DBMS Consulting Overview,

Generic TMS Dictionary
Updater Demo, and TMS
Update Scripts for WHODrug




Introduction

 Sunil G. Singh of DBMS Consulting, Inc.
e Specialize in Oracle Pharmaceutical and E-

Business implementations and long-term
support.

e Thanks to the OCUG for this
demo/discussion opportunity.




Agenda
D
Present an overview of DBMS Consulting

Present an overview of TMS Dictionary Updating
ISSues.

Present an overview of functionality for Generic
TMS Dictionary Updater Tool.

Briefly discuss Certified TMS WHODrug loading
and updating scripts and conversion scripts from
WHODrug Legacy Type B (INTDIS) format to
WHODrug Type C (Vigibase) format.




Overview of DBMS Consulting

« Consulting organization specializing in OPA and
Oracle E-Business Suite Apps 111
Implementations.

Specialize in migrations, installation and
configuration, technical and functional support
and customized training.

Support can be either long-term on-site support or
remote support on an as needed basis.




Overview DBMS Consulting.(2)

Core group of consultants and part-time specialists
In several technical areas, about 12 members total
for both Oracle ERP/CRM and OPA.

Started In May 1997 with a customised software
development project for SF-36 data.

Headquartered in New York, with an office In
Southern CA.

All full-time staff travel extensively to client sites
and are usually on-call 24-hours.




Overview DBMS Consulting:(3)

 DBMS Consulting currently maintains a long-term
presence in several companies.

 Additionally, remote support is provided to

several organizations.

 Total number of companies that have employed
the services of DBMS Consulting for OPA related
work Is over 30, including CROs, Biotechs,
Pharmaceuticals and Medical Device Companies.




Overview DBMS Consulting.(4)

« DBMS is very price competitive and cost-
conscious

* Tremendous effort to reduce expenses to

customers.

e Guarantee customer satisfaction on all work or no
billing for that work.




Overview DBMS Consulting:(5)

* Tremendous technical expertise in Oracle, with
most members of DBMS having an Oracle DBA
or Development background in either the
Pharmaceutical or Financial sector.

Typically, we are called to solve the most difficult
technical issues or to offer strategic
Implementation advise.

Created a series of architecture diagrams for the
OPA to assist customers with the true
understanding of OPA and the myriad
configuration options available.




CLBCALIDTEL O
DBMS Consulting, Inc.

Oracle Pharmaceutical Applications 4.5 3-Tier Configuration

s 2000 or UNIX Backend

HPLUK 11
3, e W,
5F 4 uppar

ARRS mrepsised
o il Appl Eabion
wrihin Cirecle Forial

PEUB Incudes Fa i
- Barich Yk Famaleri s - .
Procmias Gvaarstion e Windows 2000 BiAS

e {PSLB) Dasmon Reports Server

il othem 3= i
pott Sera Can be 2 miaredabns
50 Fen o b or eeide on
A ApecbaFarma
Sarver raschine

FAAS Apachs Sera 1310
conlla the Jawry comporent of
FARS wrhie i ol s St
g nrd red Foraesh g
o preduce: hixd # st OFR

P:Ll:zjlc:.ml 1)&
n o -E

.I'JI.-FIDEIJ.I'J. For HeQICF on LIND
AR N

PSUA Serdce
Nata
L itanar

Partal 30 Fispoaiiary
ocanacted be Midds
Tiar g Fr THiZ
wred BERS

Cracla Forms
Sarar 6 e e

2ol A
o b Pl
Forial imrequined onky Nl -'
ot THS and ARFIS —— — — ——— ——

Fames Serv ared Repera
Sarver um an Orecle B0
Heres. Apachs Seres amd
ol ot WS comporanis
L b Canche 1T Homs

an s
aniny
Ll

Feaibnbis az PO C et
by Cawerily suppesis
VIS It b oplcer
&x an Winckas NP
s Wirsiossm BTN

LEGEND

Gracla - o i
J=Initiator " —y - c
Hindtiskcr el mquied Process Funning K21 ad
on madhine Posisaipt Fles

Fed wotral
charin, bip
B0 can b
ainblinbad vin
atFH or b

Acdoba Acrobat
Raader 5.05%.0
ARRZ Gbtal NMarisuascs URL
Ardoba OPA o . App_ s fliny 1-' an? papy - Dk or Flcs le:l_nl'r;l
POF Flugin ARFIS: Apphoat : etff———fipe COTITAMEREN Birany Coda
ey oretds_§ ~F i B Fioa
o irain ap L LLt 3

tak W A [

Jawa Enabled Wb Browser

Get Global OC Done. Right.




