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S Forward

= Companies using both RDC and the InForm
EDC systems are looking for options to code
verbatim terms from a centralized coding
system.

= Examine a case study of solutions to code data
in TMS for OC RDC trials, InForm trials and
legacy trials.
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S Agenda

Achieve centralized coding with multiple external
systems in TMS.

Enforce secure and independent coding environments
for each organization.

Enable integration of separate source data:
= OC and TMS Integration
= CDR and TMS Integration

Allow for independent coding practices, processes and
workflow

Share common processes, terminology and services.
Conclude with a summary of benefits.
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Achieve Centralized Coding with
S TMS External Systems

= Coder can classify verbatim terms in TMS from
the Oracle Clinical external system for OC RDC
trials and at the same time from a separate
clinical data repository (SAS SDD CDR) external
system for InForm and legacy trials.

= Benefits:

= Share common dictionary terminologies that
are maintained and supported centrally.

= Support the system centrally.
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TMS Coding in Multiple External
J Systems
= Case Study — A Pharma Company has two

organizations with separate coding
environments in TMS.

System/Integration Organization 1  Organization 2

Coding System TMS TMS

TMS External System OCL CDR

EDC System OC RDC InForm, SAS SDD CDR
for Legacy data

EDC / Coding OC/TMS 1) InForm / SAS SDD

Integrations Integration CDR Integration

2) SAS SDD CDR / TMS
Integration
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. Pharma Company Landscape for
S, Two Independent Organizations

PHARMA COMPANY ~SITES / HOSTED SYSTEMS

DF‘)ACLE Sites enter Verbatim Terms
HEALTH SCIENCES into RDC entry pages

Users Manage EDC
Trials in OC

SAS SDD CDR

Custom TMS Integration
Inbound &

A |Outbound
- 0C/TMS | Tables/
Organization Integration | Views
1 ., H_‘-.
Firewall SAS SDD CDR Sites enter Verbatim
Custom InForm EDC Terms into InForm
Users Code T™MS TMS Inteﬂratinn e
Verbatim Terms Integration
And Manage = OCL ext sys jwg— . =
Terminology User access controlled ORACLE PHASE+FORWARD
in TMS CDR ext sys L"F]VITLTIHT}L"H.t for L',|II1IL',i.1|-L1i:ItL-1.
global coding lookup table

and statistical programs
Users Code

Verbatim Terms
And Manage

Users Manage EDC
Trials in InForm

Terminology in T F.']Sorganizaﬁgn

InForm EDC
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. Central Coding — Pharma Company
S, Organization 1: OC/TMS

PHARMA COMPANY

DRACI—E 1Sites enter Verbatim Terms

HEALTH SCIENCES into RDC entry pages

Users Manage EDC
Trials in OC

-
. .

| OC/TMS -
Organization Integration

Users Code
Verbatim Terms
And Manage =
Terminoclogy
in TMS

3
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Central Coding — Pharma Company

J Organization 2: EDC/CDR/TMS
PHARMA COMPANY SITES /| HOSTED SYSTEMS

ORACLE

HEALTH SCIENCES ‘E
Cusfom 3

linbound & SAS SDD CDR —¥

. Outbound l=—TMS Integration
| Tables/
) Views

5T

Custom :
™S o Firewall

Integration

~J CDR |*— e
User access controlled

ext sys environment for clinical data,
global coding lookup table
\_L—<[' ol and statistical programs
L B

Users Code
5 Verbatim Terms

And Manage -
Terminology in TMSDI‘QEHiZﬂtiOﬂ

sites enter Verbatim

AS SDD CDR Terms into InForm
InForm EDC entry pages
Integration

ORACLE | PHASE-FORWARD

Users Manage EDC ;
Trials in InForm |I'IFO|'I"I'I EDC
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Define Independent External
J Systems

= TMS allows for multiple external systems to
operate side-by-side.

= Each external system can define up to eight
different external values.

= The Oracle Clinical (OCL) external systems
has a standard set of eight external values.

= Up to eight external values can be defined as
needed for other non-OCL external systems.

