerts, Import 
Bulletms, recondmorung proposals (Form FDA 766s) and 
related correspondence, authorizations to recondition, 
documentation regarding follow-ups to refused products, pnvate 
laboratory reports, documentation of destruction and/or re-
exportation of refused products, labehng, requests for 
redehvery, and copies ofFOI requests and Congressional 
mqumes regardmg Imported product. 

2.1.1	 Files of Non-violative Product Lines Released or Released 
with Comment. 

Disposition: TEMPORARY.
 
Cutoff at the end of the fiscal year upon release of Import entry
 

GRS20
 
Item Hal
 

Supersedes
 
NCl-88-79-1,
 
Items R-20a,
 

R-21a
 



Destroy 2 years after cutoff. 

2.1.2	 Files for Product Lines Detained and Subsequently 
Released. 

Disposition: TEMPORARY. 
Cutoff at the end of the fiscal year upon release of Import entry. 
Destroy 2 years after cutoff. 

2.1.3	 Files for EntrieslProduct Lines Detained and Subsequently 
Refused. 

Disposition: TEMPORARY. 
Cutoff at the end ofthe fiscal year upon re-exportation, Destroy 
5 years after cutoff. 

2.2	 Import Alerts and Bulletins. 
Includes	 Import Alerts/Bulletins and ancillary supportmg files. 

2.2.1	 Import Alerts and Bulletins. 
Includes Import Alerts that are Issued to commercial and 
public audience on the Internet; and Import Bulletms 
(previously known as Import CIrculars) that are Issued to the 
FDA DIStnCt Offices VIathe Intranet to advise the importation 
of violative products 

Certam records contam confidential commercial information 
and other information that cannot be publicly disclosed, 
disclosure ISsubject to the Freedom of Information Act, the 
Trade Secrets Act, and restncnons m other statutes and 
FDA's implementing regulations. 

Disposition: TEMPORARY. 
Cutoff at the end of the fiscal year when Import AlertlBulletm 
has been terrmnated Delete/destroy 10 years after cutoff. 

2.2.2	 Supporting Materials. 
Ancillary supportmg matenals mamtamed by FDA DIStnCt 
Offices mclude exhrbits, SIgned affidavits, photographs, copies 
of data extracted from OASISIMARCS-Import or any successor 
system and related matenals 

Disposition: TEMPORARY. 
Cutoff at the end of the fiscal year when Import Alert/Bulletm 
has been terrmnated, Delete/destroy 10 years after cutoff. 

2.3	 Import Refusal Report ORR). 
IRR lists products that were refused for admISSIOn. Individual 
refusals are recorded in OASISIMARCS or successor system. 
On a monthly baSIS, this information IS aggregated by the system 
to produce the IRR The report includes mformation on country 

Supersedes
 
NCI-88-79-1,
 
Items R-20b,
 

R-21a
 

Supersedes
 
NCI-88-78-1,
 
Items 0-4a
 

Supersedes 
NCI-88-78-1 

0-5a 



of ongm, product name and other related data and IS published 
directly to the Intranet Formally known as Import Detention 
Lists. 

Disposition: TEMPORARY. 
Cutoff the date ofpostmg on the Internet. Delete/destroy 12 
months after cutoff. 

3 Regulatory and Compliance 

Establishment Files. Withdrawn 
Jaeketed reeords, eontalfllng matenal for firms and faelhtles 7/7/09 
oyer ',....1'Io1ehFDA has JunsdletlOn. Ineludes ongmal or prmted 
eoples of the followmg. 

EstablIshment mspeetlOn reports (EIRs) meludmg a pnnted 
eopy of the Estabhshment InspeetlOn Reeord, attaehments 
meludmg eoples of FDA forms Issued (e.g. FDA 482, Notlee of 
InspeetlOn; FDA 482a, demand for reeords; FDA 482b, Request 
for InformatIOn; FDA 483 InspeetlOnal ObservatIOns, FDA 463, 
AffidaYlt; FDA 484 Reeeipt for Samples); 

Assignments, exhibits meludmg mspeetlOn eheekhsts (SSE 
and Domestle Seafood HACCP, 3502 Import Seafood HACCP 
and Interstate Program), photographs, labelIng and nobees of 
yoluntary destruetlOn, 

Field Management Dlreebve (Fl'vID) 145 letters; 
Reports or memos of m';estlgatlOns and assoelated 

attaehments/exhlblts, 
State eontraet mspeetlOn, mvestlgatlOn and/or sample 

eolleetlon doeumentatlon, 
Consumer eomplamt doeumentatlOn; 
Firm heenses and/or registrations; 
Regulatory letters; 
Mmutes of regulatory meetings or heanngs; 
Doeumentatlon regardmg the exeeutlOn of sellrure aetlOns 

meludmg subsequent reeondltlonmg and/or destruetlOn of selZ3ed 
produet; 

Correspondenee between the firm and the FDA regardmg 
FDA 483s, regulatory letters, and/or regulatory aetlOns; 

Other estabhshment related reeords. 

Reeords of domestle mspeetlOfls are mamtamed by FDA Dlstrlet 
Offiees. 

Certam reeords eontam trade seerets, eonfidentlal eommerelal 
InformatIOn, and other InformatIOn that eannot be pubhely 
dlselosed; dlselosure IS subjeet to the Freedom of InformatIOn 
Aet, the Trade Seerets Aet, the Pnyaey Aet, and restrletlons m 
other statutes and FDA's Implementing regulatIOns. 

