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“A Phantom …
…or a Menace? !”



A Long Time Ago In A Galaxy Far, Far Away... 

Turmoil Has Engulfed The Corporation.

Processes For Data Management
In Outlying Regions Are In Dispute. 

Hoping To Resolve The Matter With The
Purchase of a New Data Mgmt System,

The Global Biometrics Organization Has 
Stopped Supporting The Legacy Systems.

While The Departmental Managers Endlessly

Debate This Alarming Chain of Events,…..
The Supreme Business Process Architect

Has Secretly Dispatched Two Jedi..…...

Business Process Consultants,……..
Guardians of Galactic Peace And Justice,

To Settle The Conflict……
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The Old Conflict…
A Long Time Ago In A Galaxy Far, Far Away... 

Turmoil Has Engulfed The Corporation.
Processes For Data Management

In Outlying Regions Are In Dispute…

Study Design and Data Management  Processes

• Data hand-offs caused rework
• No consistency in information 

storage
• Resources could not be allocated 

across projects / sites
• “Local” standards were repeatedly

re-defined

Different processes and standards
meant:



The Old Solution…
…Hoping To Resolve The Matter With The

Purchase of a New Data Management System…

• OC does not define the process
• It is intended to enable the 

process…
• …As it is the business who defines 

the process based on its particular 
business needs and objectives

Bandwidth of Process Variation supported by OC

Gaps

but
Purchase of a New Data Mgmt 
System alone would not resolve
the problem



To Settle The Conflict…

The OC Implementation The OC Implementation 
project was used as a vehicle project was used as a vehicle 

to “fix” the processto “fix” the process



Our Mission

1. Enable us to hand off information between stages in the process,
across sites and across divisions, without causing rework

2. Give us consistency in information storage

3. Allow flexible resource allocation across projects and sites

4. Work with the surrounding processes that are not directly 
supported by OC

5. Increase the amount of re-usable objects

6. Take advantage of OC’s functionality

From “Study Design” to “Data Extract for Analysis and 
Reporting”, define process and data standards that:

Substantiate the potential business value of a global subject 
data management process and system



• Get OC up and 
running so studies 
can be set up, subject 
data can be entered 
and cleaned

• Balance “local” needs and 
“global” objectives 

• Gain cross-functional 
alignment

• Gain cross-site alignment

The devil is in the details of the way the business works

The Menace is not OC



• To accomplish the Mission, not every step along the way has to be defined

The Approach

Bandwidth of Variation supported by OC

As Is Processes

Global “Output” Requirements

QG QG QG QGQG

Global Process Standards

QG QG QG QGQG

• At key points, the outputs of the process have to meet global standards



The Deadline

…You have 13 weeks to do it

By the way…



The (Podrace) Workout Approach 1

Divide the 
Process into 

“Activity Areas”

Identify 
knowledgeable

“Users” in each site

Empower a global
Group of Users 

to make decisions• Study Planning & Design 
(incudingl randomization)

• Study Data Definition
• Data Entry
• Data Validation and 

Discrepancy Management
• Validation & Derivation 

Procedures
• Data Extract
• Loading Electronic Data      

(batch data loader)
• Global library metadata
• System Admin & Security
• Thesaurus and new  terms 

management

They must know:
• how the business works
• the gaps in OC
• the needs and objectives 

of the business

If knowledgeable users 
from all sites agree that 
this is the “best” way to 
work, 
how can management say 
“no”?



