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ORA and Field Program Records (Group 2) 

File Code· Prefix = ORA 

Item 
No. 

1 

-hl 

Records Description and Authorized Disposition 

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 within 
ORA Headquarters and ORA Field Offices 

Certain records contain trade secrets, confidential commercial 
information, and other information that cannot be publicly 
disclosed, disclosure 1s subject to the Freedom of lnformat10n 
Act, the Trade Secrets Act, the Privacy Act, and restrictions in 
other statutes and FDA's implementing regulat10ns. 

Input Reeonls. 
Most data are manually entered usmg appropnate data entry 
procedures at program and subprogram levels 
Data may also be electromeally loaded without ereatmg an mput 
file from vanous appheation systems, mcludmg but not hm1ted 
to CDER's Estabhshment Evaluation System, CDRH's 
Mammography Program Reportmg Information 
System, CFSAN's CFSAN Adverse E,,,ent Reportmg S:,'stem, 
and OC's Enterpnse Admm1strat1ve Support Environment. Also 
melude import data mput electromcally d!feetly from Automated 
Commercial System (ACS) of the Department of Homeland 
Seeunty's Customs and Border Protection 

Disposition: TEMPORARY. 
Delete/destroy '.vhen mformation has been entered mto the 
master file or database and venfied, or com'erted to an 
eleetromc medmm and venfied, or '.vhen no longer needed for 
legal or audit purposes or to support reeonstruct10n of, or serve 
as backup to, the master file or database, •.vh1che',cer 1s later. 

For mputs from FDA systems or other records scheduled 
elsewhere, apply the d1spos1tion authormed for those records. 

1.2 Administrative Databases Records. 
Includes data fields on fiscal year, orgamzat10n, 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 maintained in administrative modules used 
as AMP tools 

NARA Approved 
Citation 

GRS 20, 
Items 2a4, 2c 



1.3 

ORA's adm1mstrat1ve databases used as Automated 
Management Plannmg (AMP) tools mclude the followmg 
systems or thetr successors, but are not hm1ted to· 
MODEL/Field Work Force Plannmg System (FWFPS): Used to 
calculate field personnel ce1lmgs usmg consistent dec1s1on rules 
and to proJect/momtor accomphshment and resource 
expenditures. 
Onlme Program Analysts System (OPAS): Used for reportmg, 
analyzmg and predtctmg trends for comphance and regulatory 
act1v1t1es 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 adm1mstrat1ve, operat10nal or 
reference purposes, whichever ts later If data are migrated mto 
another system, delete/destroy after the venficatton of 
successful migration. 

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 apphcattons/modules, and 
over 200 user screens for capturmg and vtewmg mformatton. 

Includes the followmg types of compliance and regulatory data. 
Inspection data, samples, mvestlgatlve operations data, 
compltance data, comphance achievement, laboratory results 
and comments, consumer complamts, import-related data such 
as md1v1dual import refusal data and Notices of FDA 
action, and mformatton on other regulatory activities. 

MaJor systems mclude the followmg, but are not hm1ted to: 
Field Accomphshments and Compltance Trackmg System 
(FACTS)· Supports field assignments, work results, firm 
mformat10n, comphance act10ns and time reportmg. It 
mcorporates assignment management and work results for 
mvest1gat1onal activities mcludmg sample collect10ns, 
firm mspecttons, domestic mvest1gat10ns and field 
exammat10ns; 
Operational and Admm1strattve System for Import Support 
(OASIS). Supports import act1v1t1es such as adm1ss1b1hty 
determmattons of fore1gn-ongm products. It mcorporates 
assignment management and work results for import related 
mvesttgat10nal achv1ttes; 
Pnor Notice System Interface (PNSD. Fac1htates receipt of pnor 
notice from firms via web mterface before food or ammal feeds 
are imported or offered for import mto the Umted States to 
target import mspect10ns Data are uploaded mto OASIS or its 
successor system for further analysts. 
M1ss1on Accomphshment and Regulatory Comphance Services 

Supersedes 
NCl-88-79-1, 

Items R-8a, R-8b, 
R-16, and R-18; 

