
REQUEST FOR RECORDS DISPOSITION AUTHORITY 
(See Instructions on reverse) 

TO: NATIONAL ARCiilVES and RECORDS ADMINISTRATION (NIR) 
WASHINGTON, DC 20408 

1. FROM (Agency or establishment) 
Department of Health and Human Services 

2. MAJOR SUBDIVISION 

Food and Drug Administration (FDA) 
3. MINOR SUBDIVISION 

Center for Biologics Evaluation and Research (CBER) 

LE 
JOB NUMB 

NOTIFICATION TO AGENCY 

In accordance with the provisions of 44 
U.S.C. 3303a the disposition request, 
including amendments, is a~proved except 
for items that may be marked 'disposition not 
approved" or "withdrawn" in column 10. 

4. NAME OF PERSON WITH WHOM TO CONFER 5. TELEPHONE DATE ARCHIVIST OF THE UNITED STATES 

Jules Meisler (301) 827-2863 

6. AGENCY CERTIFICATION 
I hereby certify that I am authorized to act for rhis agency in matters pertaining to the dis(losition of its records and that the 
records proposed for disposal on the attached \ _1;5 _page(s) are not now needed for the busmess of this agency or will not be 
needed after the retention periods specified; and that written concurrence from the General Accounting Office, under the 
provisions of Title 8 of the GAO Manual for Guidance of Federal Agencies, 

7. 
ITEM 
NO. 

115-109 

IZJ is not required; Dis attached; or D has been requested. 

TITLE 

·-~ ,, l'1' ·11 ~ 
SIGNATURE OF AGENCY J~RESENTATIVE 

~-- _.,.._ ~ HHS Records Officer 

8. DESCRIPTION OF ITEM AND PROPOSED DISPOSITION 

Unless specifically stated otherwise in the description or the retention, 

all items are media-neutral and apply to paper, electronic, microform, 

or other media in which records may exist. 

SEE attached sheet: CBER Information Systems Records 

1jthr,, 
Seung Ja Sinatra - FDA Records Officer Date 

~/1,/47 
Ann Wion - FDA Office of the Chief Counsel Date 

9.GRSOR 
SUPERSEDED 
JOB CITATION 

10.ACTION 
TAKEN(NARA 

USE ONLY) 

NSN 7540-00-634-4604 STANDARD FORM 115 (REV. 3-91) (CDC Adobe Acrobat 5.0 Electronic Version, 8/2001) 
PREVIOUS EDITION NOT USABLE Prescribed by NARA 

36 CFR 1228 
Cre.alcd by Electronic Documtnt Servica/USDHHS: (301) 443-2454 

EF 



Information System Records for CBER Programs 

File Code: Prefix = CBER 

Item 
No. 

1 

Records Description and, Authorized Disposition 

Regulatory Management System - Biologics License Applications {RMS­
BLA) Database. 
Authority Supports managed review process for the review and approval of 
Biologic License Applications (BLA) for biological derived drugs, blood 
products and m Vitro Diagnostic (IVD) Test Kits. Interfaces with other 
CBER information systems including Document Accountability Tracking 
System (OATS), Biologics Investigational Related Applications Management 
System (BIRAMS), Blood Establishment Registration (BER) database, Lot 
Release System (LRS) and Electronic Document Room. 

Certain records contain 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 Privacy Act, and restrictions in 
other statutes and FDA's implementing regulations. 

1.1 RMS-BLA Database - Data Files. 
Provides a summary record of licensed biologic products. Data may be used 
to prepare ad-hoc reports and to respond to questions concerning the 
regulation of biologic products, as well as the approval, withdrawal and 
revocation of BLAs. " 

Includes submission tracking number (STN), product name, company name, 
application status (approved, withdrawn, revoked, Refused to File, etc.) and 
application status date. 

Disposition: TEMPORARY 
Cut off at the end of the calendar year after final action. Delete/destroy 10 
years after cutoff, or when no longer needed for business or reference use, 
whichever is later. 

RMS BL.!... Database 011:tp11:ts. 
lf.l:elades feportslqaeries listiag eoBteat Of portioas of the eoBteat from RMS 
BLA database. These feportsl-ftaeries aFe ased thfoagheat the fe1,riew and 
post maFketi.ftg proeess aad f)f01lide geaeral applieatioa infuffflatioa fof 
iafoffH:atioa feEJ:aests. ' 

Dispesitienz TEl.\4PORARY 
Delete/destroy whea BO loagef aeeded fof admiaistrative Of fefefeaee 
f)mf)Oses, whieheveF is latef. 