The (Podrace) Workout Approach 2

Define Draft 
Process 

and Standards

Review the 
Draft Globally 

Prepare for
Workouts

One empowered User 
supported by Jedi
• Identifies:

• Product Requirements
• Process Requirements

• Defines Draft Process
• Defines: 

• OC Functions needed
• Data Standards needed

• Defines products of the 
process

All empowered Users
• Test, evaluate and discuss 

draft process and standards 
in their environment

• Identify site-specific issues 
with the process and data 
standards

Jedi apprentices
• Ensure draft process 

addreses all gaps
• Collect all issues from users
• Regroup the issues
• Plan a facilitated “Workout” 

session



The (Podrace) Workout Approach 3

Conduct Workout Document/Distribute
Outcome 

Integrate Activity
Areas

Facilitated Workout with 
Super-Empowered Users 
to:

• Fill inter-Workout cracks 
(unresolved questions)

• Resolve inter-Workout 
inconsistencies

• from different Workout 
teams giving 
incompatible solutions

Facilitated by Jedi Master
Supported by OC Trainer:
• Review all issues and 

identify potential solutions
• Evaluate potential solutions 

against objectives
• Agree on global solutions
• Identify “Out of Scope” 

issues
• Identify implementation 

issues and solutions

• In depth OC training of all 
empowered users

One Room

1 to 2 Weeks

Jedi apprentices:
• Document agreed processes 

and standards
• Document “Out of Scope” and 

implementation issues
• Ensure “Out of Scope” issues 

are addressed in the right 
Workout session

• Ensure implementation issues 
and solutions are 
consolidated



The Result
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document
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procedures
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procedures

DVD.06

Specify
Subject,
execute
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Invoke
associated
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form
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Access data
update form

DVD.44

Review DCM
Schedule
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DVD.45
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Missing and
Overdue
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Last Execution
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DVD.04

Contact
Systems
Admin, rerun
validation
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Amend data
as required
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processed
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CRF

GLP.01

Write
validation/
derivation
procedure
specs.

GLP.02

Review
Validation/
derivation
procedure
specs.

GLP.04

Access
Procedure
Definitions
Window

GLP.05

Identify
procedure

GLP.06

Define
Standards
Affiliations

GLP.07

Define
Procedure
Question
Groups

GLP.08

Select
Questions

GLP.09
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Correlating
Questions
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GLP.10

Select
System
Variables
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GLP.11

Define User
Variables
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GLP.12

Define
Procedure
Details

GLP.13

Define Pre
or Post Code

GLP.28

Display
Procedure
Definitions

GLP.03

Choose
course of
action
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GLP.30

 Locate
error

GLP.31

View log file

GLP.38

Display
Procedure
Definitions

GLP.39

Change
Status field

GLP.40

Post on web
(notify
requester)

GLP.43

Display
Procedure
Definitions

GLP.44

Create new
version

No

GLP.29

Generate
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Create new
version?

GLP.14

Access
Procedure
Definitions
Window

GLP.15

Search by
procedure
name

GLP.19

Use Query
Procedures
by SAs
window

GLP.20

Copy
procedure

Search based
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No GLP.16

Copy from
Global
Library

GLP.18

Query/Copy
based SA -
Access
Query
Procedures

Does what you
want?

Procedure
exists in GLIB?

GLP.21

Evaluate
Procedure at
Study level -
Visual
inspection

Pass
Inspection?
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No

GLP.22

 Notify
requestor

GLP.23

Display
Procedure
Definitions

GLP.24

Generate
Procedure

GLP.24.1

Execute
procedure

GLP.25

Verify
results - log
file and
output file

GLP.26

Verify
results -
discrep
database or
view
derived
questions.

Pass
Verification?
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GLP.27

Notify
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Parsing Error?

GLP.33

Display
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Definitions

GLP.34

Execute
procedure

GLP.35

Verify
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file and
output file

GLP.37

Verify
results -
discrep
database or
view
derived
questions.

Error Free?

GLP.36

Make
changes to
procedure

Yes

No

More
Procedures to

define?

Yes

DDA DM
Copy of
Original
Specs +
ccmail

GLP.32

Copy to
study "GLIB-
TEST"

Other Errors?

No

Yes

2nd
Reviewer
/GL/WSS

Notification of
new/mod

object/DCM

No

Yes

No

Copied in Copy
Group?

No

No

GLP.17

Copy from
study

Yes

No

GLP.41

Store log
file, output
file and
documentati
on

Yes

GLP.01

Write
validation/
derivation
procedure
specs.

