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4 NAME OF PERSON WITH WHOM TO CONFER 

Seung Ja Sinatra 
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prov1s1ons of Title 8 of the GAO Manual for Gmdance of Federal Agencies, 
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CDER Program Records 

File Code: Prefix= CDER 

Item 
No. 

File Records Description and Authorized Disposition 
Code 
2000 Pre-Marketing and Marketing Applications 

1 2100 Marketing Applications. 
Includes New Drug Applications (NDAs), 
Abbreviated New Drug Apphcahons (ANDAs), and 
B10log1cs License Applications (BLAs) submitted by 
paper or electromcally for approval to market drugs 
m mterstate commerce Includes formulations, 
manufactunng and controls mfonnat10n, 
reports of ammal studies, case reports ( climcal data), 
test results, labelmg, progress reports, adverse 
reactions Also mcludes notices of withdrawal by 
sponsor, notices of FDA approval or revocation, 
vanous FDA evaluations and recommendations 
supportmg these notices, review comments, 
c01Tespondence, final study evaluation reports, 
meetmg mmutes, records of telephone conversations, 
and other related matenals. 

Smee November 2000, electromc documents that are 
part of an NDA have been mamtamed m an 
electromc records repository such as D1v1s10n File 
System (DFS) or its successor system 

Records date from 1938. Ce1iam records contain 
trade secret and confidential commercial mformation 
and other mfom1ation that cannot be publicly 
disclosed; disclosure 1s subject to the Freedom of 
Infom1at1on Act, the Trade Secrets Act, the Pnvacy 
Act, and restnctions m other statutes and FDA's 
1mplementmg regulations. 

NDAs, BLAs, and ANDAs for the followmg types of 
products are considered to be h1stoncally s1gmficant 
(one or more cntena may apply): 
1. Drugs that were the first of a new class of 
therapeutic agents (also known as new molecular 
entities). 
2. Drugs involved m either an actual withdrawal 
from marketmg or a widespread call for theu 

NARA Approved 
Citation 
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removal from the market because of senous 
deletenous side effects. Recall action could have 
established a maJor legal precedent Case studies of 
these products would be useful to investigate flaws, 
for example, in chmcal investigational protocols, 
evaluation methodology, or product development 
3. Drugs that represent maJor changes m formulation 
strategies Includes but not limited to novel dosage 
fonns, such as early controlled-release agents and 
implantable pharmaceuticals 
4. Drugs that had a umque impact on society beyond 
the!f medicinal effect These changed the very way 
people conducted the!f lives, but not lnmted to so­
called "lifestyle" drugs. 
5. Drugs that had a much broader medical and social 
impact as over-the-counter medicines, as opposed to 
the!f original role as prescnption drugs 
6. Drugs with orphan indications. 
7. NDAs, BLAs, or ANDAs not selected on the basis 
of histoncal sigmficance but preserved as examples 
of existing drug evaluation methodology and drug 
testing during a particular year or era. These are 
meant to document the evolution of the drug 
approval process over tune. 

NOTE· Ensure that correspondmg drug master files 
are appropnately disposed of at the time of 
d1spos1hon of dmg apphcahon files. 

Estimated Current Volume: There is currently (ca. 
2008) about 7900 TB of electronic records including 
both Marketing and Pre-Marketing Applications 
The specific volume of permanent electronic records 
cannot be estimated until selection cntena are 
applied. Selection of some pem1anent records cannot 
be made until the retention penod ends. 
Estimated Annual Accumulation cannot be provided. 
Annual accumulation is dependent upon the number 
and size of applications received each year. 

1.1 2110 Applications Approved by FDA (Record Copies). 
Retire paper records copies to FRC, when 
appropnate (as determined by volume and space). 

Cutoff files at the end of the calendar year when 
Withdrawn by Comnussioner (WC) 

Agency 
Instruction Only 



1.1.1 2111 

1.1.2 2112 

1.2 2120 
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Every 5 years, reviev,r for apphcat10ns withdrawn 
after approval because of safety problems or for 
other reasons (e.g. not commercially viable). 
Reviev,r records every 5 years to apply disposition to 
apphca-ble records. 