-6 TMS 4 61

Definition
| Define Dictionaries
=] Define Domains
73| Define External Systems
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. Case Study: Defining External
S, Systems Eight External Values

Record Window Help D R'AC LE

External Svstem Application Mame Irtegration Lewel Description T HThML Data Function

I|CDH ICDR 'Ful ~+ [Flinical Data Repository (COR) | =

|DCL |Oran:le Clinical Full - ||Oran:le's zoldtion to manage clinical studies |rxn:_tms_an:n:ess.geﬂ-rtml

| | | | -

A

Aftributes CIleries CDR Aftributes Clleries OCL

hla ETY
Icd Calumn Mame Description Icd Calumn Mame Description Created E
I|1 |Stud§.f |Stud§.f Mumber I|1 |Pr-:|jec:t [Crgender) |The project |Tr-.-15 -
|2 |S'rte |S'rte Murmber |2 |Stud'g.-' (O countey) |The study |TMS
3 Patisnt Patient Mumber 3 Investigator (Drmed re|The investigator TS
4 'isit \Study Evert Mame 4 Ivisit (Domed date) | The Wisit [TME
I ICRF CRF Form 5 Patient (D:med route) [Patient wha has been part of the study  |[TMS
|E |LlniqueVT |Llnique WT |E |D|:n: # (Doroute other) |The document numker ' |TI'-.-15
7 |Site Key Site Key 7 Dichd The Data Collection Module ThiS
|E |F'atient Hey |F‘atient ey |E |Dis|:repan|:':,-' |The dizcrepancy |Tr-.-15 L .
- TS 4.6.1
Definition
=:|Define Dictionaries
2| Define Domains
| Define External Systems |
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Requirement to Enforce Secure &
S Independent Coding Environments

= [MS allows you to create data access groups (DAGS) to
control user access to data by selectively restricting or
enabling the data that the users can access.

= Benefits:

= Different organizations can code verbatim terms
independently by allowing user access to data for the
specific external system and dictionary/domain.

= At the same time, an organization can secure coded
data by restricting data access to users who are not
authorized to use the external system or
dictionary/domain.

= Superusers who require access to operate across both
organizations can be designated in TMS as Superusers.
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J Define DAGs

= Define the dictionary/domain combinations for
which users in the group can see data.

= Define whether users in the group can make
changes or only read data.

= Define whether users in the group can see data
that originated in one or more specific external
systems and from a particular project or study.
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J DAGs Roles

= Use DAG roles for the dictionary and domain
columns to control operations users can
perform there on the dictionary/domain data.

= TMS_CLASSIFY

= TMS_APPROVE

= TMS_MAINTAIN
= TMS_DUPG

= TMS_RECLASSIFY

= Note: The user also requires the equivalent
database role.
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. Case Study: Defining DAGs
S, by Domain & External System

ORACLE

DAG Rules User Assignments

Modify

Marme Short Mame Flag? Status Description
[cENDAG [ahaG [ves  =||Provisional = |[DAG for Oragenization 1 =
[MvDDaG (MDA Ves = ||Provisioral = |[DAG for Oraganization 2

DAGS T DAG Rules IUSerAssignments

DAG
Mame NYDDAG Description |DAG for Oraganization 2
Calumns
Mame Role Reg'd?  Creation Time Crested By Modification Time Modified By
: Ma v |[1g-un-z011 164243 [TMS Support (nov_tms) | [
(Mo v |[20-0un-2011 125211 [TMS Support (nev_tms) | [
Walles
External System Column Yalue Creation Time Crested By
[ [ [M9-JUM-2011 16:4213  |TMS Support (nov_tms) | =
DAGS I DAG Rules IUSerAssignments
DAG
Mame MYDDAG Description |DAG for Oraganization 2
Columns
Mame Role Reqg'd? Crestion Time Created By Modification Time Madified By
=461
|DEF _Domai_ice (g v [1g-aum-2011 18:42113  [TMS Sugport (nov_tms) | [
De=finition Mo - |[20-0UN-2011 135241 |TMS Support (nov_tms) | |
SECUI’I‘t':.-' External System Column Walue Creation Time Created By
| Define Lsers I| M aD COR: [20-JUM-2011 135241 |TMS Support (nov_tms) =
E Define Security Columns DAGS I DAG Rules TUSerASSignments
Maintain DaGs DAG
P . . . Mame |NYDDAG Description |[DAG for Oraganization 2
e DA and Setting Inconsistencies l
Accourt Mame First Marme Last Matne Crestion Time Crested By
|cesa DR, CARLSO |21-SEP-2011 06:08:46  [DONNA CARUSO (opsfeat |~
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S External System Integration

= Each external system can independently
integrate with TMS.

= Benefits:

= OC and TMS Integration by the OC batch
validation process.

