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Goals

i
e Identify the advantages of having an integrated

OC/TMS/AERS environment with one set of
dictionaries.

Identify the technical prerequisites of having an
integrated OC/TMS/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)

* Examine possible periodic update paths for
MedDRA and WHODrug in a common
environment.

e Suggest possible integration friendly
improvements in the AERS TMS dictionary
structures.




Technical Prerequisites

OC/TMS/AERS environment integration:
e Common instances with UTFS characterset
— QOracle Intermedia and Text Server installed

— Oracle Portal installed

e Optionally integrated or separate Windows
Middle Tiers




Technical Prerequisites(2)

oy
OC/TMS/AERS environment integration:

e Optional separate TMS repository instance
(TMS 4.5.2) which is called by both separate
OC and AERS environments

e This could potentially have impacts on
processing time and 1s outside the scope of
this current discussion.




Benefits of Integration

OC/TMS/AERS Implied Benefits

Maintaining a single Maintain. monitor & patch one instance
production instance Reduce amount of human administration

effort

One backup and Reduce backup and DRP planning and
recovery plan resources

One load of TMS  |[Reduce space utilization and possibly
dictionaries processing time of batch jobs

One set of MedDRA |Load and update one set of MedDRA and
and WHOdrug WHOdrug dictionaries

dictionaries




Prerequisites for Using the Same
I'MS Dictionaries

OC/TMS/AERS environment integration:

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

being the AERS default structure.

Agreement between all users for a common

update schedule of the same TMS WHODrug
and MedDRA Dictionaries.




Prerequisites for Using the Same
I'MS Dictionaries(2)

[
OC/TMS/AERS environment integration:

e 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 VTAs can be used simultaneously with
Domain VTAS, where the Domain VTAS take
precedence over the Global VT As, multiple sets of
coding including Global VTAs are possible.




Dictionary Structure: OC/TMS

% MedDR:A Dictionary
'J—"— Primary Path Group
'$L!E:':.-':5:terru Jrgan Class
'J-"—-—-— High Level Group Term
'J-"—-—-— High Level Term
'J—"—-—- Preferred Term
'J—"—- Lowvest Level Term

|—"='fI-::—j “erbatim Term

i1z mpecial Search Categary

= E Ff: Preferred Term

|—"='fI-::—j werbatim Term

i mpecial Search Category
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MedDRA

e Default OC/TMS
MedDRA with Primary

Path Dictionary

e Note only the LLT level is

used for coding
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)

Dictionary Structure: AERS/TMS

=HhdedDRA,

Rt ;
‘S-Primary Path Group
L - . -
I=REyatem Organ Class
S :
IZ-High Level Group Term
L -
I=-High Level Term
L -
=-Preferred Term

|:LI:I'-."'.-'E!F Lewel Term

=econdary Search Category

=Preferred Term
|:Ln:n'-.-'-.-'E:r' Level Term
=econdary Search Category
I=Fverbatim Coding Group
werbatim Term
=Preferred Term
|:Ln:n'-.-'-.-'E:r' Level Term

=econdary Search Category

DBMS Consulting, Inc. © 2005

MedDRA

AERS/TMS MedDRA
Dictionary

Agreement between
CDM and PV groups
implies using a coding
group of both LLT and
PT
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%% WhoDrug wMULTIPLE ATC . .
-] ATC Classification Grouy Dictionary Structure:

ELATC

|J_'|_ £ ATCS
|_ AT
- Preferred Mame

oo OC/TMS WHODrug Dictionary

et ityEll o Note that a Primary Link allows
'—" et some type of derivation of ATCs

-'— verbatim Term
=-Preferred Mame
= Y MO
:Drug Constituents
I—::—----.:.u_n_uu_n;: of Drug
-t Source of Drug

= hanutacturers
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Dictionary Structure:

I=FAnatomical-Therapeutic-Chemical Classification
=RATC Level One
GLATC Level Three o —
I—.'-"-.TIZIZ Lewvel Four