NCl-88-80-2, 
Items O-24a, O-
24b, and R-36 



l--A 

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

Systems functlonmg as subsets of FACTS/its successor or as 
separate databases, mcludmg but not hm1ted to the followmg: 
Turbo Establishment Inspect10n Report (Turbo EIR): Provides 
citations ofregulations and statutes, to help mspectors and 
mvestigators prepare mspection reports, and mamtams 
mspection reports 
Firm Master List Services (FMLS). Provides official firm data 
by vahdatmg and standard1zmg the mformation submitted by the 
transm1 tters. 
Shelf Life Extension Program Database: Tracks the status of 
shelf hfe extens10n proJects and generates reports for testmg 
results. 
Electromc Laboratory Exchange Network (eLexnet)- Used to 
coordmate and report results of b1olog1cal, chemical and 
rad1olog1cal analysis conducted by laboratories part1c1patmg m 
the Food Emergency Response Network (FERN) from Federal, 
State and local agencies. 
ORA Dec1s1on Support System (ORADSS)· Provides a 
comprehensive repository and reportmg capab1ht1es 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 IO years after cutoff, or when no longer need 
for operational, trend analysis, legal, or reference purposes, 
whichever 1s 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 penod1oally from the produohon system 
and reformatted or summan2:ed reports to support the identified 
reportmg requ1Fements, ans•Ner speo1fio mqumes, and oonduot 
trendmg analyses As an automated batoh 
feed, may molude several hundred standard and+or ad hoe 
reports that support day to day operat10ns of field aotlv1tles, 
moludmg mspeohons, oolleohons, m1,iestigations, import 
operations, oomphanoe aohons, oonsumer oornplamts, 
reg1strat10ns and laboratory analysis 

If output reoords are mamtamed as part of other subj cot files, 
apply d1spomhon authon2:ed for those subjeot files. 

Dispositioe: TKMPORARY. 
Delete/destroy when no longer needed for operational, trend 
analysis, legal or referenoes purposes, 1.vh1ohever 1s the latest. 

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

16 



System Doeumeotatioo. 
Ineludes systems operat10ns manuals, user manuals, data 
d1etionary, reqmrements doeuments, and other systems related 
matenals for all ORA. Regulatory Database Management and 
Support ,-\et1v1hes. 

Disposition: TEMPORARY 
Destroy/delete when superseded or obsolete, or upon authonzed 
deletion of the related master file or database, or upon the 
destruetlon of the output 1f the output 1s needed to proteet legal 
nghts, wh1ehever 1s latest. 

2 Import Program. 
Includes import program files on food (with the exception of 
most meat and poultry), drugs, b10log1cs, cosmetics, 
medical devices and electromc products that emit radiat10n, 
regulated by FDA and defined by the FD&C Act and related 
Acts. 

Ind1v1dual import refusal data and Notices of FDA Actions are 
mamtamed m the import related databases supported by ORA's 
Regulatory and Admm1strative Management Systems. Apply the 
d1spos1tion authonzed for "Program Data" under "Database 
Records." 

2.1 Import Entry Files. 

2.1.1 

Includes matenals related to FDA regulated products imported 
mto the country. May mclude, m part, entry documents 
descnbmg the articles offered for 1mportat10n (e.g. copies of 
Customs entry documents (CF 3461s), Certificates of Analysis 
(COAs), Import for Export (IFE) entry documentation, forms, 
commercial mv01ces, mamfests), copies of Notices of FDA 
Action, responses to Notices of FDA Act10n, sample collection 
records and correspondmg analytical worksheets, documentation 
related to field exams, Detention Without Physical Exammat10n 
(DWPE) recommendat1ons, copies of Import Alerts, Import 
Bulletms, recond1t10nmg proposals (Form FDA 766s) and 
related correspondence, authonzations to recond1hon, 
documentation regardmg follow-ups to refused products, pnvate 
laboratory reports, documentat10n of destruct10n and/or re­
exportat10n of refused products, label mg, requests for 
redelivery, and copies of FOi requests and Congressional 
mqumes regardmg imported product. 

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 llal 

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. 