=« CDR and TMS Integration by the custom
TMS Integration Inbound and Outbound
processes from SAS and from TMS.
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S OC and TMS Integration

= Oracle Clinical Batch Validation runs on a single

study, usually on a regular schedule such as
nightly.

= Batch Validation finds data that is new or
changed in OC and TMS since the last Batch

Validation and sends the relevant data to the
other system.

= Batch Validation runs TMS Autoclassification and
Synchronization in TMS on new OC/RDC data,
then the derived information, omissions, and
actions associated with that same data are sent
back to Oracle Clinical.

©2011 DBMS Consulting, Inc. Unauthorized Duplication is Strictly Prohibited Presented by: Donna Caruso

17



OHSUG 2011 Toronto, Ontario Canada: Benefits of Coding in TMS with source data from OC RDC and InForm

. Case Study: OC and TMS
S, Integration Process Flow

OC/RDC

[ ] = == == ]
,, 1 Run OC/RDC
s - hatch ——————
validation TMS BV

RDC Onsite |
2 Data New or Changed

Organization 1

TMS 3.1

Trials
A A ‘
™S Custom A'&ﬂ‘;{Lfl';g’s TMS_USER_FULLAUTO
Autoclassification vT—m| Autocoder |— Applied ™ CODE.CLASSIFYTERM
& Synchronization Search Object To VT API
Derive l
VTA and Altered VT
Hierarchy 5
Specified
TMS_IN_ In Derived 3 2
PROGRESS Phrent Question u Y
Discrepancy EET Question Derive
Action VTA and 4 I
Discrepancy ' Hierarchy Derive
Approved VTA and
Verbatim Term | _ Hierarchy 3 3 Create TMS Omissi
: -t reate mission
3|l 6 ASS(E_PE;EM | Automatically . Create OC Discrepancy
o Approve VTA
OC/RDC 3.4
TMS Action " Verbatim Term
. . B Em— Omission (VTO)
OC Discrepancy (site_review)
(tms_in_progress) 3 . 5
Apply an Action in TMS
A
Created by the system in OC at the time the VTO is created in TMS
Presented by: Donna Caruso

©2011 DBMS Consulting, Inc. Unauthorized Duplication is Strictly Prohibited




OHSUG 2011 Toronto, Ontario Canada: Benefits of Coding in TMS with source data from OC RDC and InForm

S OC and CDR Integration

= The TMS load process runs every 30 minutes.

= Once a given record is processed within TMS, the record
will be marked as processed and will not be processed
again.

= [0 ensure that no other process tries to update the same

record, the process first locks the records by the input
criteria.

= Upon completion, the TMS load process updates the
corresponding record within the inbound table to reflect
the TMS processing status (processed_flag = Y, N, E for
records that could not be processed in TMS due to
missing or invalid data).
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S,

Case Study: OC and CDR
Integration Process Flow

D (delete)

SAS/ACCESS Interface to Oracle integrates SAS SDD CDR with TMS:

# Reads the list of adtive studies.

+ Merges information from active studies (AE, MH, and CM).

+ Compares information to the SAS Drug Development master data table (records
already processed) and choose one of the following actions: I (insert), U (update), and

| » Extracts adverse events (AE) verbatim, concomitant medications (CM), and medical
history (MH) terms from all ongoing trials stored in the SAS SDD CDR (operational
area) and posts this information to the TMS Inbound table.

* Checks for ermors as a by-product of the insert procedure.
+ Generates an error report if errors are encountered.
+ Invokes the TMS load procedure.

TMS_USER_FULLAUTOCODE.CLASSIFYTERM
TMS_USER_SOURCE_DATA.UPDATEEXTVALUES
TMS_USER_SOURCE_DATA.DELETESOURCETER
M TMS_CONFLICT_RES.VT_OMISSION_DEL
TMS_USER_SYNCHRONIZATION.SYNCHRONIZE

SAS Inbound
Procedure

Inbound
Table

Organization 2
Trials

SAS/ACCESS Interface to Oracle
integrates SAS 50D CDR with TMS:
& Reads the MedDRA and Drug
dictionaries Outbound views
and updates enly new coding or
changed hierarchy to the SAS
Drug Development local

data sets.
+ These data sels do not contain
any patient or site information.

MedDRA and Drug dictionaries [

1|2

Custom
USER_UTILS load

Exact

VTA?