I=-Preferred Name

él_E:-:.-'ru:nn':.-'m o AERS / TMS WHODru g

|—I:Z:-:-rnr:-:ar|':.-' Product Mame

=-Drug Constituents D 1 C tl on aI'y

I—E:-:-ur-::e of Drug Information

Z-werbatim Term Clagsification Group ° Agreement between CDM and
Vethatim Term PV groups implies that no ATCs
Regulatory Group MName Would be deered tO OC

=-Preferred Mame
'é" YN0
|_':'3'"'43"5*”':.-' Product Mame
(Z-Drug Constituents
L saurce of Drug Information
Manufacturers

=ource of Drug Information
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Dictionary Structure: LLT Level

e Implications of Agreeing: OC/TMS MedDRA
Classification Group at the LLT level

Classifications | Actions
lobal? YTA SubType i—omment
L Classify VT | [ r.ﬁ.ccepte-d ""'i [
ey Enter Motes™ Search Type Dictionary Term
| Stanciard «| [ | Open Query TJ |
Term Id Level
Aortic valve stenozsis |EEEEIT'”I |LLT
e !Eu:tu:upia cordis 345161 LT
o iDuctus arteriozus stenosis fetal 343951 HEF
_T |atresia biliary 1231401 | T
T i':cungen'rtal tricuspid valve stenosis 312271 LLT

e iCn:ungen'rtal pulmonary valve stenosis 311681 [l

® Current DT O Mo O Al " hot approved 4|
Coal WTA O po @ o4 " Mot approved




Dictionary Structure: LLT and
PT Levels

e Implications of Agreeing: AERS/TMS MedDRA
Classification Group at the LLT and PT levels

Classifications | Actions

Global? WTA SubType Commerit
Classify vT | [ | Acoepted |
GILery Erter MotesY Search Type Dictionary Term
| Standard - [ | Dpen Query | |
ITerm - Id

_T [Blood 1 25-diydrozey vitamin D decreased 1348761

1348751
_T |[Blood 1,25-dihydroxychalecalciferal 1436531

i iElIu:u:ud 1 ,ES-dihycﬁnx'ﬁfch—DIecaI—ﬁe_ml decreazed |1 372451
1372471
.Eu.:u:.d 25-Freddronsy vitamin D2 1426261

@ Cyrrent DT T po O A @ Approved 0 Mot approved 4|
Al VTA U po @A O Approved U Not approved




Dictionary Structure: MedDRA
Derivation in QC

e Implications of Agreeing: OC/TMS all 5 MedDRA
levels derivable

% Pritnary Path Graup N
s sl i (T 0T
1'=-=ystem Qrgan Class
2 'f;'-‘%—éHigh Level Group Term Parent Chilcd
3 < High Level Term Lewvel Mamd€ Primary Path Groug 2 Level Mame [Preferred Term
4 'f—)%—éF'referred Term Shatt Mame ;E-'pg Short Mame iF'T :
5 'J—"—éLDwest Lesel Term Mandatary? [ Mandatory? v
]; I—"-’-Ié"-ferhatim Term Mary Cardinality? [ Many Cardinality? [
-i--i: Special Search Catec) Pritary Link? [

F'r'eferred Term Pritmaty Path Link? [v
'J—"—éLcuwest Level Term C Derivable? W D

T |—“-’-LE erbatim Term
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Dictionary Structure: : MedDRA
Derivation in AERS

e Implications of Agreeing: AERS/TMS all 5
MedDRA levels derivable

=~Pritmary Path Graup
I 'f—"—Sﬁ,fstem Origan Clazs
R 'é—High Lewvel Group Term
3 'éJ-High Lewvel Term
4 'é'—F'referred Term

Relation Type i[euel w

Parent iZhildd

Level Mam !F'rim-érn_.; Path érﬁhp

Shart Mame |PPG Shart Name [PT
5 |:Ln:uwer Level Term Mandatory? [ Mandatary? v
secondary Search Category Mary Cardinality? [ harry Cardinality? [

el referred Term

Primary Link? [

Lowver Lewvel Term Primary Path Link? v

secondary Search Category

DBMS Consulting, Inc. © 2005 Presented by: Sunil G. Singh



Dictionary Structure: WHODrug
ATC Derivation in QC

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

5 ATC Classification Group ) o e e—— |

Parent _hilcd
Level Mam | TC Claszification G@ Level Mame |F'referred Marme
Short Mame [ATC | Shart Hame [P |
Mandstory? [ handatory? [
hiany Cardinalty? v hany Cardinality? [