Other OPA-Related Products and
Services

-
Developing an automated testing tool for the OPA, called OPA-
Tester.

Working with Torsten Adam and PharmaSOL to develop and
market the Generic TMS Dictionary Updater.

Partnership with the WHO-UMC to develop certified loading
and update scripts for all WHO dictionaries for TMS, including
updating WHODrug Type B to WHODrug Type C Dictionaries
already loaded in TMS.

Full set of VValidation test cases for Oracle AERS

Custom development and integration with other 3" party tools.
Flat-rate customized functional and technical OPA training.
Technical recruiting for Oracle-related requirements

SF-36 tool for Cardiac Rehabilitation centers in the US.




Background of the TMS
Dictionary Updating Issues

« The current process to update a vendor dictionary in TMS,
such as WHODrug or MedDRA, requires the creation of
an additional update script. The initial loading script for
these dictionaries can only be used once, for the initial

load.

The creation or development of this update script is not a
straightforward process. It requires either

— calling tms_load_dictionary.migrateterms which
depends on DICT _CONTENT_CODE mappings

— calling tms_user_mt_dictionary.updateterms which
depends on DICT_CONTENT _ID mappings




Background of the TMS
Dictionary Updating Issues(2)

* Generally, the effort and resource costs to create these
update scripts is much more than effort to create the initial
loading scripts.

« Additionally, several other problems exist in the current

TMS Dictionary updating process.

— Existing VTAS need to be manually remapped to new matches, if
new autoencoding matches are available

— Global VTAs need to be manually copied to a Virtual TMS
Dictionary domains, since currently Global VTASs are not
propagated to the Virtual Dictionary Domain.

— Impact Reports need to be developed to show potential changes to
coded terms and VTs before an actual update is performed in a
production environment

— The Virtual Dictionary Creation and the update to the base
dictionary need to occur on the same calendar day.




Overview of Generic TMS
Dictionary Updater Tool

* As asolution to all of these problems, DBMS Consulting
and PharmaSOL have developed a tool to perform updates
based upon the initial TMS loading script.

The idea behind this tool is to leverage an organization's

existing investment in their initial loading scripts without
having to re-invent and develop specialized updating
scripts

The Generic TMS Dictionary Updater also provides
powerful impact reports which will predict the effect of an
update on a given TMS environment without actually
performing this update




Specific Advantages of the TMS
Dictionary Updater Tool

e The Generic TMS Dictionary Updater Tool works
Independently of the TMS Dictionary structure, 1.e., It
works for updating any valid TMS Dictionary structure
regardless of external VVendor dictionaries, such as

WHODrug and MedDRA, or internal custom dictionaries.
— Group Level Classifications

— Updates to non-derivable levels

— Primary Path and Primary Link Dictionary Structures

Tremendous cost savings to existing TMS customers since
update scripts need not be developed, tested, and validated
for each dictionary




Specific Advantages of the TMS
Dictionary Updater Tool(2)

Predictive update impact reports can be generated
as soon as the TMS PREDICT _CONTENTS and
TMS PREDICT_RELATIONS are loaded with

the initial loading script

Automatic reclassification of VTAS when an exact
autoencoding match exists

Very simple interface to use and operate
Very simple installation procedure




Updating a TMS dictionary using
the TMS Dictionary Updater

Identify the new source data for an update (such as
MedDRA 6.1 distribution)

Load the Data into TMS predict tables as if it was

an initial TMS Dictionary Load, using the existing
procedures and code.