NARA Approved 
Citation 

New 
Related authority 
item B-31. 

GRS20 
Items 12 and 16 



2 

RMS BL1• ... Database System Deeumeetatiee. 
1Bel1:1des system operatioa Elftd 1:1ser mElftl:la-ls, as •11eU as other system related 
materia-ls. 

Diseesitiee: PE~Y. ...... ~ENT 
Traasfer to the Natioaa-l Ai=ehi•;es •11ith the permaneBt eleetroBie reeords to 
•.vhieh the Eioel:lfflefttatioa relates. 

Lot Release System (LRS) Database. 
Supports FDA's lot release program for biologic products. Provides 
information on sample lots for product approval and on the routine release of 
lots.to market. 

Certain records-contain trade secret and confidential comme:r:cial information 
that may not be publicly released; disclosure is subject to the Fr~edom of 
Information Act, the Trade Secrets Act, the Privacy Act, and restrictions in 
other statutes and FDA's implementing regulations. 

2.1 LRS Database -- Data Files. 
System data provides a record of tests performed on product lots that were 
released or rejected. Data may be used to prepare ad-hoc reports and to 
respond to questions concerning the regulation, approval, withdrawal and 
rejection of product lots. 

Includes submission tracking number (STN), license number, product name, 
establishment name, type code, lot number, date sample received, date 
protocol received, final designation code, and final designation date. 

Disposition: TEMPORARY 
Cut off at the end of the calendar year after final action. Delete/destroy 20 
years after cutoff, or when no longer needed for business or reference use, 
whichever is later. 

LR8 Database Outeuts. 
1Bel1:1des reports!qaeries listiag eofttem or portioas of the eoBteBt from LRS 
database. These reports/qaeries are used throughol:lt the lot release proeess 
&Bd pro•;ide geBeral iafermatioa for iBformatioa reqaests. ~ 

Diseesitiee: TEMPORARY 
Delete/destroy wheB BO loager aeeded for administrati•;e or refereBee 
puq,oses, ,v-hlehever is later. 

J 

LR8 Database System Deeumeetatiee. 
1Bel1:1des system operatioa Elftd 1:1ser mElft1:1a-ls, as well as other system related 
materia-ls. 

GRS20 
Item lla2 

New 
Related Authority 
Item B-9 

GRS20 
Items 12 and16 

GRS20 
Item llal 



3 

Dispesitiee: TEMPORARY 
Deleteldestroy whea Sl::IJ3erseded or obsolete, or l::IJ30B amlloriz3ed deletioa of 
the system, 1+v-hiehe7;er is later. 

Lot Distribution Database {LDD). "' 
Includes distribution data supplied by the manufacturer on all non-whole 
blood or tissue biologic products released through distribution channels. 

Data is used to quantify the proportion of adverse events received for 
individual CBER-regulated products, to detect "problem lots," and to track the 
national supply of products during recalls. 

Certain records contain 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 Privacy Act, and restrictions in 
other statutes and FDA's implementing regulations. 

3.1 LDD -- Data Files 
Provides a summary record of product lots reviewed. Data may be used to 
prepare ad-hoc reports and to respond' to questions concerning the regulation, 
approval, withdrawal and revocation of biologic products. 

Includes Document Accountability Tracking System (OATS) log number, 
I 

product name, submission tracking number (STN), manufacturer name, date 
of distribution, quantity distributed, quantity returned, expiration date, bulk 
identification, fill identification, and label lot identification. 

Disposition: TEMPORARY 
Cutoff at the end of the calendar year the related license is revoked or 
withdrawn. Delete/destroy 10 years after cutoff, or when no longer n~eded for 
business or reference use, whichever is later. 

LDD Outputs. 
lB:eludes reports,lqueries listiag eomem or portioas of the eomem from LDD 
database. These r0f)orts,lqueries are used throughout the lot distrieutioa 
traekiag proeess OBd provide geaeral mformatioa for mformatioa requests. 

Dispesitiee: TEMPORARY 
Deleteldestroy whea ao loager aeeded for amniBistrati11e or refereaee 
purposes, w-hiehe11er is later. 