GLP.02

Review
Validation/
derivation
procedure
specs.

GLP.04

Access
Procedure
Definitions
Window

GLP.05

Identify
procedure

GLP.07

Define
Procedure
Question
Groups

GLP.08

Select
Questions

GLP.09

Select
Correlating
Questions
(optional)

GLP.10

Select
System
Variables
(optional)

GLP.11

Define User
Variables
(optional)

GLP.12

Define
Procedure
Details

GLP.13

Define Pre
or Post Code

GLP.28

Display
Procedure
Definitions

GLP.03

Choose
course of
action

Yes

GLP.30

 Locate
error

GLP.31

View log file

GLP.38

Display
Procedure
Definitions

GLP.39

Change
Status field

GLP.40

Complete
edit check
sign-off
document

GLP.43

Display
Procedure
Definitions

GLP.44

Create new
version

No

GLP.29

Generate
Procedure

DM
Procedure

Specification
s +

Annotated
Casebook

GLP.14

Access
Procedure
Definitions
Window

GLP.15

Search by
procedure
name

GLP.19

Use Query
Procedures
by SAs
window

GLP.20

Copy
procedure

Search based
on SA?

Yes

No GLP.16

Copy from
Global
Library

GLP.18

Query/Copy
based SA -
Access
Query
Procedures

Does what you
want?

Procedure
exists in GLIB?

Parsing Error?

GLP.33

Display
Procedure
Definitions

GLP.34

Execute
procedure

GLP.35

Verify
results - log
file and
output file

GLP.37

Verify
results -
discrep
database or
view
derived
questions.

Error Free?

GLP.36

Make
changes to
procedure

Yes

No

More
Procedures to

define?

Yes

GLP.32

Copy to
study "GLIB-
TEST"

Other Errors?

No

Yes

DM
Study

Protocol,
CRF (User
request)

No

Yes

No

Copied in Copy
Group?

No

No

GLP.17

Copy from
study

No

GLP.41

Store log
file, output
file and
documentati
on

Yes

Yes

Promotable
Procedure?

No

Create new
version?

Yes

Copy From
another Study?

No

Yes

GLP.42

Notify Global
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CCmail

DDA-DM

Reply to
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DDA-DM
Weekly

procedure
report/ccmail

reply
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Sign-off

Document
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Copy of
Original Specs
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GL
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Validation and Derivation
Procedures at the Global Library

Level

Validation and Derivation
Procedures at the Study Level

Standard
Data Entry

conventions

DDA-DM

Study-
specific Data

Entry
conventions

Standard
Data Entry

conventions

DDA-DM

Study-
specific Data

Entry
conventions

EDL.02

Forward request for
Bulk Pt Data Delete /

Edit / Update /
Transfer to DDA Gp

by cc:Mail

EDL.03

Transfer request to
local tracking system,
forward to DDA Staff

EDL.05

Create UNIX work
sub-directories

EDL.04

Agree actions to be
taken (with DM), log

them into local
tracking system

EDL.09

Run the massage
Program to create
de-normalized input

file

Non-std
Format Mask

needed?

Yes

No

EDL.11

Create non-standard
Format Mask

OOS Batch
Load Data File

exists?

Yes

No

EDL.12

For re-run, delete file,
to reset Status from

'Bad Load' to
'Received'

EDL.12

Create OOS batch
Load Data File with
appropriate Format

Mask

EDL.13

Complete the OOS
Load options; submit

the job

(Source)

Electronic
patient data

UNIX
directories
available?

No

Success?

No

EDL.14

Check the Out file
and massage

program.
Return to EDL.07

EDL.15

Complete the OOS
Prepare options;

submit job

Success?Yes Yes

No

EDL.16

Check the Out file
and massage

program.
Return to EDL.07

EDL.17

Check Out file and /
work directory for

'spool' file

Error free
data?

