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Agency-wide Records (User Fee Files) 

File Code prefix = FDA 

Item File Records Description and Authorized Disposition NARA approved 
No Code Citation 

1 User fee Files. New 
Records relatmg to Fees charged either for services provided by FDA to 
mdustnes or annual fees relatmg to products currently on the market 
under the followmg regulations: Tobacco, Prescription Drug User Fee Act 
(PDUFA), Medical Device User Fee and Modermzation Act (MDUFMA), 
Mammography Quality Standards Act (MQSA), Export Reform and 
Enhancement Act (EREA), Ammal Genenc Drug User Fee Act (AGDUFA), 
Ammal Drug User Fee Act (ADUFA), and Color cernfication. 

1.1 User Fee Files maintained in the OFM. 
Files mclude invoices, cover sheets, payment receipts, copies of deposit 
tickets, tobacco market share records, Annual Reports to the Congress, 
5-year plans, and other related records, that are mamtamed agency-wide m 
the Office of Financial Management (OFM). 

Records copies from 2001 are electromcally mamtamed; and files before 2001 
in paper 

Records contam 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 restrictions m 
other statutes and FDA's implementing regulations. 

Disposition: TEMPORARY. 
Cutoff at end of the fiscal year after the completion of the 5-year User Fee Program cycle.
 
Delete/destroy 75 years after cutoff, or when no longer need for adrrumstrative,
 
legal, or reference purposes, whichever IS the latest.
 

1.2 User Fee Data Maintained by Centers. 
Waivers to the user fees and some mformation used to compile the Annual 
Reports to Congress are submitted to the Office of Financial Management, 
while bemg mamtamed by the Centers 

Records contam 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 implementmg regulations. 

Disposition: TEMPORARY! 
Cutoff at end of the fiscal year after the completion of the 5-year User Fee Program cycle.
 
Delete/destroy 70 years after cutoff, or when no longer need for adrmmstratrve,
 
legal, or reference purposes, whichever IS the latest.
 



1.3 User Fee Systems 
In addition to mamtammg electromc records of invoices and payment 
receipts smce 2001, It provides a trackmg capability. 

Input Reeords. GRS20 
Hard eopy doel:lments I:Isedfor seanmng. Item 2a(4) 

Disposition: TEMPORARY. 
Destroy after the mformahon has been eonverted to an eleetrome medlllffi and 
venfied, when no longer needed for legal or al:lditplli'poses or to Sl:lpportthe 
reeonstrl:letlOn of, or serve as a baek llP to the eleetromo reeords, 
'i'lh1ehever is later 

1.3.2 User Fee Database Records. 
Tracks cover sheet number, invoice number, firm name, payment receipt 
number/date, and related information. 

For electromc documents, apply records retention authonzed under Item 1.1 
or l.2. 

Disposition: TEMPORARY! 
Cutoff at end of the fiscal year m which recerved, Delete/destroy 75 years after 
cutoff, or when no longer need for adrmrustratrve, legal, or reference purposes, 
whichever ISthe latest. 

User Fee Output Reeords. 
Inell:ldes ad hoe reports generated by al:lthon:t:edI:Isers. GRS20 

Items 
DispositioH: TEMPOlV&RY. 12 and 16 
Delete/destroy when sl:lperseded or obsolete, or when no longer 
needed for referenee pl:IFposes,'.vh1ehever lS the latest. 

CDRB EleetroHie System (Il\4ACE 1000) 

File Code prefix CDRH 

Item 
No 

File 
Code 

Reeords Deseription and Authorized Disposition NA.....V'" approved 
Citation 

Image 2000 (12K). New 
Repos1tory of eleetronie doel:lments for regl:llatory subm1sslOns 
and adm1mstratl';e reeords for medleal deviee swmlsslOns, Med\Vateh 
reports, and RadlOlogleal Health reports 
Sl:Ipports pre and post marketmg approval proeess by eleetromeally 
stonng regl:llatory swmlSSlOns for med1eal devlees. It eovers doel:lments 
from 1974 to present. 

2 



ThIS system eOHtams both eleetroHle doeumeHts aHd limIted data about 
the doeumeHts. 

Reeords eOHtamtrade seeret aHd eOHfideHtIaleommerelal 
mformatIoH that may Hot be publIely released; diselosure IS 
subj eet to the Freedom of lHformatIoH Aet, the Trade 8eerets Aet, 
the Pnvaey Aet, aHd restnetlOHs m other statutes aHd FDA's 
ImplemeHtmg regulatlOHs. 

2.1	 12K Database ReeoFEls. WITHDRAWN 
In additIoH to eleetroHie reeords stored m the reposItory, meludes metadata 11/6/09 
assoelated WIth the stored doeumeHts sueh as file SIze, Humber of pages, 
submlssioH Humber, folder type (PMN, PMA, MDR, ete.). 

EleetroHle doeumeHts are disposed of m aeeordaHee 'i'llth authonzed reeords 
reteHtIoH sehedules URderappropnated subjeet senes. 

Disposition: TEMPORARY. 
Mamtam meta data uHtll all doeumeHts are mIgrated mto a sueeessor s~'stem 
Delete/destroy after venfieatioH of sueeessful mlgratlOH or wheH no 10Hger 
Heeded for operatloH, wfueh ever IS later 

2.2	 12K Output Reeords WITHDRAWN 
CopIes of the doeumeHts stored m the repository used for refereHee. 11/6/09 

Disposition: TEMPORARY.
 
Delete/destroy '.vheHthe ageney determmes that they are HOIOHgerHeeded for
 
admiHIstratIve, legal, audIt or other operatlOHal purposes.
 