LDD Svstem Deeumeetatiee. 
lB:el-udes system operatioa OBd user maauals, as well as other system related 
materials. -\ 

New 
Related Authority 
ItemsB-30 & 
B-31 

GRS20 
Items 12 and 16 

GRS20, 
Item llal 
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Dispasitiae: TEl\f PORARY 
DeleteJdestroy \YheR sap01'Seded or ehsolete, or apoa &H.thori.lied deletioa ef 
the system, 'tYh-iehe¥er is later. 

Biologics Investigational Related Applications Management System 
(BIRAMS). 
Used to manage- the receipt and review processes for CBER's Investigational 
Related Applications (IRA) including Investigational New Drug Applications 
(IND), Investigational Device Exemptions (IDE)__~d Master Files (MF). 

Certain records contain 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 Privacy Act, and restrictions in 
other statutes and FDA's implementing regulations. 

4.1 BIRAMS - Data Files. 
Data may be used to prepare ad-hoc reports and to respond to questions 
concerning the review of biologic products and master files. 

Includes IRA number, sponsor name, IRA title, date submission received~ and 
final action date. 

Disposition: TEMPORARY 
Cut off at the end of the calendar year after final action. Delete/destroy 30 
years after cutoff, or when no longer needed for business or reference use, 
whichever is later. 

' ' 

Related Authoirty 
Items B-10 & 
B-20 

4-.a BIR.i4..MS Outputs. GRS 20 
meledes r0J)orts,lqaeries listiag eoflteflt or portieas of the eoflteflt fi:E>m Items 12 and 16 
BIR.AM:8 database. These f0J)Ortsh1aeries are ased thro\¼ghoat: the re¥ie>H a:Bd 
m,a:Bagemem of the iw;:estigatieaal related ftf)plieatioa a:Bd pro¥ide geaeral 
ftf)plieatioa iaformatioa for iaformatioa reE:J:1:lests. 

Dispasitiam TEMPORARY 
Delete/destroy ·.vheR ao loager aeeded for admiaistrath•e or refereRee 
p'lll])oses, whiehe¥er is later. , 

BIR.AMS System Deeumeetetiee. 
Inemdes system operation and \¼Ser Rl8fl\¼als, as well as other system related 
materials. 

DiSB8SW8B: TEMPOR.i\RY 
DeleteJdestroy wheR sap01'Seded or ehsolete, or apon &H.thori.lied deletion of 
the system, w-hieh011er is later. 

GRS20 
Item llal 



5 Blood Logging and Tracking (BLT) Database. 
Used to maintain data related to the status and review of applications for 
devices and products related to blood screening and transfusion, as well as 
other analogous products. Includes application information for 51 O(k)s, Pre­
Market Applications (PMA), modular PMA supplements (PMS), New Drug 
Applications (NDA), and Abbreviated New Drug Applications (ANDA), as 
well as related submission correspondence. J 

Certain records contain trade secret and confidential commercial information 
that may not be publicly released; di~closure is subject to the Freedom of 
Information Act, the Trade Secrets Act, the Privacy Act, and restrictions in 
other statutes,and FDA's implementing regul~tions. 

5.1 _ BLT Database - Data Files. 
Provides a summary record of biologic device and drug files. Data may be 
used to prepare ad-hoc reports and to respond to questions concerning the 
regulation and review of biologic device and drug products, as well as their 
status (approved, sub~tantially equivalent, closed, revoked, etc.). 

Includes product name, establishment location, final status date, and 
application status (approved, withdrawal, revoked, substantially equivalent, 
etc.). 

Disposition: TEMPORARY 
Cut off at the end of the calendar year after final action. Delete/destroy 30 
years after cutoff, or when no longer needed for business or reference use, 
whichever is later. 

New 
Related Authority 
Items B-21, B-22 
&B-23 

Y BLT Database Output Doeuments. GRS 20 
Ineludes reports,Lqueries listing eontent or f)Ortions of the eontent &om BLT Items 12 or 16 
database. These reports/queries are used tliroughout the re•,iew a.ad f)OSt 
marketiag f)roeess and f)fovide general Of)f)lieation information for information 
requests. 

Disposition: TEMPORARY 
Delete/destroy •+Yhen no longer needed for admimstrative or referenee 
f)Uf'f)Oses, Vlhieh011er is later. 

BLT Database 8:ystem Doeumentation. 
Inel-udes system Of)eration and :aser manuals, as, well as other system related 
materials.· 

Disposition: TEMPORARY 
Deleteldesti=ey when Sl¼f)erseded or obsolete, or Uf)On authoriiied deletion of 
the system, whiehever is later. · 

GRS20 
Item llal 