Before Activation, launch the Generic TMS
Dictionary Updater

Run the impact Reports to see the potential inserts
to Dictionary Levels and Reclassified VTAS




Updating a TMS dictionary using
the TMS Dictionary Updater(2)

e Launch the Prepare PREDICT step,
spawning Batch jobs in the database

* Examine the Declassification Report, which

shows all Declassified VTAS

* Optionally run Activation in Check Mode
or Transfer Mode.




Test case example with MedDRA
6.0 to MedDRA 6.1 data

e Using a subset of the MedDRA 6.1 update from 6.0, we
have created a set of walk-through screen shots of a
MedDRA update using the Generic TMS Dictionary
Updater

— New LLTs

e Conjuctival Swelling (LLT 10060702) linked to PT
Conjunctival Oedema (PT 10010726)

» Telanglosis (LLT 10060714) linked to PT Capillary Disorder
NOS (10007190)

— LLTs which become Non-Current
 Colour Vision Deficiencies (LLT 10010054)
» Raised Liver Enzymes (LLT 10037823)
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pharmasof de  Generic TMS Dictionary Updater v0.9

Page 1: Prepare PREDICT tables

Predict Group |MEDDRA AG ~| then.. Dictionary |MEDDRA

Choose Options... Display optional Report...

List ALL new verbatim terms

Update ALL DICT_CONTENT ALT CODE I~

..with PREDICT value 5_1 List new Automatches for Y TAs

Display Unapproved Terms in Reponis [

Prepare PREDICT

=

I

Log file: citmp Change Location

Thiz camnubar arnnram i= nrnbactkad ho canmrinhbt law and inbernablinnal beeatiee




fﬂ psi_dictupg_addterms: Previewer

File Wiew Help

28 &x | ® | EE Db | Pl | ?
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solutions for the
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Dictionary Upgrade Added Terms

Listed Dictionary: MEDDRA

(Migrating from version 65010 6.1 )
Liat Unapprovcd Tcrma: Ho

Hew term

Hew code Hew Level

conjunctival Sweling
Telanglozsis

10060702 LLT
1006071 4 LLT




H psi_dictupg_addterms: Previewer

File Wiew Help
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solutions for the
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Dictionary Upgrade Added Terms
Listed Dictionary: MEDDRA

[Migrating from werzion 60to 6.1 )

List Unapproved Terms: Ho

Yerbatim Term coded to Hew Term Domain Hew term

Hew code

0Old Term used for coding

i

0ld Code used
for coding

COMJUMCTM AL SWELLIMNG

MECDREA_DOM  Conjunctival Swelling

10060702

Swvelling

10042674
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pharmasof .de  Generic TMS Dictionary Updater v0.9

Page 1: Prepare PREDICT tables

Predict Group |MEDDRA AG ~| then.. Dictionary |MEDDRA

Choose Options... Display optional Report...

List ALL new wverbatim terms

Update ALL DICT_CONTENT ALT CODE I

..with PREDICT value 5,1 List new Automatches for YTAs

Display Unapproved Terms in Reports [

Prepare PREDICT

x[ =

-
\:!1) Do you really want ko run this job?

[

Log file: Cldbms'meddratmeddrabl_update_subsetiload Change Location |

Thiz ~omnuibar nenoram i neabtectad bon cononmoht law and inbernabinnal beahes

Record: 1/1




m Dictionary Maintenance in Progress

Executing... =0l

Job Status Progress

tionary Updater v0.9

Updating 1Ds %

Insert DELETES into CONTENTS Yo

Insert DELETES into RELATIONS nary |I'I.I|ED[.'IRA

Delete redundant CONTENTS
ay optional Report...

