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Goals

 |dentify the advantages of having an integrated
OC/TMSAERS environment with one set of

dictionaries.
|dentify the technical prerequisites of having an

Integrated OC/TM S/AERS environment with one set
of dictionaries.

Examine the business use prerequisites between
Pharmacovigilance (PV) and Clinical Data
Management (CDM) groups to make one set of TMS
dictionary utilization possible.




Goals (2)

e Examine possible periodic update paths for
MedDRA and WHODrug in acommon
environment.

e Suggest possible integration friendly
Improvements in the AERS TM S dictionary
structures.




Technical Prerequisites

OC/TMS/AERS environment integration:
e Common instances with UTF8 characterset

—Oracle Intermedia and Text Server installed

— Oracle Portal installed

o Optionally integrated or separate Windows
Middle Tiers




Technical Prerequisites(2)

OC/TMS/AERS environment integration:

o Optional separate TMS repository instance
(TMS 4.5.2) which is called by both separate

OC and AERS environments

« Thiscould potentially have impacts on
processing time and Is outside the scope of
this current discussion.
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Prerequisites for Using the Same
TMSDictionaries

OC/TMS/AERS environment integration:

« Agreement between all users on the structure
of the WHODrug and MedDRA dictionary

being the AERS default structure.

* Agreement between all users for acommon
update schedule of the same TMS WHODrug
and MedDRA Dictionaries.




Prerequisites for Using the Same
TMSDictionaries(2)

OC/TMSAERS environment integration:

« Agreement on universal acceptance of coding
between PV and CDM groups, or agreement on

process changes to support separate coding though
different TMS Dictionary Domains.

Since Global VTASs can be used simultaneously with
Domain VTAS, wherethe Domain VTAs take
precedence over the Global VTAS, multiple sets of
coding including Global VTASs are possible.




Dictionary Sructure: OC/TMS
MedDRA
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Dictionary Structure: LLT Level

* Implications of Agreeing: OC/TMS MedDRA
Classification Group at the LLT level
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Dictionary Structure: LLT and
PT Levels

 Implications of Agreeing: AERS'TMS MedDRA
Classification Group at the LLT and PT levels
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Dictionary Sructure: MedDRA
Derivation in OC

* Implications of Agreeing: OC/TMSall 5 MedDRA
levels derivable




Dictionary Sructure: : MedDRA
Derivation in AERS

e Implications of Agreeing: AERSTMS all 5
MedDRA levels derivable




Dictionary Sructure: WHODrug
ATC Derivation in OC

 Implications of Agreeing: OC/TMS WHODrug
Type B2 dictionary has a Primary Link for deriving
ATCs




Dictionary Sructure: WHODrug
No ATC Derivation in AERS

* Implications of Agreeing: AERS'TMS WHODrug
Type B2 dictionary does NOT derive ATC codes.




Dictionary Sructure: MedDRA
Summary

.
|mplication Summary:

e OC MedDRA userswill codeto LLT and PT
levels if the AERS MedDRA dictionary Is

used. Thisisnot so significant asall PTsare
Included inthe LLT level of MedDRA, so the
same coding would be available as in the case
where LLT level only Is used.




Dictionary Sructure: WHODrug
Summary

.
|mplication Summary:

« OC WHODrug userswill not derive ATC
code sif the AERS WHODrug dictionary Is

used. Thismay be more significant if ATC
codes are required in OC, but work-arounds
could be used where views directly from TMS
extract all possible ATCsto SAS.




Common Dictionary Updates

Implications of agreement for common
MedDRA and WHODrug updates:

* AERS can update as needed for MedDRA and
WHODrug. Typically all versions of
MedDRA are applied in AERS, while
WHODrug istypically applied Quarterly or
Semi-Annually or Annually depending on the
company’ s subscription frequency.




Common Dictionary Updates:
Virtual Dictionaries

Implications of agreement for common
MedDRA and WHODrug updates:

 Virtua Dictionaries are created by default in

the AERS dictionary update process. Virtual
dictionary domains (VDD) for OC can be
created Immediately after the AERS
dictionary update process to accommodate
existing studies. One VDD should be made
for each TMS Domain related to OC in the
base dictionary.




Common Dictionary Updates:
Control Recoding

|mplications of agreement for common
MedDRA and WHODrug updates:

* Recoding for both AERS and OC can be

controlled by setting the Virtual Dictionary
Domain to the existing OC Studies or AERS

Cases.




Common Dictionary Updates:
|mpact Reports

Implications of agreement for common

MedDRA and WHODrug updates:
lmpact reports can continue to run as

previoudly run from either copy-of-production
environments, or from the TM S Predict tables.
However, If the predict tables are used, the
default AERS TMS Dictionary update scripts
should be modified to have a SQOL accept
statement or pausing mechanism to allow time
for running the impact reports.



Common Dictionary Updates:
Summary

|mplications of agreement for common
MedDRA and WHODrug updates:

e OC userswill update MedDRA semi-

annually; thisis probably the same in both the
OC/TMS and AERS/TMS environments.

e OC userswill update WHODrug on the
schedule require for AERS PV users, but
Virtual Dictionary controls can prevent any
unnecessary impact to coding.




TMS Domains

Implications of agreement for common TMS

Domains or creating separate TMS Domains
for OC.:

 All AERS Coding isstored inthe TMS
Domain "Latest". When coding is updated
from AERS, the domain Latest is updated.

e OC should have separate Domains for

Indication or Therapeutic Area, or by Sponsor
as required.




TMSDomains: VIAS

- i
Implications of agreement for common TMS

Domains or creating separate TMS Domains
for OC.:

 |f Global VTASs can be used, then there should
be a periodic review process for promotion of
VTAsto Global VTASsIf thereis consistency
In the OC and the AERS L atest domains.

 |tispossiblethat some OC studies might also
want to use the Latest domain if these studies
would accept coding from AERS universally.




| mprove Common Dictionaries

Suggestions for improving potential AERS and OC
common use of the same TM S dictionaries:

* Provide some loading configuration

parameters in the AERS load of WHODrug to
allow the possibility of derived ATCs.

* Provide some options for loading of MedDRA
to control the classification level.




|mprove Common Dictionaries (2)

Suggestions for improving potential AERS and OC
common use of the same TM S dictionaries:

* Provide an optional built-in pause or

continuation before activation of updates to
MedDRA and WHODrug from AERS. This
would allow any impact reports for dictionary
updating to run before TM S activation.




Overall Benefits

N
Reduction of initial loading time for MedDRA anad
WHODrug in TMS.

Reduction in validation costs for updating MedDRA
and WHODrug iIn TMS.

Reduction in processing time for updating MedDRA
and WHODrug iIn TMS.

Facilitation of possible standardization of some
coding terminology between CDM and PV groups.

Administrative and maintenance cost reduction by
making use of combined OC/TMSAERS instances
as well as common dictionaries.




Additional Questions.?

]
e E-mall:
e Cdl: US001-860-983-5848

 Electronic copieswill be posted on the
OCUG Intranets Site and
www.clinicalserver.com