2.1.3 

2.2 

2.2.1 

2.2.2 

2.3 

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

Files for Entries/Product Lines Detained and Subsequently 
Refused. 

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

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

Import Alerts and Bulletins. 
Includes Import Alerts that are issued to commercial and 
pubhc audience on the Internet; and Import Bulletms 
(previously known as Import Circulars) that are issued to the 
FDA D1stnct Offices via the Intranet to advise the importation 
of v10lative products 

Certam records contam confidential commercial information 
and other information that cannot be pubhcly disclosed, 
disclosure 1s subject to the Freedom of Information Act, the 
Trade Secrets Act, and restnct1ons m other statutes and 
FD A's implementing regulations. 

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

Supporting Materials. 
Ancillary supporting matenals maintained by FDA D1stnct 
Offices include exh1b1ts, signed affidavits, photographs, copies 
of data extracted from OASIS/MARCS-Import or any successor 
system and related matenals 

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

Import Refusal Report QRR). 
IRR hsts products that were refused for adm1ss1on. lnd1v1dual 
refusals are recorded m OASIS/MARCS or successor system. 
On a monthly basis, this information 1s aggregated by the system 
to produce the IRR The report includes information on country 

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

R-21a 

Supersedes 
NCl-88-78-1, 
Items O-4a 

Supersedes 
NCl-88-78-1 

O-Sa 



of ongm, product name and other related data and 1s published 
directly to the Intranet Formally known as Import Detention 
Lists. 

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

3 Regulatory and Compliance 

Establishment Files. 
Jaeketed reeords, eontammg matenal for firms and faeiht1es 
O'rer •;,,rh1eh FDA has Junsdiet10n. Ineludes ongmal or prmted 
eopies of the followmg. 

Estabhshment mspeet10n reports (EIR.s) meludmg a prmted 
eopy of the Establishment Inspeet10n Reeord, attaehments 
meludmg eopies of FDA forms issued (e.g. FDA 4 82, Not1ee of 
Inspeet10n; FDA 4 82a, demand for reeords; FDA 4 82b, Request 
for Informat10n; FDA 4 83 lnspeetlonal Observat10ns, FDA 4 63, 
Affidavit; FDA 4 84 Reee1pt for Samples); 

Assignments, e:K:hibits meludmg mspeet10n eheekhsts (BSE 
and Domestie Seafood HACCP, 3502 Import Seafood HACCP 
and Interstate Program), photographs, labehng and notiees of 
voluntary destruet1on, 

Field Management DJFeetive (Fl\ID) 14 5 letters; 
Reports or memos of mvestigations and assoeiated 

attaehments/exhib1ts, 
State eontraet mspeet10n, mvest1gat10n and/or sample 

eolleehon doeumentatlon, 
Consumer eomplamt doeumentatlon; 
Firm heenses and/or registrations; 
Regulatory letters; 
Mmutes of regulatory meetings or heanngs; 
Doeumentahon regardmg the exeeut1on of seizure aet1ons 

meludmg subsequent reeonditlonmg and/or destruet10n of sei,.,ed 
produet; 

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

Other estabhshment related reeords. 

Reeords of domestle mspeet100s are mamtamed by FDA Distriet 
Offiees. 

Certam reeords eontam trade seerets, eonfidenttal eommere1al 
mformat10n, and other mformatlon that eannot be pubhely 
d1selosed; diselosure 1s subjeet to the Freedom of Information 
Aet, the Trade Seerets Aet, the Pnvaey Aet, and restriehons m 
other statutes and FDA's implementing regulat10ns. 

Foreign mspeehon files for all program areas are mamtamed by 
Centers 

Withdrawn 
7/7/09 



~ 

~ 

Firms of Ne Further Regulatory Interest to the Ageney. 
lneludes 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. 1s out of busmess 
and after the eomplet1on of final aetJon. Destroy 10 years after 
ootef?. 