Delete redundant RELATIONS

List ALL new verbatim terms
Identify UPDATEs

Run Declassification Report List new Automatches for YTAs

Update dict. version in prod. tables.
Unapproved Terms in Reports [

Cancel

Ife

IVicey

Loy

i £

i& Upgrading Dictionary MEDDRA from version 6.0 to version 6.1.
PREDICT processing started at 06-SEP-2003 16:56

STEP10 entered with Job 1D 30

STEP10 started at 06-SEP-2003 16:36:41

I

Log file: Cidbmsimeddraimeddrabl_update_subsetiloadwupd MEDDRA  Change Location




£ Dictionary Maintenance in Progress

Executing... 3

Job Status Progress

Updating IDs "o

Insert DELETES into CONTENTS " atim terms

Insert DELETES into RELATIONS
as for YTAs

Delete redundant CONTENTS
Delete redundant RELATIONS in Reports [
Identify UPDATEs

Run Declassification Report

Update dict. version in prod. tahles.
Log
Up
PF Cancel
51 .
51
STEP10 completed at 06-SEP-2003 17:58:24
PREDICT IDs successfully updated! 0 PREDICT Records processed.
STEP20 entered with Job ID 60
STEP20 started at 06-SEP-2003 17:59:14
STEP20 completed at 06-SEP-2003 17:59:19
DEL statements successfully inserted into PREDICT_CONTENTS! 0 PREDICT Records
processed.

.

Log file: Chdbms'meddra‘meddrabl_update_subsetiload'upd_MEDDRA  Change Location |

Thiz computer program iz protected by copyright law and international treaties.
Unauthonzed use of thiz program, or any portion of it, iz strictly forbidden.
However, you may copy, use and diztrnibute this program for evaluation purposes.




£ Dictionary Maintenance in Progress

Executing...
Job Status Progress

Updating IDs "

Insert DELETES into CONTENTS % htim terms

Insert DELETES into RELATIONS
as for YTAs

Delete redundant CONTENTS
Delete redundant RELATIONS in Reports [
Identify UPDATEs

Run Declassification Report

Update dict. version in prod. tables.
Log
Up _
PF Cancel
ST .
ST
STEP10 completed at D6-SEP-2003 17:58:24
PREDICT IDs successfully updated! 0 PREDICT Records processed.
STEP20 entered with Joh 1D 60
STEP20 started at 06-SEP-2003 17:59:14
STEPZ0 completed at 06-SEP-2003 17:59:19
DEL statements successfully inserted into PREDICT_CONTEMNTS! 0 PREDICT Records
processed.

=l

Log file: Cldbms'meddra\meddrabl_update_subsetloadupd MEDDR2  Change Location |

Thiz computer program 15 protected by copynght law and international treaties.
Unauthonized use of thiz program, or any portion of it, iz strictly forbidden.
However, you may copy, use and distribute thiz program for evaluation purposes.




fl 8 Dictionary Maintenance in Progress

Executing... 3

Job Status Progress
Updating IDs "

Insert DELETES into CONTENTS o atim terms

Insert DELETES into RELATIONS
b for YTAS

Delete redundant CONTENTS
Delete redundant RELATIONS in Reports [
Identify UPDATEs

Run Declassification Report

Update dict. version in prod. tables.
Log
Up _
PF Cancel
| .
Y|
STEP10 completed at 06-SEP-2003 17:58:24
PREDICT IDs successfully updated! 0 PREDICT Records processed.
STEP20 entered with Job 1D 60
STEP20 started at 06-SEP-2003 17:59:14
STEP20 completed at 06-SEP-2003 17:59:19
DEL statements successfully inserted into PREDICT _CONTENTS! 0 PREDICT Records
processed.

I

Log file: Cidbmsimeddraimeddrabl_update_subsetloadwpd MEDDRA  Change Location

Thiz computer program iz protected by copynight law and international treaties.
Unauthorized use of thiz program, or any portion of it, is strictly forbidden.
However. you may copy. use and distribute thiz program for evaluation purpozes.
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File Wiew Help

222 | @x| ® | W E b Pl | ?
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Declassified VYerhatim Terms Domain Declass. Reason
COLOUR VIZION DEFICIEMCIES MMEDDEA DO TEREM DELETELD
CONJUNCTIVAL 3WELLING MMEDDEA DO NEW AUTOMATCH
RAISED LIVER EHZYIES MEDDEA DO TEREM DELETELD




Executing...
Job Status

Updating IDs
Upe
Insert DELETES into CONTENTS
Insert DELETES into RELATIONS
Delete redundant CONTENTS
Delete redundant BELATIONS
Identify UPDATEs
e Run Declassification Report
|i Update dict. version in prod. tahles.