Custom
USER_UTILS.
refresh_tms_views

populate the outbound
data tables and views
with current TMS data

Outbound
Procedure

Custom
Qutbound
Tables /

Views

<

Derive

Verbatim Term
Assignment
(VTA)

TMS Internal
Action

Approved -+

VTA and
Hierarchy

Match to DT or

TMS

Custom
Autocoder
Search Object

N T—

3.1

3.2,

Alé;l:itlhms TMS_USER_FULLAUTO
i Applrislj | CODE.CLASSIFYTERM
To VT .
Altered VT

Derive
VTA and
Hierarchy

Approve VTA

Automatically

3.5,

3.6

Approved?

Apply an Action in TMS

3.4

Classified?

3.3

VTO—

Create TMS Omission
Create OC Discrepancy

Verbatim Term
Omission (VTO)

©2011 DBMS Consulting, Inc. Unauthorized Duplication is Strictly Prohibited

Presented by: Donna Caruso

20




OHSUG 2011 Toronto, Ontario Canada: Benefits of Coding in TMS with source data from OC RDC and InForm

Independent Coding Practices,
S Processes and Workflow

= TMS enables different approval workflow by domain;
one organization can automatically approve a VTA
when it is classified while the other organization can
enforce the manual approval process after
classification.

= Coding in separate domains allows each organization to
classify VTs independently based on their coding
guidelines.

= Flexible custom search object definitions allows one
organization to find autocoded matches to DTs and

VTAs, while the other organization permits matches to
DTs.
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Share Common Processes,
S Terminology and Services

= Common Processes:
= TMS coding, approval, repository maintenance, and
browsing.
= Custom autocoder search object rules and algorithms to
search the TMS repository to find matches for verbatim
terms during the
TMS_USER_FULLAUTOCODE.CLASSIFYTERM processing.
= Common Terminology:

= The MedDRA and Drug dictionaries that are centrally
versioned with common dictionary versioning and
terminology maintenance processes. Each organization
manages the VTAs within their specific domains.

= Centralized Support:
= Support and maintain the system centrally.
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Conclusions: TMS Benefits in a
S Centralized Coding Environment
= Enables each external system and source data to
independently integrate with TMS.

= Enforces secure data access and independent coding
environments for each organization.

= Different organizations can code verbatim terms
independently.

= An organization can secure coded data by restricting
data access.

= Superusers who require access to operate across both
organizations can be designated in TMS as Superusers.

= Allows for different coding practices, processes and
workflow.

= Shares common processes, terminology and services.
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;) Questions and Answers

Donna Caruso
dcaruso@clinicalserver.com
+1-805-405-9198
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J Abstract

= Benefits of Coding in TMS with source data from OC RDC and InForm
= Presenter: Donna Caruso, DBMS Consulting
= Rating of Presentation: Intermediate

= Companies using both the Oracle Remote Data Capture (RDC) and the
Oracle (Phase Forward) InForm electronic data capture systems are
looking for options to code verbatim terms from a centralized coding
system. A case study presents a solution to code data in the Thesaurus
Management System (TMS) from the Oracle Clinical external system for
OC RDC trials and from a separate clinical data repository (SAS SDD CDR)
external system for InForm and legacy trials. This presentation will
address considerations for coding in TMS with multiple external systems,
maintaining independent and secure coding environments for each
external system while sharing a common dictionary terminology that is
maintained and supported centrally. Finally, a summary of benefits are
discussed.

©2011 DBMS Consulting, Inc. Unauthorized Duplication is Strictly Prohibited Presented by: Donna Caruso



OHSUG 2011 Toronto, Ontario Canada: Benefits of Coding in TMS with source data from OC RDC and InForm

S Biography

Donna Caruso, Director, Project and Systems Release Management,
DBMS Consulting, Inc.

= Donna has provided Global implementation expertise for the
Oracle Health Sciences suite of applications for over 11 years. She
specializes in project management, business and systems analysis,
process engineering, systems validation, compliance and systems
release management for the Pharmaceutical industry. She is an
active leader in the OCUG community since 2000 as an OCUG
Executive Co-Chair, TMS Co-Chair, DIS Co-Chair, Executive
Committee member, and Joint Audit Team lead auditor for the
Oracle Health Sciences applications. She is extremely grateful for
the opportunity to make this presentation at the OHSUG 2011
Conference.

©2011 DBMS Consulting, Inc. Unauthorized Duplication is Strictly Prohibited Presented by: Donna Caruso