Firms designated as workload obligations and of regulatory 
interest to the Ageney 
Files pertammg to firm.s of eonhnumg regulatory mterest, 
meludmg those upon ·uh1eh there are regulatory aetlons (eourt 
aetJons). Files are mamtamed m aetJve files per "Field 
Management D!feetJve #130 Offie1al Estabhshment Inventory 
(OEI) Development and Mamtenanee Proeedures" (1.e., under 
FDA purview and mspeeted on a regular basis). 

Disposition: TEMPORARY. 
Cutoff at the end of the fiseal year ·uhen firm. is out ofbusmess 
and after all eourt aehons, meludmg appeals, haYe been 
adJud1eated and ease 1s elosed (1f appheable) Destroy 10 years 
after eutoff or when no longer needed for referenee, v,rhteheYer 
1s later. 

3.2 Domestic Sample Analytical Documentation. 

3.2.1 

3.2.2 

Includes samples that did not result m 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 exammatlon and the correspondmg 
analytical worksheets, mcludmg labelmg, sample seal mtegnty, 
and other such documentation 
Records hsted are all sample analytical documentation 
regardless of classification of the sample or the analysis status. 

Certam records contam trade secrets, confidential commercial 
mforrnatlon, and other mformatlon that cannot be publicly 
disclosed; disclosure 1s subJect to the Freedom of Information 
Act, the Trade Secrets Act, the Pnvacy Act, and restnctlons m 
other statutes and FDA's 1mplementmg regulations. 

Non-violative domestic sample documentation. 

Disposition: TEMPORARY. 
Cutoff at the end of the fiscal year after regulatory dec1s1on has 
been made. Destroy 2 years after cutoff. 

Violative domestic sample documentation. 

Supersedes 
NCI 88 79 I, 
Items R 7a 

Withdrawn 
7/7/09 

Supersedes 
NCI 88 79 I, 
Items R 7h, 

R-7e 

Withdrawn 
7/7/09 

Supersedes 
Nl-88-79-1, 

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

and R-17 

Supersedes 
Nl-88-79-1, 



Disposition: TEMPORARY. Items R-14a, R-
Cutoff at the end of the fiscal year after regulatory dec1s1on has 14b, R15a, R-15b, 
been made. Destroy 5 years after cutoff. 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 accountab1hty mformatlon (identification and 
processmg data) are tracked and lab summary reports, comments 
and findmgs are mamtamed m F ACTS/MARCS or its successor 
system. 

For retention of lab records forwarded to Centers for 
concurrence on enforcement or legal actions, apply d1spos1t1on 
authonzed for the records senes with which lab records are 
mamtamed m Centers. 

3.3.1 Laboratory Test Records related to PreapprovaVPremarket Supersedes 
Evaluations. NCl-88-82-1, 
Includes laboratory analytical worksheets, summary reports for Items R-33a and 
lab test results, and attachments for laboratory control R33c 
documents that are related to New Drug Applicat10ns (NDA), 
Abbreviated New Drug Applications (ANDA) or New Ammal 
Drug Applications (NADA) 

Records for open cases are filed m case files known as 
Estabhshment Files (EF), follow dispos1t1on authonzed for the 
agency-wide schedule, "Establishment Inspection and 
Compliance Action Files." 

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

3.3.2 Laboratory Test Records Not Related to Supersedes 
PreapprovaVPremarket Evaluations. NCl-88-82-1, 
Includes laboratory analytical worksheets, summary reports for Items R-33a and 
lab test results, attachments for laboratory control documents R33c 
that are not related to NDAs, ANDAs or NADAs. 
Records for open cases are filed m case files known as 
Establishment Files (EF); follow d1spos1tlon authonzed for the 
agency-wide schedule, "Establishment Inspection and 
Compliance Action Files." 

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

3.3.3 Laboratory Quality Assurance Records. (Applies Agency- Supersedes 
wide) R-19 
Includes all lab records generated m support of lab accreditat10n (NCl-88-79-1) 



and lab quality assurance. May mclude, but not limited to: lab 
notebooks on lab mstrument calibration, records on 
collaborative studies, validation, growth media of orgamsms, 
audit reports, management reviews, corrective action reports, 
complamts and comments, method validation and modificat10n, 
lab procedure and work mstructions, quality control charts, work 
orders, and subcontractor quahficatton files. 

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