Upgr
PREI

Frogress

g

%

STEF
STEF

Cancel

STEF

i PREDICT kables processing completed. Check log File For error
Mmessages,

|

Log file: ClidbmsimeddraimeddrabT_update subsetiloadwpd M

m terms

for ¥TAs

Reports [~

GEDici

Waintenance run on same

[

EDDRA  Change Location |

Thiz computer program iz protected by copynght law and international treaties.
Unauthonized use of this program, or any portion of it, is strictly forbidden.
However. you may copy. use and distribute thiz program for evaluation purposes.

Record: 1/1




B upd MEDDRAPP2_200309061954. log - Notepad
File Edit Search Help

llpgrading Dictionary MEDDRAPP2 from version 68 to version 60.

PREDICT processing started at B6-SEP-28083 19:54

STEP18 entered with Job ID 838

STEP18 started at B6-SEP-28683 19:55:34

STEP18 completed at B6-SEP-20803 28:48:59

PREDICT IDs successfully updated? 58571 PREDICT Records processed.

STEP28 entered with Job ID 848

STEP28 started at B6-SEP-28683 20:42:81

STEF28 completed at B6-SEP-2883 28:42:51

DEL statements successfully inserted into PREDICT_CONTENTSY 555 PREDICT Records processed.
STEP38 entered with Job ID 858

STEP38 started at B6-SEP-20083 20:44:08

STEP38 completed at B6-SEP-28083 28:46:29

DEL statements successfully inserted into PREDICT RELATIONSY 3857 PREDICT Records processed.
STEP4B entered with Job ID 868

STEP4B started at B6-SEP-2883 20:47:0889
STEP4A completed at B6-SEP-2883 28:58:58

58311 redundant records in PREDICT COHTEHTS successfully deleted?! CREATED BY statement set
to pharmasol.

STEP58 entered with Job ID &7@

STEPSH started at B6-SEP-28683 20:59:11

STEPSH completed at @6-SEP-2803 21:15:38

118898 redundant records in PREDICT RELATIONS successfully deleted! CREATED BY statement set
to pharmasol.

STEP6A entered with Job ID 888

STEPG6B started at B6-SEP-2883 21:15:55

STEFG6H completed at B6-SEP-28083 21:15:58

166 UPD statements in PREDICT COMTEMTS successfully updated?

STEP78 entered with Job ID 898

STEP78 started at B6-3EP-2883 21:16:06

STEF78 completed at B6-SEP-28083 21:16:43

Declassification Report execution completed.

PREDICT processing completed successfully.

STEP8A entered with Job ID 288




pharmasol .de  Generic TMS Dictionary Updater v0.9

FPage 2: Activate Terms

Predict Group | then... Dictionary |

Press the button "Activate' if you want to run Display optional Report...
the activation job to move the data from the
PREDICT tables into the productive DICT
tables.

Choose with the following tick box

whether you want to run a testactivation first. List new Automatches for VTAs

List ALL new werbatim terms

Run Activation in TEST mode? v Display Unapproved Terms in Reports [

2 f 2 Activate Terms

Log

0 redundant records in PREDICT_RELATIONS successfully deleted! CREATED_BY
statement set to pharmasol.

STEPG0 entered with Job ID 170

STEPG0 completed at 06-SEP-2003 18:37:32

2 UPD statements in PREDICT CONTENTS successfully updated!

STEP70 entered with Job ID 180

STEP70 started at 06-SEP-2003 18:37:54

STEP70 completed at 06-SEP-2003 18:40:14

Declassification Report execution completed.

PREDICT processing completed successfully.




pharmasof .de  Generic TMS Dictionary Updater v0.9

Page 2: Activate Terms

Predict Group | then... Dictionary |

Press the button 'Activate' if you want to run Display optional Report. ..
the activation job to move the data from the
PREDICT tables into the productive DICT
tables.