Primary Link? [

----- Primary Path Link? [
I—Ii--"-SDurEE of Drrug Detivable? v
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Dictionary Structure: WHODrug

No ATC Derivation in AERS

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

Lnatomical-Therapeutic-Chemical Classification G
CATC Level One
I'J_-L"I'I'ITI: LE"."E' T'|||'|||'|:|
2l
G-ATC Level Three
|—.'-"-.T|::Z Level Four
aFreferred Mame
=R Synonym

|—|:::.:. mpany Procduct Mame
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Parert Child
Level Mame Preferred Name
=hott Mame iF'r-j
handatary? [

hary Cardinality? [w

Lewel Mam '.'~"-.r|:atn:nrnh:::al-Ther‘:a;:ual.ﬂin::-i:r'
shart Mame %.';'-.Tn::: '
Mandatory? [
hany Cardinalty? [w
Primary Link? [
Primary Path Link? [
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Dictionary Structure: MedDRA
Summary

Implication Summary:

OC MedDRA users will code to LLT and PT
levels if the AERS MedDRA dictionary 1s

used. This 1s not so significant as all PTs are
included in the LLT level of MedDRA, so the
same coding would be available as 1n the case
where LLT level only 1s used.



Dictionary Structure: WHODrug
Summary

Implication Summary:

OC WHODrug users will not derive ATC
code s if the AERS WHODrug dictionary 1s

used. This may be more significant if ATC
codes are required 1n OC, but work-arounds

could be used where views directly from TMS
extract all possible ATCs to SAS.



Common Dictionary Updates

Implications of agreement for common
MedDRA and WHODrug updates:

AERS can update as needed tor MedDRA and

WHODrug. Typically all versions of
MedDRA are applied in AERS, while
WHODrug 1s typically 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:

Virtual 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 1n the
base dictionary.




Common Dictionary Updates:
Control Recoding

Implications of agreement for common
MedDRA and WHODrug updates:

e 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:
Impact Reports

Implications of agreement for common
MedDRA and WHODrug updates:

Impact reports can continue to run as

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




Common Dictionary Updates:
Summary

Implications of agreement for common
MedDRA and WHODrug updates:

OC users will update MedDRA semi-

annually; this 1s probably the same 1n both the
OC/TMS and AERS/TMS environments.

OC users will 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 1s stored in the TMS

Domain "Latest". When coding 1s updated
from AERS, the domain Latest 1s updated.

OC should have separate Domains for
Indication or Therapeutic Area, or by Sponsor
as required.




TMS Domains: VIASs

oy
Implications of agreement for common TMS

Domains or creating separate TMS Domains
for OC.:

If Global VTAs can be used, then there should
be a periodic review process for promotion of
VTAs to Global VTAs if there 1s consistency
1n the OC and the AERS Latest domains.

It 1s possible that some OC studies might also
want to use the Latest domain if these studies
would accept coding from AERS universally.




Improve Common Dictionaries

)
Suggestions for improving potential AERS and OC
common use of the same TMS dictionaries:

e Provide some loading configuration
parameters in the AERS load of WHODrug to

allow the possibility of derived ATCs.

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




Improve Common Dictionaries (2)

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

e 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 TMS activation.




Overall Benefits

i
Reduction of initial loading time for MedDRA and
WHODrug in TMS.

Reduction 1n validation costs for updating MedDRA
and WHODrug in TMS.

Reduction in processing time for updating MedDRA
and WHODrug in 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/TMS/AERS instances
as well as common dictionaries.




Additional Questions..?

0
e E-mail:
e Call: US 001-860-983-5848

e Electronic copies will be posted on the
OCUG Intranets Site and
www.clinicalserver.com