Records with WC status identified as historically 
significant. 

NOTE· Transfers ofpem1anent records to NARA 
will include an index or inventory of the records 
being transfeITed that mcludes at a mnumum the 
application number, title (dmg name), and 
documents associated with that apphcation 

NG+E: Ensure that correspondlllg drug master files 
are appropRately disposed of at the time of 
disposit10n of drug apphcat10n files. 

Disposition: PERMANENT. Transfer to NARA 111 

5 year blocks 20 years after the last cutoff in the 
block, along with related records maintained 
elsewhere, in a format complymg with NARA 
regulations (36 CFR 1228.270) or agreed to by 
NARA. 

Estimated date of first accession to NARA: 2010 

Records with WC status identified as NOT 
historically significant. 

NG+E: Ensure that correspondlllg drug master files 
are appropriately disposes of at the time of 
disposition of drug apphcahon files. 

Disposition: TEMPORARY. Destroy/delete 111 5 
year blocks 30 years after the last cutoff in the block. 

Applications never approved by FDA. 
Retire paper records copies to FRC, when 
appropnate (as determined by volume and space). 

Cutoff at the end of the calendar year when 
approvable, not approvable or complete response 
letter issued or when withdrawn by applicant before 

Agency 
Instruction Only 

Nl-088-87-1, 
item D-5b 

Agency 
Instruction Only 

Nl-088-87-1, 
item D-5b 

Agency 
Instruction Only 



Nl-088-08-2 

an action letter issued 

Reviev,' records every 5 years to apply disposit10n to 
applicable records. 

1.2.1 2121 Records without pending status identified as 
historically significant. 

1.2.2 2122 

NOTE. Transfers of permanent records to NARA 
will include an index or inventory of the records 
being transferred that mcludes at a minimum the 
application number, title (drng name), and 
documents associated with that apphcat10n. 

NOTE· Ensure that correspondmg drug master files 
are appropnately disposed of at the time of 
disposition of drug application files. 

Disposition: PERMANENT. Transfer to NARA in 
5 year blocks 20 years after the last cutoff in the 
block, along with related records maintained 
elsewhere, in a fom1at complying with NARA 
regulations (36 CFR 1228.270) or agreed to by 
NARA. 

Estimated date of first access10n to NARA: 2010. 

Records without pending status identified as NOT 
historically significant. 

NOTE: Ensure that correspondmg drug master files 
are appropnately disposed of at the time of 
disposition of drug application files. 

Disposition: TEMPORARY. Destroy/delete in 5 
year blocks 30 years after the last cutoff in the block. 

1.3 2130 Review copies and Source Data for FDA Audit. 
Source Data are all records collected during the 
course of a tnal that measure a subject's chmcal 
condition or state and that are used to 
make broader safety and efficacy measurements. 
They are used to supp011 review of the 
NDA/ ANDA/BLA but are not typically 
part of the apphcahon. They mclude representations 
of physical attributes (e.g., medical imagmg studies, 

Agency 
Instruction Only 

Nl-088-87-1, 
item D-5a 

Agency 
Instruction Only 

Nl-088-87-1, 
item D-5a 

Agency 
Instruction Only 
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photographs, ECG tracings, h1stopathology slides) as 
well as hospital or other records of chm cal 
events. Source data submitted for FDA audit are 
clearly identified as such upon subnuss1on. 

Disposition: TEMPORARY. Destroy/delete or 
return to apphcant when no longer needed for 
review, audit or reference 

1.4 2140 Electronic transport copies. 

1.5 

CDs, discs, tapes and other electromc media sent by 
drug apphcat10n sponsors to submit the1r 
apphcatlon's data as part of the electromc drug 
application review process. Serves solely as 
transport media as, upon receipt and verification, the 
data 1s copied from them onto archival media. 

Disposition: TEMPORARY. Destroy electromc 
source documents after all data elements are 
copied onto archival media and loaded onto the 
server for review and successful transfer 1s venfied 
through quahty control. 