Foreign mspeetlon files for all program areas are mamtamed by 
Centers 



Firms of No Further Regulatory Interest to the Ageney. 
Ineludes	 files pertammg to the firm.s of no further regulatory 
mterest to the Ageney 

Disposition: TEMPORARY.
 
Cutoff at the end of the fiseal year when firm. IS out of busmess
 
and after the eompletlOn of final aetton. Destroy 10 years after
 
eutef?
 

Firms designated as worli:load obligations and of regulatory
 
interest to the Ageney
 
FlIes pertammg to firm.s of eOHtmumg regulatory mterest,
 
meludmg those upon 'uhleh there are regulatory aettons (eourt
 
aettOns). FlIes are mamtamed m aetl',ze files per "FIeld
 
ManagemeHt Dlreetive #130 Offielal EstablIshment Inventory
 
(OEI) DevelopmeHt and MamteHaflee Proeedures" (I.e., under
 
FDA purVIew and mspeeted OHa regular baSIS).
 

Disposition: TEMPORARY.
 
Cutoff at the end of the fiseal year ""lhen firm. IS out of bus mess
 
aHd after all eourt aettoHs, meludmg appeals, have been
 
adJudieated aHd ease ISelosed (ifapplIeable) Destroy 10 years
 
after eutoff or when no longer Heeded for referenee, '.yhlehever
 
IS later.
 

3.2	 Domestic Sample Analytical Documentation. 
Includes samples that did not result in regulatory actions or 
samples that were not analyzed. 
Includes sample collection reports generated from the database 
and documentation on the procurement of samples of regulated 
products for testmg and exammation and the correspondmg 
analytical worksheets, mcludmg labelmg, sample seal mtegnty, 
and other such documentation 
Records listed are all sample analytical documentation 
regardless of classificanon of the sample or the analysis status. 

Certam records contam trade secrets, confidential commercial 
mformation, and other information that cannot be publicly 
disclosed; disclosure IS subject to the Freedom of Information 
Act, the Trade Secrets Act, the Pnvacy Act, and restnctions m 
other statutes and FDA's implernentmg regulations. 

3.2.1	 Non-violative domestic sample documentation. 

Disposition: TEMPORARY.
 
Cutoff at the end of the fiscal year after regulatory decision has
 
been made. Destroy 2 years after cutoff.
 

3.2.2	 Violative domestic sample documentation. 

Supersedes
 
NCI 8879 I,
 
Items R 7a
 

Withdrawn 
7/7/09 

Supersedes
 
NCI 8879 I,
 
Items R 7b,
 

R-7e
 

Withdrawn 
7/7/09 

Supersedes
 
NI-88-79-1,
 

Items R-14a, R-
14b, R15a, R-15b,
 

and R-17
 

Supersedes
 
NI-88-79-1,
 



Disposition: TEMPORARY. 
Cutoff at the end of the fiscal year after regulatory 
been made. Destroy 5 years after cutoff. 

decision has 
Items R-14a, R-

14b, R15a, R-15b, 
and R-17 

3.3 Laboratory Records (Regulatory). 
Covers the records relatmg to laboratory sample analysis of 
FDA regulated products conducted by FDA field labs. Work 
status and sample accountabilrty information (identification and 
processmg data) are tracked and lab summary reports, comments 
and findmgs are mamtamed m FACTSIMARCS or ItS successor 
system. 

For retention of lab records forwarded to Centers for 
concurrence on enforcement or legal actIons, apply disposition 
authorized for the records senes WIth which lab records are 
mamtamed m Centers. 

3.3.1 Laboratory Test Records related to PreapprovaVPremarket 
Evaluations. 
Includes laboratory analytical worksheets, summary reports for 
lab test results, and attachments for laboratory control 
documents that are related to New Drug Apphcations (NDA), 
Abbreviated New Drug Apphcations (ANDA) or New Amrnal 
Drug Applications (NADA) 

Supersedes 
NC1-88-82-1, 

Items R-33a and 
R33c 

Records for open cases are filed m case files known as 
Estabhshment Files (EF), follow disposmon authonzed 
agency-wide schedule, "Establishment Inspection and 
Comphance Action FIles." 

for the 

Disposition: TEMPORARY. 
Cutoff at the end of the fiscal year after the final action 
analysis. Destroy/delete 10 years after cutoff. 

or 

3.3.2 Laboratory Test Records Not Related to 
PreapprovaVPremarket Evaluations. 
Includes laboratory analytical worksheets, summary reports for 
lab test results, attachments for laboratory control documents 
that are not related to NDAs, ANDAs or NADAs. 
Records for open cases are filed m case files known as 
Estabhshment FIles (EF); follow dISpOSItIonauthonzed for the 
agency-wide schedule, "Establishment Inspection and 
Comphance Action FIles." 

Supersedes 
NCl-88-82-1, 

Items R-33a and 
R33c 

Disposition: TEMPORARY 
Cutoff at the end of the fiscal year after the final action 
analysis, Destroy/delete 5 years after cutoff. 

or 

3.3.3 Laboratory Quality Assurance Records. (Applies Agency-
wide) 
Includes all lab records generated m support of lab accreditation 

Supersedes 
R-19 

(NCl-88-79-1) 



and lab quality assurance. May mclude, but not hrrnted to: lab
 
notebooks on lab mstrument cahbration, records on
 
collaboratrve studies, validation, growth media of orgamsms,
 
audit reports, management reviews, correctrve action reports,
 
complamts and comments, method vahdanon and modification,
 
lab procedure and work mstructions, quality control charts, work
 
orders, and subcontractor quahfication files.
 

Disposition: TEMPORARY. 
Cutoff at end of the fiscal year after final action. Delete/destroy 
3 years after cutoff. 