Choose with the following tick box

whether you want to run a testactivation first. List new Automatches for ¥ TAs

List ALL new wverbatim terms

Run Activation in TEST mode? [~ Display Unapproved Terms in Reports [

2 f 2 Activate Terms |

Loy

0 redundant records in PREDICT_BELATIONS successfully deleted! CREATED BY |
statement set to pharmasol.

STEPG0 entered with Joh ID 170

STEP60 completed at 06-SEP-2003 18:37:32

2 UPD statements in PREDICT CONTENTS successfully updated!

STEPY0 entered with Joh ID 180

STEPY0 started at 06-SEP-2003 18:37:54

STEPY0 completed at 06-SEP-2003 18:40:14

Declassification Report execution completed.

PREDICT processing completed successfully.

ecord: 141

Help Topics on the Help Menu,
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Validation

» Developing a Validation Document Set
— Requirements Specification
— Functional Test Protocol

— SDLC Development and Configuration Management Protocol

— User and Installation Guide

 Validation process is the comparison of updated
dictionaries using the Generic TMS Dictionary Updater of
standard MedDRA and WHODrug dictionary to initial
loads of the more current version (e.g. compare update of

MedDRA 5.1 to 6.0 against the data for an initial
MedDRA 6.0 load)

« Additional comprehensive test cases for VTA
declassification and reclassification and report accuracy.




Ongoing enhancements

-
Web Enabled version

Use of user-defined External Search Objects
for automatic VTA reclassification

Patient information on reports

Global VTA propagation to Virtual
Dictionary Domains

Automatic viewing of job log files
Browse button for Log directory settings




Overview TMS Loading/Update
Scripts for WHQO Dictionaries

« DBMS Consulting has a partnership with the WHO-UMC
to produce the certified TMS Loading scripts for the new
Type C (Vigibase) and existing WHODrug (Type B)
format

Certified update scripts for existing TMS Customers with
legacy WHODrug format who wish to use new WHODrug
Type C (Vigibase) format

This update retains the previous TMS structure used by
customers based on the WHODrug structure previously
defined in the TMS documentation.




Overview TMS Loading/Update
Scripts for WHO Dictionaries(2)

Since Type C is now based on a new key of
Medicinalprod _id, this Medicinalprod_1d must be mapped
to the previous key, which is the concatenation of Drug
Record Number with Sequencel with Sequence?

DBMS Consulting and WHO-UMC have worked on a
mapping algorithm to join these two sets of keys.

Additionally, some specific techniqgues must be employed
to overcome the classification level unigueness
requirement in TMS, since the Drug Name itself is no
longer unique, but was previously unique

See more in the DBMS Consulting, WHO-UMC
presentation on migrating to the Type C structure from a
Type B format on 9-Sep-2003 in the TMS Focus Group




Development and Testing process
for WHODrug Updates

Dictionary update files and cumulative dictionary files are
released to DBMS on a quarterly basis.

WHO-UMC provides specific data on number of expected
records, checksums and specific pieces of data and their
expected derivations.

DBMS loads a new dictionary and updates the previous
quarter’s dictionary.

DBMS and WHO-UMC verify the expected records,
checksums and the specific test cases/expected derivations
In a test protocol document.

WHO-UMC certifies that specific quarter’s initial load and
update into TMS.




Current Products in Development

 [Initial Certified TMS Loading scripts for Vigibase
WHODrug format into a new TMS format.

 Certified Update TMS Loading scripts for

Vigibase WHODrug format into existing (Type B)
TMS structures.

« Tested and certified update scripts for WHODrug
1Q 2003 for new (Vigibase) TMS structures




Overview of Future Development

e Special WHODrug autoencoder for TMS.

e Concatenated ATC -> Level Detall certified
WHODrug structure.

o Certified WHOArt and ICD TMS
Dictionary Loading/Update Scripts.




Q&A.

* Please come to Booth 3 with any additional
guestions and more detailed demos, and
also for:

— Free Flashlight
— More Brochures, posters and cards