2150 Duplicate copies maintained by FDA field offices. 
Includes copies of the techmcal section of the drug 
apphcat10n, also called the CMC section (chemistry, 
manufactunng & controls). 

Disposition: TEMPORARY. Destroy/delete when 
no longer needed for operational or reference 
purposes. 

2 2200 Pre-Marketing Applications. 
Includes Investlgational New Drug application (IND) 
documents, FDA notices, review comments, 
correspondence, final study evaluation reports, 
meetmg mmutes, records of telephone conversations, 
and other related materials. Once an IND is m effect, 
1t documents progress of chmcal tnals and the1r 
results 

INDs fall mto the followmg broad categones: 
Commercial INDs; Phys1cian-Invest1gator INDs, 
Emergency INDs, Treatment INDs; Smgle-Patlent 
Investigator INDs. 

Nl-088-87-1, 
item D-5c 
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Smee November 2000, electronic documents that are 
part of an IND have been mamtamed m an electronic 
records repository such as D1v1s10n File System 
(DFS) or its successor system. 

Certain records contam trade secret and confidential 
commercial infonnahon, and other information that 
cannot be publicly released; disclosure 1s subject to 
the Freedom of Information Act, the Trade Secrets 
Act, the Pnvacy Act, and restnctions m other statutes 
and FDA's 1mplementmg regulations 

INDS for the followmg types of products are 
considered to be lnstoncally 
significant ( one or more cntena may apply): 
1. Drugs that were the first of a new class of 
therapeutic agents. 
2. Drugs mvolved m either an actual withdrawal 
from climcal tnals or a widespread call for their 
removal from the chmcal tnals because of senous 
deletenous side effects/safety issues, (1.e., 
carcmogemc1ty, anaphylax1s, s1gmficant damage to 
liver, kidney, heart, etc.) Haltmg climcal tnals could 
have established a major legal/procedural precedent. 
Case studies of these products would be useful to 
mveshgate flaws, for example, m climcal 
inveshgatlonal protocols, evaluation methodology, or 
product development. 
3 Drugs covered by an Emergency Use 
Authonzatlon (EUA) or a Pre-EU A. EUAs are an 
authonzation by FDA for the use of a drug ( either an 
unapproved one or the unapproved use of an already 
approved drug) when an emergency or potential 
emergency exists, (1 e, a terronst event mvolvmg a 
chenncal, b1olog1cal, nuclear or radiological agent.) 
Pre-EUAs are a subm1ss10n sent to FDA for review 
pnor to an actual/potential emergency m order to 
reduce the time for their review and authonzatlon for 
use m the event of an emergency/potential 
emergency. 
4. Drugs developed solely for m1htary or 
governmental use. 

Cutoff at the end of the calendar year when IND 1s 
d1scontmued, withdrawn, termmated, or cancelled. 
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Rev1e1,v every 5 years to apply disposition to 
applicable records 

NOTE: Ensure that correspondmg drug master files 
are appropnately disposed of at the time of 
disposition of drug application files. 

Estimated Current Volume: There 1s currently about 
7900 TB of electromc records including both 
Marketmg and Pre-Marketmg Applications. The 
specific volume of permanent electromc records 
cannot be estimated until select10n cntena are 
applied. Selection of some permanent records cannot 
be made until the retention penod ends. 
Estimated Annual Accumulation cannot be provided. 
Annual accumulation 1s dependent upon the number 
and size of apphcatlons received each year. 

2210 Historically Significant INDs with discontinued, 
withdrawn, terminated, or cancelled status. 
Records mclude Forni FDA 1571, ammal 
phannacology and toxicology studies, manufacturing 
data, chmcal protocols and mvestigator 
quahfications, amendments, formulations, progress 
and other reports, FDA evaluations and 
recommendations, and related correspondence and 
matenal. 

NOTE. Transfers of pemianent records to NARA 
will mclude an index or mventory of the records 
bemg transferred that mcludes at a mm1mum the 
application number, title (dmg name), and 
documents associated with that application. 

NOTE: Ensure that correspondmg dmg master files 
are appropnately disposed of at the time of 
disposition of drug application files. 