No

EDL.17

Check errors in spool
file, determine type of
corrections needed

EDL.20

Complete the OOS
Transfer options;

submit job

Missing
data?
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Correct the massage
program return to
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EDL.18

Request data as
appropriate from
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Request for
revised data

DM

Success?
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Check the Out file
and massage

program
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No
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EDL.22

Examine the
database to confirm

the Insert/update
operation

EDL.23

Review Data
Comment field in

new/updated
records

Batch Delete
Required?
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EDL.24

Complete the Delete
Study Information
Screen; submit job.

Success?

No

EDL.25

Check the Out file.
Repeat EDL.24

No

EDL.07

Examin Raw Data file
and determine

requiremants of
massage program

New massage
program
needed?

No

EDL.08

Prepare
specifications and

build program
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EDL.08.1

Validate program

EDL.26

Check the Out file,
verify the tally of

'Data Entry Deletes'
against expected

Tally agrees?

No

Yes

EDL.27

Rerun 'Delete Study
Information' with Test

Run set to 'N'

EDL.28

Examine database to
confirm 'Delete'

operation

EDL.29

Close down the
request in local
tracking system;

inform DM of
completion; move

files to . work
directory

Yes

'Completion'
message

DM

Yes

EDL.06

Put the supplied Raw
Data file in /data

directory

Yes

DM to modify
spool file?

EDL.18.01

Copy spool file to a
project directory

Spool File

DM

Yes

EDL.10

Run standard
normalizing program
to create OC Input

File

DM
Modified
spool file
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Alert Application
Administrator and DBA

to new functionality being
developed

Distribute software
and menus to all

PCs

Create new role on
each instance

Define job
function(s) that
needs the role

Identify individual
users needing new

OC role

Identified
Users

Appl.DBA

Details of new
functionality

Appl. DBA

Create new menu
option

Software
and Menus

All Users

App

Ident

User initiates
request

Complete OC
Account Request

Form

Pass to User's
supervisor /
autherizer

Authorized
request for Oracle
Clinical access

privileges

Pass to
Application

Administrator

Issue ticket Number, pass
Request Form to local Unix

Support Group, and Global Library
Unix Support if applicable, and
pass Ticket to Desktop Support
Group if OC is to be installed

Request Form

Local Unix SG

Need Glib
access?

Need OC
installing?

Copy Request
Form

Glib Unix SG

Ticket

Desktop Supp.

App. Adm.

Request
Form

App. Admin

Copy Req.
Form

Configure / create a UNIX account
including a user login / home
directory; create a login script

including RXC_PRINTER variable,
grant access to RXC_LOG

directories

Forward updated
Request Form to

Application DBA, with
user name and

password

If applicable, grant
access to Global

Library Unix server

Forward updated
Request Form to

Application DBA, with
user name and

password

Set up account,
including Global
Library access if

appropriate

send update form to
Application Administrator,

with Unix and Oracle names
and passwords

Update
Form

App. Admin

Register user in
OC

Grant appropriate
privileges and group

memberships at local
instance

Notify user, with
details of

privileges and
menu options

Appl. DBA

Updated
Form

Notification privileges and
options

User

Run script for
changing OC and
UNIX passwords

Appl. Adm.

Notification
privileges and

options

Supervisor / Autherizer

Source

Document

Within
Scope?

28.03

Inform Requester
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Pass to Responsible
Person

Request

Appl. DBA

Request

G.Liarian

Change
accepted?

Needs Exp.
Gp appro.Yes No

No Yes

29.01

29.02

Inform Requester
of outcome

Change
accepted? Exp.Gp.?Yes Yes

28.01 Yes
Change

accepted?

Need
expert Gp
approval?

28.04.