Disposition: PERMANENT. Transfer to NARA m 
5 year blocks 20 years after the last cutoff m the 
block along with related records mamtamed 
elsewhere, m a fomiat complymg with NARA 
regulations (36 CFR 1228.270) or agreed to by 
NARA. 

Estimated date of first accession to NARA: 2010. 

Agency 
Instruction Only 

Agency 
Instruction Only 

Nl-088-87-1, 
Item D-6a2(aa) 
and D-6a2(bb) 

Agency 
Instruction Only 



Nl-088-08-2 

2.2 2220 INDs not identified as historically significant with Nl-088-87-1, 
discontinued2 withdrawn2 terminated2 or cancelled item D-6al 
status. 

NQ+e: ensHFe that eeFFespenarng Elmg masteF files Agency 
aFe a13pFet3Ratel:y El1spesea ef at the time ef Instruction Only 
a1spes1t10n ef Elmg apphcatwn files. 

Disposition: TEMPORARY. Destroy/delete m 5 
year blocks 10 years the last cutoff m the block. 

3 ~ Applications Management Information Systems. 
Z.300 Provide overall mfom1at1on on the receipt and review 

status ofINDs/NDAs/ANDAs/BLAs Also momtor 
their supplements, amendments, User Fee 
information and other related data 

Include systems such as New Drug Evaluation 
Management Information System (NDE/MIS), 
Abbreviated New Drug Application Management 
Infom1atlon System (ANDA/MIS), other related 
systems or their successor systems, such as 
Document Arch1vmg, Rep01img, and Regulatory 
Trackmg System (DARRTS). 

Information mamtamed m these databases are 
considered to date from 1938. Certam records 
contam trade secret and confidential commercial 
mfonnatlon, and other mformahon that cannot be 
publicly released; disclosure is subJect to the 
Freedom of Infom1at1on Act, the Trade Secrets Act, 
the Pnvacy Act, and restnctlons m other statutes and 
FDA's implementmg regulations. 

3.1 2310 Database Records. 
Data mput from or about mcommg and outgoing 
documents submitted or created as part of the review 
process. Includes mformation about the 1111hal 
apphcat1on and supplements/amendments such as 
document types, review ass1gnn1ents, status of 
applications and reviews, dates imhated and 
completed, and other related mfomrnhon. 

Disposition: TEMPORARY. Cut off at the end of 
the calendar year following final action. 
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Destroy/delete 30 years after cutoff or when no 
longer needed for reference or research, whichever 1s 
later 

iJ20 Output Reeards. 
Includes status and ad hoc reports generated as 
needed. Some output data are used as mput source 
records for other Systems, follmv dwpos1t1on 
mstruct10ns addressmg those systems. 

Disposition: TEMPORARY. Delete/destroy when 
no longer needed for reference. 

~ System D0eumeetati0e. 
Include systems reqmrements documents, data entry 
and standard operatmg procedures manual, and 
systems analysis document and onhne help. 

Dispasitiae: TE1\'1PORA.RY. Destroy/delete 1,vhen 
superseded or obsolete, or upon authonzed deletion 
of the related master file or system, whwhever 1s 
later. 

iJ40 Baekups. 
Performed as part of COMI8 (or its successor 
system) backup. Refer to disposition mstructlons 
addressing COMI8 or its successor system. 

4 2400 Application Volume Tracking Systems. 
Infom1ation 1s tracked on a bar code assigned to each 
volume of the submiss10ns. Includes current and 
previous locations of md1v1dual volumes, reviewers 
and dates checked m and out, volumes received, 
mmor correspondence, and supplements/review 
status 

Includes systems such as IND/NDA Volume 
Accountab1hty System (INV AS), Electromc Charge 
and History (ECH), Global Supplement System 
(GSS), or the1r successor systems, that provide 
volume trackmg data on INDs, NDAs, BLAs, 
ANDAs, and Drug Master FIies (DMF). 

Disposition: TEMPORARY. Delete/destroy upon 
the destruction of related application files, or when 
no longer needed for reference, whichever 1s later. 

GRS 20, 
items 5, 6, & 7 

GRS 20, 
item llal 

Non-record 