Pass to expert Group
for approval
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No Yes Yes
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29.02
Inform Requester

of outcome
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29.02

Inform Requester
of outcome

To 28.05

Yes
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No



The Detail

PROCESS STEP:

Design - Studies - Easy Study Design - [Intervals]MENU PATH:

Quality of Spec.
Consistency /

SPD.21.01

Check for

Form vs. Protocol

SPD.21.03

Define
Treatment
Patterns Positions

SPD.21.04

Create
Patient

SPD.21.02

Define
Scheduled
Intervals

Statistician

Randomization
Specification

Form

CPM

Protocol

Reference Materials for Randomization



SCREENSHOT:



 25  Interval Names
 Data Standards:
 Phase: example names:

• Screen (Qualifying, before Treatment)
• Test (giving Treatment described in Protocol); may be >1 Test phase.
• (Extension n)
• Follow-up (Off-drug)

 ‘Phase’ definition: (M = Mandatory fields):
 Phase Name M free text
 Short Name M free text
 Previous Phase M OC automatic
 Phase Type M ‘F9’ list
 Time Unit M ‘F9’ list
 Rand Acc Status Type OC automatic
 Blind Type M ‘F9’ list = ‘NA’
 Min to Max Duration M free text
 (+ 3 more fields)
• ‘Phase Type’ and ‘Short Name’ should be the same, and ‘Phase

Name’ can be used to add more descriptive text if needed.
 
 Period (within a Phase)

• Period 1
• Period 2
• Baseline
• Washout
• etc.

 Sub-period (within a Period)
• (not used)

 

DATA STANDARD:



Now What ?
Implementation is more than training in how Oracle
Clinical works.  

• Process-based System Training
• These are the steps you go through 

in the conduct of a trial
• Here is where you use OC
• This is how the OC function works
• This is the screen you see
• This is where the data comes from
• These are the data standards you apply
• This is what you do when things (process or system) 

don’t work

• Integrated Business and Systems Support

It includes:



….and Tomorrow ?

1. New releases of OC
2. New peripheral systems like Imaging or EDC
3. Proposals for process changes
4. Changes in business direction

Define a Continuous Improvement strategy that

• Engages line management

• Integrates process improvements and systems 
improvements / enhancements

• Uses the agreed processes and standards, and 
unresolved issues to generate scripts for testing 
and evaluating



….Epilogue

… that is why it should not be treated as a project, but fully 
integrated into the way we do business

Learnings, Conclusions  &  Undeniable truths

… but you cannot globally harmonize in 13 weeks if you want to 
fix the plane in flight

… and emotions 

… by investing in future processes as well as current operations

• Management can say “13 weeks”…

• A consistent, objective method reduces resistance… 

• Management needs to lead the army... 

• The “project” never ends …



Questions ?

Answers!

Achim Reeb, PROsys LLC
Achim-Reeb@PROsys-LLC.COM

Steve Burman, Pfizer Inc.
Steve_Burman@Sandwich.Pfizer.COM

Bob Masterson, PROsys LLC
Bob-Masterson@PROsys-LLC.COM



When Pfizer Pharmaceuticals set out to replace its patient data management system, the primary 
driver was the recognition that Pfizer’s business was becoming more global, and its biometrics 
processes needed to be more efficient, better aligned and better integrated.

After a period of evaluation, Pfizer chose Oracle Clinical as the tool to support and enable its data 
collection and management processes. Using the PROsys Business Process Framework, Pfizer 
systematically reviewed every business process directly supported or impacted by Oracle Clinical. 
Facilitated by PROsys, global teams of Subject Matter Experts from each biometrics activity area 
defined, agreed and documented process and data standards prior to launching the system. During 
initial use, a learning support organisation was designed to provide the user with business and 
technical support, to ensure adherence to agreed process and data standards, and to encourage 
organizational learning and continuous improvement.

This presentation describes how PROsys Business Process methodology helped Pfizer 
Pharmaceuticals leverage Oracle Clinical to define and implement the global business processes 
and data standards, and to achieve the business objectives that originally triggered the selection of 
this particular system. 

Readying the Business Process for Oracle Clinical
“A Phantom…or a Menace ?!”

Achim Reeb and Bob Masterson, PROsys.
Steve Burman, Pfizer Inc.

Abstract:


