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Why NOT?

● Underlying Assumptions

● Every Technology/Systems Project is driven by a
business need

● It is the way we do business (the Business
Process) that determines whether we meet our
business needs

● Information Systems support the business process

➠ Systems projects are only one component of a
project aiming at meeting a business need.



Context, Context, Context ...

Business Objectives

Improve the way we do business

Organization

Processes

Systems

People



The 10 Do’s

 for

Maintaining the Context



1. Choose The Right Name!

● Avoid the “System”-Word
● Names have implications

● Names have built in assumptions about
purpose, objectives, and scope



2. Define The Right Objectives

● Improve for sake of improvement ?

● Define measurable objectives !
● Quality

● Time

● Cost



3. Define The Right Scope(s)

● Project Scope

Business Business
Objectives  Objectives
defined met

Systems User
Requirements Acceptance
Defined

● Process Scope

● System Scope



PLA.26 +
(DUV)

Annual Progress
Report

(Tables 7, 8, 9)
(w ith Saf ety)

Need
changes to

WSS Objects
?

WSS change
request

WSS Cttee's

Annotated
CRF

1st Reviewer

Review
Trigger Form

1st Reviewer

Yes

No

GLM.01

Ensure compliance of
Draft CRF w ith WSS.

(w ith CPM, CRA,
CFM, DDA-DA)

GLM.02

Forw ard request
to WSS local and

global
Committees f or

review

GLM.03

Analyse CRF
Book f or required

Metadata

GLM.04

Identif y WSS
Objects used in

Study

GLM.05

Identif y other
relevant Studies

WSS Cttee's

Changes to
WSS Objects

Oracle
Clinical

GLM.06

Identif y all Non-
WSS Objects

needed f or Study

Oracle
Clinical

GLM.07

Browse Global Library
to find existing

Objects, and identif y
new  Objects needed

GLM.08

Def ine a Provisional
Object in REVIEW1

Domain

New  Object
needed

?

Yes

No

Need
New  Codes in

an existing
DV G?

Yes

No

GLM.09

Def ine a Provisional
DV G in REVIEW1
Domain w ith only

the
New  Codes

Is this a
Dictionary

Term
Question?

Yes

No

GLM.10

Enter details of
'Question Set'

DV G's and
Questions on

Review  Trigger
Form

Need
New

Questions in
existing

Qu. Group
?

Yes

GLM.11

Def ine the Question
Group in REVIEW1
Domain w ith only

the New Questions

GLM.12

Complete the
Review  Trigger

Form

CRA

Protocol

CRA

Draft CRF

GLM.13

Review  Provisional
Object in Review 1

Domain

GLM.16

Move Provisional
Object to
REVIEW2
Domain

Are
changes

needed/object
unacceptable

?

Yes

No

GLM.14

Conf irm w ith
Requester

Metadata
Standards

DDA-DM

Annotated
CRF

DDA-DM

Review
Trigger Form

Is
Provisional

Object
acceptable

?

No

Are
changes
agreed

?

No

GLM.17

Move Provisional
Object to

REJECTED
Domain

GLM.15

Update
Object

Yes

GLM.18

Notify Requester
and 2nd

Review er (Global
Librar ian) of

outcome

Annotated
CRF

2nd
Review er

Review
Trigger Form

2nd
Review er

Notification

Requester

Oracle
Clinical

GLM.19

Review  Provisional
Object in Review 2

Domain

GLM.22

Move Provisional
Object to

STANDA RD
Domain

Metadata
Standards

DDA-DA

Annotated
CRF

DDA-DA

Review
Trigger Form

GLM.27

Move Provisional
Object to

REJECTED
Domain

GLM.29

Notify Requester
and 1st Review er

of outcome

1st Reviewer

Notification

Requester

GLM.23

Change Object
Status to
ACTIVE

No

GLM.28

Delete
Provisional

Object

Is
the Object a
New  DVG

?

Yes

No

Is
the Object

a new
Question for

an existing Qu.
Group

?

Yes

No

Is
the Object a

new Code f or
an existing

DV G
?

Yes

No

GLM.24

Modif y the
Question to link it

to the DVG

GLM.25

Add new  Code  to
the existing DVG

GLM.26

Add new
Question  to the

existing Question
Group

WSS
Standards OC Metadata

Standards

Yes

Is
Provisional

Object in
REJECTED

domain
?

Are
changes

needed/object
unacceptable

?

Yes

No

GLM.20

Conf irm changes
w ith Requester

and 1st Review er

Is
Provisional

Object
acceptable

?

No

Are
changes
agreed

?

No

GLM.21

Update
Object

Yes

Yes

Yes

WSS DCM
Name Know n?

GLIB

Def ined QGs
and DVGs

Yes

No

SDD.01

Search
GLIB for

Active DCM

SDD.03

Find suitable
WSS

Question
Groups by
brow sing

SDD.04

Request
creation:-

QG
Questions
and DVGs
(see GLM

02)

SDD.05

Create
study level
Provisional

DCM

SDD.02

Copy Active
(WSS) DCM

f rom GLIB to
your study

QG Available
or Complete?

Yes

No

Need More
WSS DCMs?

Yes

No

SDD.06

Search
GLIB for non
WSS DCM

SDD.08

Modif y
attributes of

all copied
DCMs to fit

CRF

SDD.06.01

Copy DCM Need More
Non WSS
DCMs?

Yes

DCM in GLIB? Yes

No

SDD.07

Search
Related
Studies

Any More
suitable DCMS
exist in other

studies?

SDD.07.01

Copy DCM

No

Need More
Non WSS
DCMs?

Yes

Yes

SDD.09

Review
Provisional
DCM layout

SDD.10

Create new
Provisional

DCM

SDD.11

Browse
GLIB

Standards
Domiain

QG Available
or complete?

Yes

SDD.12

Assign
Questions
Groups to
targeted

DCM

SDD.13

Modif y QG
Attr ibutes

SDD.14

Modif y
Provisional

DCM
Questions

SDD.15

Create
Layout ( for

new
Provisional

DCM)

SDD.16

Create
multiple

layouts per
Provisional

DCM

Need To
Create More

Non WSS
DCMs?

No

No

Yes
N0

Log Form
DCM collected

at CPE?

Yes

SDD.18

Create Log
f orm

Provisional
DCI w ith one

DCM

SDD.17

Create one
Provisional

DCI per
Provisional

DCM

DCM contains
QQ?

No No

SDD.19

Create
Provisional

DCI w ith
Qualif ying

Prov'nl DCM

Yes

Still additional
DCMs?

Yes

SDD.20

Review
DCM layout

f or all
Provisional

DCIs

No

SDD.21

Enter name
of

Provisional
DCI book

DCI Book
Required

Elsewhere?

SDD.22

Copy DCI
bookYes

Require
Alternate DCI

Books?
Yes

SDD.23

Create
multiple DCI
Books per

study

SDD.24

Finalize draf t
coding/data

entry
guidelines

SDD.25

Test study
database

setup

SDD.26

Activate
Provisional
DCMs and

layouts

SDD.27

Create
CPEs as per

CRF/
Protocol

SDD.28

Re-
sequence

DCMs

SDD.29

Schedule
DCMs

SDD.30

Associate
CPE w ith

expected or
optional

DCM

SDD.31

Activate all
Provisional

DCIs

SDD.32

Handover
database to
Project DM

SDD.33

When
required in

study modif y
object

attributes

DM

Draft CRF

CRA

Draft
Protocol

DC

CLINf lo DCM
Specs

No No

DDA-DM

Finalized
CRF &

Protocol

No

SDD.34

Search
library of

labs

Does Any
Labs Exist?

SDD.35

Replicate
LabsYes

SDD.36

Def ine
attributes of

Labs
No

Have Lab
Ranges?

SDD.37

Browse
GLIB -

check all
Lab Test

Questions
exist

Yes

SDD.45

Search f or
Pref erred

copy group
No

Lab Test
Questions

exist?

Pref erred
Copy Group

Exist?

SDD.46

Def ine
Pref erred

Copy Group
No

SDD.38

Request
Global

Librar ian to
create

Question

No

SDD.39

Check that
all lab units

exist

Yes

SDD.47

Enter
Textbook

Lab Ranges

Yes

Lab Units
exist?

SDD.40

Def ine Lab
UnitsNo

SDD.41

Associate
Unit With

Lab
Question

Yes

SI Units?

SDD.42

Convert Lab
UnitsNo

SDD.43

Enter Lab
Ranges

Yes

SDD.44

Verify Lab
Ranges

SDD.49

Def ine Lab
Assignment

Criter ia

SDD.50

Apply Lab
assignment

criter ia

More labs?

Yes

More labs?

Yes

No

No

CRA/ Central
Labs

Lad Data

CPM

Final Protocol
D

D
A

-D
M

P
ro

je
ct

 o
r 

D
C

 D
M

DEL.01

Create Database
(w ith Project DM)

DEL.04

Release
Database f or

testing

DEL.19

Perf orm Log-in
and First-pass

data entry

DEL.22

Batch data and
send to second
data entry, w ith

updated
documentation

DEL.27

Resolve
Discrepancies

DEL.28

Continue
2nd pass data

entry

DEL.01

Create Database
(w ith DDA-DM)

DEL.03

Write Study-specif ic
data entry Rules,

and set log- in and data
entry configurations

DEL.06

Ensure compliance w ith
Standard data entry

conventions

DEL.07

Review  Study-specif ic
data entry guidelines

f or clarity and
compliance w ith

Standards

Standard
Data Entry

conventions

DEL.09

Request updates
to database and /

or rules

DEL.10

Update DCMs,
database and / or

rules

DEL.12

Receive
notification of

database release

Updates
needed

?

Yes

No

DEL.17

Prioritise data for
f irst-pass entry

(w ith Project DM)

CRF Library

CRFs

DDA-DM

Study-specif ic
Data Entry

conventions

Update
request

DDA-DM

IPO

Update
request

DEL.14

Batch up data
and send to Data
Entry w ith cover

sheet

DEL.15

Acknow ledge
receipt of  data

( incl. batch
numbering)

DEL.16

Check suitability of
data f or entering

( incl. minimum Header
requirements)

Receipt

DM / Library

CRAs

CRFs

DEL.18

Set personal
data entry user

pref erences

DEL.23

Perf orm
Second-pass

data entry

Data and
documentatio

n

2nd IPO

1st IPO

Data and
documentatio

n

Resolved
by IPO

?

No

DEL.24

Check
dif ferences

between 1st and
2nd entry

Yes

DEL.30

Complete covering
documentation, notify

Project DM of completion
and QC result

DEL.31

Perf orm
statistical check

on data entry
quality

DEL.33

Review
discrepancies

(Resolve or
create DCF)

Data and
documentatio

n

Project DM

Notification
and QC result

Project DM

DEL.32

Provide f eedback
to IPO

DEL.33

Clarif y data entry
rules as required

2nd IPO

Data and
documentatio

n

2nd IPO

Notification
and QC result

Feedback
to DE

needed ?
No

Yes

DE
rules need
clar ifying

?

No

Yes

DEL.17

Prioritise data for
f irst-pass entry
(w ith IP Group)

DEL.02

Generate
annotated CRF

Database f or
test

IP Group

Annotated
CRF

IPGroup

DEL.26

Write comment
as def ined

Questionable
data

?

Yes

No

DEL.21

Write comment
as def ined

Discrepancy
Database

DEL.05

Create test data,
or select 1-

patient
real data

Data f or
testing

IPGroup

DEL.34

Review
Investigator
Comments

Report
(Resolve or
create DCF)

DEL.08

Test Codelists for
correct sequence
numbers vs. short

names

DEL.11

Release
database

cc-Mail
notification

IPG

DDA-DM

Notification of
release

DEL.29

Perf orm quality
check on data

entry
consistency

DEL.13

Review  CRFs
and make Level 1

corrections

CRO

CRFs and
Data entered

externally

Discrepancy
Database

Discrepancy
Database

Review s

(To DVD
Area)

DEL.25

Accept 1st or 2nd
Entry data

Discrepancy
Database

'Unenrolled
Patient'
alert?

Yes

No

DEL.20

Enroll the Patient

Yes

Suf ficient data
to enroll

?

No

DEL.34

Check Screening
and Randomized
Patient numbers

Patient
at Baseline

visit?
No

Yes

DEL.35

Link Screening
and Randomized
Patient numbers

e
)

C
C

ID
G

B
T

L

B
io

m
et

ri
c

s
 / 

D
M

R
eq

u
e

s
te

r 
/ D

D
A

-D
M

F
ir

s
t R

e
v

ie
w

e
r 

/ D
D

A
-D

A
D

D
A

-L
S

S
e

c
o

n
d

 R
e

v
ie

w
e

r 
/ G

lo
b

a
l L

ib
ra

ri
a

n

D
at

a 
C

a
p

tu
re

 O
p

e
ra

to
r 

/ 
G

ro
u

p

DDA-DM

Annotated
CRF

DDA-DM

Database f or
test

(EQUIVA LENT)

(EQUIVA LENT)

(EQUIVA LENT)

GLP.01

Write
validation/
derivation
procedure
specs.

GLP.02

Review
Validation/
derivation
procedure
specs.

GLP.04

Access
Procedure
Def initions
Window

GLP.05

Identif y
procedure

GLP.06

Def ine
Standards
Af filiations

GLP.07

Def ine
Procedure
Question
Groups

GLP.08

Select
Questions

GLP.09

Select
Correlating
Questions
(optional)

GLP.10

Select
System
Variables
(optional)

GLP.11

Def ine User
Variables
(optional)

GLP.12

Def ine
Procedure
Details

GLP.13

Def ine Pre
or Post
Code

GLP.28

Display
Procedure
Def initions

GLP.03

Choose
course of
action

Yes

GLP.30

 Locate
error

GLP.31

View  log file

GLP.38

Display
Procedure
Def initions

GLP.39

Change
Status field

GLP.40

Post on web
(notif y
requester)

GLP.43

Display
Procedure
Def initions

GLP.44

Create new
version

No

GLP.29

Generate
Procedure

WSS/DM

Procedure
Specif ication

s

Create new
version?

GLP.14

Access
Procedure
Def initions
Window

GLP.15

Search by
procedure
name

GLP.19

Use Query
Procedures
by SAs
w indow

GLP.20

Copy
procedure

Search based
on SA?

Yes

No GLP.16

Copy f rom
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?

Yes

No

GLP.22

 Notif y
requestor

GLP.23

Display
Procedure
Def initions

GLP.24

Generate
Procedure

GLP.24.1

Execute
procedure

GLP.25

Verify
results -  log
f ile and
output f ile

GLP.26

Verify
results -
discrep
database or
view  derived
questions.

Pass
Verification?

No

GLP.27

Notify
requestor

Parsing Error?

GLP.33

Display
Procedure
Def initions

GLP.34

Execute
procedure

GLP.35

Verify
results -  log
f ile and
output f ile

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
Review er
/GL/WSS

Notification of
new /mod

object/DCM

No

Yes

No

Copied in Copy
Group?

No

No

GLP.17

Copy f rom
study

Yes

No

GLP.41

Store log file,
output f ile
and
documentati
on

Yes

GLP.01

Write
validation/
derivation
procedure
specs.

GLP.02

Review
Validation/
derivation
procedure
specs.

GLP.04

Access
Procedure
Def initions
Window

GLP.05

Identif y
procedure

GLP.07

Def ine
Procedure
Question
Groups

GLP.08

Select
Questions

GLP.09

Select
Correlating
Questions
(optional)

GLP.10

Select
System
Variables
(optional)

GLP.11

Def ine User
Variables
(optional)

GLP.12

Def ine
Procedure
Details

GLP.13

Def ine Pre
or Post
Code

GLP.28

Display
Procedure
Def initions

GLP.03

Choose
course of
action

Yes

GLP.30

 Locate
error

GLP.31

View  log file

GLP.38

Display
Procedure
Def initions

GLP.39

Change
Status field

GLP.40

Complete
edit check
sign-of f
document

GLP.43

Display
Procedure
Def initions

GLP.44

Create new
version

No

GLP.29

Generate
Procedure

DM
Procedure

Specif ication
s +

Annotated
Casebook

GLP.14

Access
Procedure
Def initions
Window

GLP.15

Search by
procedure
name

GLP.19

Use Query
Procedures
by SAs
w indow

GLP.20

Copy
procedure

Search based
on SA?

Yes

No GLP.16

Copy f rom
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
Def initions

GLP.34

Execute
procedure

GLP.35

Verify
results -  log
f ile and
output f ile

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 f rom
study

No

GLP.41

Store log file,
output f ile
and
documentati
on

Yes

Yes

Promotable
Procedure?

No

Create new
version?

Yes

Copy From
another Study?

No

Yes

GLP.42

Notify Global
Librar ian of
request

YesAdd to GLib?

Reply to
CCmail

DDA-DM

Reply to
CCmail

DDA-DM

Weekly
procedure

report/ccmail
reply

DM/DDA-DM

Edit Check
Sign-off

Document

DM

Copy of
Original
Specs +
ccmail

GL

Yes

Validation and D er ivation
Procedures at the Global L ibrary

Level

Validation and D er ivation
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

Forw ard request for
Bulk Pt Data Delete /

Edit / Update /
Transf er to DDA Gp

by cc:Mail

EDL.03

Transf er request to
local tracking

system, f orw ard to
DDA Staf f

EDL.05

Create UNIX w ork
sub-director ies

EDL.04

Agree actions to be
taken (w ith DM), log

them into local
tracking system

(Source)

Electronic
patient data

UNIX
director ies
available?

No

Batch Delete
Required?

Yes

EDL.24

Complete the Delete
Study Inf ormation

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

Yes

EDL.08.

Valida

EDL.26

Check the Out file,
verify the tally of

'Data Entry Deletes'
against expected

Tally agrees?

No

Yes

EDL.27

Rerun 
Inf orma

Run

Yes

EDL.06

Put the supplied Raw
Data f ile in /data

directory

Yes

Defining the Scope I
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Annual Progress
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(Tables 7, 8, 9)
(w ith Saf ety)

Need
changes to

WSS Objects
?

WSS change
request

WSS Cttee's

Annotated
CRF

1st Reviewer

Review
Trigger Form

1st Reviewer

Yes

No

GLM.01

Ensure compliance of
Draft CRF w ith WSS.

(w ith CPM, CRA,
CFM, DDA-DA)

GLM.02

Forw ard request
to WSS local and

global
Committees f or

review

GLM.03

Analyse CRF
Book f or required

Metadata

GLM.04

Identif y WSS
Objects used in

Study

GLM.05

Identif y other
relevant Studies

WSS Cttee's

Changes to
WSS Objects

Oracle
Clinical

GLM.06

Identif y all Non-
WSS Objects

needed f or Study

Oracle
Clinical

GLM.07

Browse Global Library
to find existing

Objects, and identif y
new  Objects needed

GLM.08

Def ine a Provisional
Object in REVIEW1

Domain

New  Object
needed

?

Yes

No

Need
New  Codes in

an existing
DV G?

Yes

No

GLM.09

Def ine a Provisional
DV G in REVIEW1
Domain w ith only

the
New  Codes

Is this a
Dictionary

Term
Question?

Yes

No

GLM.10

Enter details of
'Question Set'

DV G's and
Questions on

Review  Trigger
Form

Need
New

Questions in
existing

Qu. Group
?

Yes

GLM.11

Def ine the Question
Group in REVIEW1
Domain w ith only

the New Questions

GLM.12

Complete the
Review  Trigger

Form

CRA

Protocol

CRA

Draft CRF

GLM.13

Review  Provisional
Object in Review 1

Domain

GLM.16

Move Provisional
Object to
REVIEW2
Domain

Are
changes

needed/object
unacceptable

?

Yes

No

GLM.14

Conf irm w ith
Requester

Metadata
Standards

DDA-DM

Annotated
CRF

DDA-DM

Review
Trigger Form

Is
Provisional

Object
acceptable

?

No

Are
changes
agreed

?

No

GLM.17

Move Provisional
Object to

REJECTED
Domain

GLM.15

Update
Object

Yes

GLM.18

Notify Requester
and 2nd

Review er (Global
Librar ian) of

outcome

Annotated
CRF

2nd
Review er

Review
Trigger Form

2nd
Review er

Notification

Requester

Oracle
Clinical

GLM.19

Review  Provisional
Object in Review 2

Domain

GLM.22

Move Provisional
Object to

STANDA RD
Domain

Metadata
Standards

DDA-DA

Annotated
CRF

DDA-DA

Review
Trigger Form

GLM.27

Move Provisional
Object to

REJECTED
Domain

GLM.29

Notify Requester
and 1st Review er

of outcome

1st Reviewer

Notification

Requester

GLM.23

Change Object
Status to
ACTIVE

No

GLM.28

Delete
Provisional

Object

Is
the Object a
New  DVG

?

Yes

No

Is
the Object

a new
Question for

an existing Qu.
Group

?

Yes

No

Is
the Object a

new Code f or
an existing

DV G
?

Yes

No

GLM.24

Modif y the
Question to link it

to the DVG

GLM.25

Add new  Code  to
the existing DVG

GLM.26

Add new
Question  to the

existing Question
Group

WSS
Standards OC Metadata

Standards

Yes

Is
Provisional

Object in
REJECTED

domain
?

Are
changes

needed/object
unacceptable

?

Yes

No

GLM.20

Conf irm changes
w ith Requester

and 1st Review er

Is
Provisional

Object
acceptable

?

No

Are
changes
agreed

?

No

GLM.21

Update
Object

Yes

Yes

Yes

WSS DCM
Name Know n?

GLIB

Def ined QGs
and DVGs

Yes

No

SDD.01

Search
GLIB for

Active DCM

SDD.03

Find suitable
WSS

Question
Groups by
brow sing

SDD.04

Request
creation:-

QG
Questions
and DVGs
(see GLM

02)

SDD.05

Create
study level
Provisional

DCM

SDD.02

Copy Active
(WSS) DCM

f rom GLIB to
your study

QG Available
or Complete?

Yes

No

Need More
WSS DCMs?

Yes

No

SDD.06

Search
GLIB for non
WSS DCM

SDD.08

Modif y
attributes of

all copied
DCMs to fit

CRF

SDD.06.01

Copy DCM Need More
Non WSS
DCMs?

Yes

DCM in GLIB? Yes

No

SDD.07

Search
Related
Studies

Any More
suitable DCMS
exist in other

studies?

SDD.07.01

Copy DCM

No

Need More
Non WSS
DCMs?

Yes

Yes

SDD.09

Review
Provisional
DCM layout

SDD.10

Create new
Provisional

DCM

SDD.11

Browse
GLIB

Standards
Domiain

QG Available
or complete?

Yes

SDD.12

Assign
Questions
Groups to
targeted

DCM

SDD.13

Modif y QG
Attr ibutes

SDD.14

Modif y
Provisional

DCM
Questions

SDD.15

Create
Layout ( for

new
Provisional

DCM)

SDD.16

Create
multiple

layouts per
Provisional

DCM

Need To
Create More

Non WSS
DCMs?

No

No

Yes
N0

Log Form
DCM collected

at CPE?

Yes

SDD.18

Create Log
f orm

Provisional
DCI w ith one

DCM

SDD.17

Create one
Provisional

DCI per
Provisional

DCM

DCM contains
QQ?

No No

SDD.19

Create
Provisional

DCI w ith
Qualif ying

Prov'nl DCM

Yes

Still additional
DCMs?

Yes

SDD.20

Review
DCM layout

f or all
Provisional

DCIs

No

SDD.21

Enter name
of

Provisional
DCI book

DCI Book
Required

Elsewhere?

SDD.22

Copy DCI
bookYes

Require
Alternate DCI

Books?
Yes

SDD.23

Create
multiple DCI
Books per

study

SDD.24

Finalize draf t
coding/data

entry
guidelines

SDD.25

Test study
database

setup

SDD.26

Activate
Provisional
DCMs and

layouts

SDD.27

Create
CPEs as per

CRF/
Protocol

SDD.28

Re-
sequence

DCMs

SDD.29

Schedule
DCMs

SDD.30

Associate
CPE w ith

expected or
optional

DCM

SDD.31

Activate all
Provisional

DCIs

SDD.32

Handover
database to
Project DM

SDD.33

When
required in

study modif y
object

attributes

DM

Draft CRF

CRA

Draft
Protocol

DC

CLINf lo DCM
Specs

No No

DDA-DM

Finalized
CRF &

Protocol

No

SDD.34

Search
library of

labs

Does Any
Labs Exist?

SDD.35

Replicate
LabsYes

SDD.36

Def ine
attributes of

Labs
No

Have Lab
Ranges?

SDD.37

Browse
GLIB -

check all
Lab Test

Questions
exist

Yes

SDD.45

Search f or
Pref erred

copy group
No

Lab Test
Questions

exist?

Pref erred
Copy Group

Exist?

SDD.46

Def ine
Pref erred

Copy Group
No

SDD.38

Request
Global

Librar ian to
create

Question

No

SDD.39

Check that
all lab units

exist

Yes

SDD.47

Enter
Textbook

Lab Ranges

Yes

Lab Units
exist?

SDD.40

Def ine Lab
UnitsNo

SDD.41

Associate
Unit With

Lab
Question

Yes

SI Units?

SDD.42

Convert Lab
UnitsNo

SDD.43

Enter Lab
Ranges

Yes

SDD.44

Verify Lab
Ranges

SDD.49

Def ine Lab
Assignment

Criter ia

SDD.50

Apply Lab
assignment

criter ia

More labs?

Yes

More labs?

Yes

No

No

CRA/ Central
Labs

Lad Data

CPM
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 D
M

DEL.01

Create Database
(w ith Project DM)

DEL.04

Release
Database f or

testing

DEL.19

Perf orm Log-in
and First-pass

data entry

DEL.22

Batch data and
send to second
data entry, w ith

updated
documentation

DEL.27

Resolve
Discrepancies

DEL.28

Continue
2nd pass data

entry

DEL.01

Create Database
(w ith DDA-DM)

DEL.03

Write Study-specif ic
data entry Rules,

and set log- in and data
entry configurations

DEL.06

Ensure compliance w ith
Standard data entry

conventions

DEL.07

Review  Study-specif ic
data entry guidelines

f or clarity and
compliance w ith

Standards

Standard
Data Entry

conventions

DEL.09

Request updates
to database and /

or rules

DEL.10

Update DCMs,
database and / or

rules

DEL.12

Receive
notification of

database release

Updates
needed

?

Yes

No

DEL.17

Prioritise data for
f irst-pass entry

(w ith Project DM)

CRF Library

CRFs

DDA-DM

Study-specif ic
Data Entry

conventions

Update
request

DDA-DM

IPO

Update
request

DEL.14

Batch up data
and send to Data
Entry w ith cover

sheet

DEL.15

Acknow ledge
receipt of  data

( incl. batch
numbering)

DEL.16

Check suitability of
data f or entering

( incl. minimum Header
requirements)

Receipt

DM / Library

CRAs

CRFs

DEL.18

Set personal
data entry user

pref erences

DEL.23

Perf orm
Second-pass

data entry

Data and
documentatio

n

2nd IPO

1st IPO

Data and
documentatio

n

Resolved
by IPO

?

No

DEL.24

Check
dif ferences

between 1st and
2nd entry

Yes

DEL.30

Complete covering
documentation, notify

Project DM of completion
and QC result

DEL.31

Perf orm
statistical check

on data entry
quality

DEL.33

Review
discrepancies

(Resolve or
create DCF)

Data and
documentatio

n

Project DM

Notification
and QC result

Project DM

DEL.32

Provide f eedback
to IPO

DEL.33

Clarif y data entry
rules as required

2nd IPO

Data and
documentatio

n

2nd IPO

Notification
and QC result

Feedback
to DE

needed ?
No

Yes

DE
rules need
clar ifying

?

No

Yes

DEL.17

Prioritise data for
f irst-pass entry
(w ith IP Group)

DEL.02

Generate
annotated CRF

Database f or
test

IP Group

Annotated
CRF

IPGroup

DEL.26

Write comment
as def ined

Questionable
data

?

Yes

No

DEL.21

Write comment
as def ined

Discrepancy
Database

DEL.05

Create test data,
or select 1-

patient
real data

Data f or
testing

IPGroup

DEL.34

Review
Investigator
Comments

Report
(Resolve or
create DCF)

DEL.08

Test Codelists for
correct sequence
numbers vs. short

names

DEL.11

Release
database

cc-Mail
notification

IPG

DDA-DM

Notification of
release

DEL.29

Perf orm quality
check on data

entry
consistency

DEL.13

Review  CRFs
and make Level 1

corrections

CRO

CRFs and
Data entered

externally

Discrepancy
Database

Discrepancy
Database

Review s

(To DVD
Area)

DEL.25

Accept 1st or 2nd
Entry data

Discrepancy
Database

'Unenrolled
Patient'
alert?

Yes

No

DEL.20

Enroll the Patient

Yes

Suf ficient data
to enroll

?

No

DEL.34

Check Screening
and Randomized
Patient numbers

Patient
at Baseline

visit?
No

Yes

DEL.35

Link Screening
and Randomized
Patient numbers
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DDA-DM

Annotated
CRF

DDA-DM

Database f or
test

(EQUIVA LENT)

(EQUIVA LENT)

(EQUIVA LENT)

GLP.01

Write
validation/
derivation
procedure
specs.

GLP.02

Review
Validation/
derivation
procedure
specs.

GLP.04

Access
Procedure
Def initions
Window

GLP.05

Identif y
procedure

GLP.06

Def ine
Standards
Af filiations

GLP.07

Def ine
Procedure
Question
Groups

GLP.08

Select
Questions

GLP.09

Select
Correlating
Questions
(optional)

GLP.10

Select
System
Variables
(optional)

GLP.11

Def ine User
Variables
(optional)

GLP.12

Def ine
Procedure
Details

GLP.13

Def ine Pre
or Post
Code

GLP.28

Display
Procedure
Def initions

GLP.03

Choose
course of
action

Yes

GLP.30

 Locate
error

GLP.31

View  log file

GLP.38

Display
Procedure
Def initions

GLP.39

Change
Status field

GLP.40

Post on web
(notif y
requester)

GLP.43

Display
Procedure
Def initions

GLP.44

Create new
version

No

GLP.29

Generate
Procedure

WSS/DM

Procedure
Specif ication

s

Create new
version?

GLP.14

Access
Procedure
Def initions
Window

GLP.15

Search by
procedure
name

GLP.19

Use Query
Procedures
by SAs
w indow

GLP.20

Copy
procedure

Search based
on SA?

Yes

No GLP.16

Copy f rom
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?

Yes

No

GLP.22

 Notif y
requestor

GLP.23

Display
Procedure
Def initions

GLP.24

Generate
Procedure

GLP.24.1

Execute
procedure

GLP.25

Verify
results -  log
f ile and
output f ile

GLP.26

Verify
results -
discrep
database or
view  derived
questions.

Pass
Verification?

No

GLP.27

Notify
requestor

Parsing Error?

GLP.33

Display
Procedure
Def initions

GLP.34

Execute
procedure

GLP.35

Verify
results -  log
f ile and
output f ile

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
Review er
/GL/WSS

Notification of
new /mod

object/DCM

No

Yes

No

Copied in Copy
Group?

No

No

GLP.17

Copy f rom
study

Yes

No

GLP.41

Store log file,
output f ile
and
documentati
on

Yes

GLP.01

Write
validation/
derivation
procedure
specs.

GLP.02

Review
Validation/
derivation
procedure
specs.

GLP.04

Access
Procedure
Def initions
Window

GLP.05

Identif y
procedure

GLP.07

Def ine
Procedure
Question
Groups

GLP.08

Select
Questions

GLP.09

Select
Correlating
Questions
(optional)

GLP.10

Select
System
Variables
(optional)

GLP.11

Def ine User
Variables
(optional)

GLP.12

Def ine
Procedure
Details

GLP.13

Def ine Pre
or Post
Code

GLP.28

Display
Procedure
Def initions

GLP.03

Choose
course of
action

Yes

GLP.30

 Locate
error

GLP.31

View  log file

GLP.38

Display
Procedure
Def initions

GLP.39

Change
Status field

GLP.40

Complete
edit check
sign-of f
document

GLP.43

Display
Procedure
Def initions

GLP.44

Create new
version

No

GLP.29

Generate
Procedure

DM
Procedure

Specif ication
s +

Annotated
Casebook

GLP.14

Access
Procedure
Def initions
Window

GLP.15

Search by
procedure
name

GLP.19

Use Query
Procedures
by SAs
w indow

GLP.20

Copy
procedure

Search based
on SA?

Yes

No GLP.16

Copy f rom
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
Def initions

GLP.34

Execute
procedure

GLP.35

Verify
results -  log
f ile and
output f ile

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 f rom
study

No

GLP.41

Store log file,
output f ile
and
documentati
on

Yes

Yes

Promotable
Procedure?

No

Create new
version?

Yes

Copy From
another Study?

No

Yes

GLP.42

Notify Global
Librar ian of
request

YesAdd to GLib?

Reply to
CCmail

DDA-DM

Reply to
CCmail

DDA-DM

Weekly
procedure

report/ccmail
reply

DM/DDA-DM

Edit Check
Sign-off

Document

DM

Copy of
Original
Specs +
ccmail

GL

Yes

Validation and D er ivation
Procedures at the Global L ibrary

Level

Validation and D er ivation
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

Forw ard request for
Bulk Pt Data Delete /

Edit / Update /
Transf er to DDA Gp

by cc:Mail

EDL.03

Transf er request to
local tracking

system, f orw ard to
DDA Staf f

EDL.05

Create UNIX w ork
sub-director ies

EDL.04

Agree actions to be
taken (w ith DM), log

them into local
tracking system

(Source)

Electronic
patient data

UNIX
director ies
available?

No

Batch Delete
Required?

Yes

EDL.24

Complete the Delete
Study Inf ormation

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

Yes

EDL.08.

Valida

EDL.26

Check the Out file,
verify the tally of

'Data Entry Deletes'
against expected

Tally agrees?

No

Yes

EDL.27

Rerun 
Inf orma

Run

Yes

EDL.06

Put the supplied Raw
Data f ile in /data

directory

Yes

Defining the Scope II

The Upstream Processes
impact the process 
supported by the new system

The Downstream
Process is impacted by
the process supported
by the new system



PLA.26 +
(DUV)

Annual Progress
Report

(Tables 7, 8, 9)
(w ith Saf ety)

Need
changes to

WSS Objects
?

WSS change
request

WSS Cttee's

Annotated
CRF

1st Reviewer

Review
Trigger Form

1st Reviewer

Yes

No

GLM.01

Ensure compliance of
Draft CRF w ith WSS.

(w ith CPM, CRA,
CFM, DDA-DA)

GLM.02

Forw ard request
to WSS local and

global
Committees f or

review

GLM.03

Analyse CRF
Book f or required

Metadata

GLM.04

Identif y WSS
Objects used in

Study

GLM.05

Identif y other
relevant Studies

WSS Cttee's

Changes to
WSS Objects

Oracle
Clinical

GLM.06

Identif y all Non-
WSS Objects

needed f or Study

Oracle
Clinical

GLM.07

Browse Global Library
to find existing

Objects, and identif y
new  Objects needed

GLM.08

Def ine a Provisional
Object in REVIEW1

Domain

New  Object
needed

?

Yes

No

Need
New  Codes in

an existing
DV G?

Yes

No

GLM.09

Def ine a Provisional
DV G in REVIEW1
Domain w ith only

the
New  Codes

Is this a
Dictionary

Term
Question?

Yes

No

GLM.10

Enter details of
'Question Set'

DV G's and
Questions on

Review  Trigger
Form

Need
New

Questions in
existing

Qu. Group
?

Yes

GLM.11

Def ine the Question
Group in REVIEW1
Domain w ith only

the New Questions

GLM.12

Complete the
Review  Trigger

Form

CRA

Protocol

CRA

Draft CRF

GLM.13

Review  Provisional
Object in Review 1

Domain

GLM.16

Move Provisional
Object to
REVIEW2
Domain

Are
changes

needed/object
unacceptable

?

Yes

No

GLM.14

Conf irm w ith
Requester

Metadata
Standards

DDA-DM

Annotated
CRF

DDA-DM

Review
Trigger Form

Is
Provisional

Object
acceptable

?

No

Are
changes
agreed

?

No

GLM.17

Move Provisional
Object to

REJECTED
Domain

GLM.15

Update
Object

Yes

GLM.18

Notify Requester
and 2nd

Review er (Global
Librar ian) of

outcome

Annotated
CRF

2nd
Review er

Review
Trigger Form

2nd
Review er

Notification

Requester

Oracle
Clinical

GLM.19

Review  Provisional
Object in Review 2

Domain

GLM.22

Move Provisional
Object to

STANDA RD
Domain

Metadata
Standards

DDA-DA

Annotated
CRF

DDA-DA

Review
Trigger Form

GLM.27

Move Provisional
Object to

REJECTED
Domain

GLM.29

Notify Requester
and 1st Review er

of outcome

1st Reviewer

Notification

Requester

GLM.23

Change Object
Status to
ACTIVE

No

GLM.28

Delete
Provisional

Object

Is
the Object a
New  DVG

?

Yes

No

Is
the Object

a new
Question for

an existing Qu.
Group

?

Yes

No

Is
the Object a

new Code f or
an existing

DV G
?

Yes

No

GLM.24

Modif y the
Question to link it

to the DVG

GLM.25

Add new  Code  to
the existing DVG

GLM.26

Add new
Question  to the

existing Question
Group

WSS
Standards OC Metadata

Standards

Yes

Is
Provisional

Object in
REJECTED

domain
?

Are
changes

needed/object
unacceptable

?

Yes

No

GLM.20

Conf irm changes
w ith Requester

and 1st Review er

Is
Provisional

Object
acceptable

?

No

Are
changes
agreed

?

No

GLM.21

Update
Object

Yes

Yes

Yes

WSS DCM
Name Know n?

GLIB

Def ined QGs
and DVGs

Yes

No

SDD.01

Search
GLIB for

Active DCM

SDD.03

Find suitable
WSS

Question
Groups by
brow sing

SDD.04

Request
creation:-

QG
Questions
and DVGs
(see GLM

02)

SDD.05

Create
study level
Provisional

DCM

SDD.02

Copy Active
(WSS) DCM

f rom GLIB to
your study

QG Available
or Complete?

Yes

No

Need More
WSS DCMs?

Yes

No

SDD.06

Search
GLIB for non
WSS DCM

SDD.08

Modif y
attributes of

all copied
DCMs to fit

CRF

SDD.06.01

Copy DCM Need More
Non WSS
DCMs?

Yes

DCM in GLIB? Yes

No

SDD.07

Search
Related
Studies

Any More
suitable DCMS
exist in other

studies?

SDD.07.01

Copy DCM

No

Need More
Non WSS
DCMs?

Yes

Yes

SDD.09

Review
Provisional
DCM layout

SDD.10

Create new
Provisional

DCM

SDD.11

Browse
GLIB

Standards
Domiain

QG Available
or complete?

Yes

SDD.12

Assign
Questions
Groups to
targeted

DCM

SDD.13

Modif y QG
Attr ibutes

SDD.14

Modif y
Provisional

DCM
Questions

SDD.15

Create
Layout ( for

new
Provisional

DCM)

SDD.16

Create
multiple

layouts per
Provisional

DCM

Need To
Create More

Non WSS
DCMs?

No

No

Yes
N0

Log Form
DCM collected

at CPE?

Yes

SDD.18

Create Log
f orm

Provisional
DCI w ith one

DCM

SDD.17

Create one
Provisional

DCI per
Provisional

DCM

DCM contains
QQ?

No No

SDD.19

Create
Provisional

DCI w ith
Qualif ying

Prov'nl DCM

Yes

Still additional
DCMs?

Yes

SDD.20

Review
DCM layout

f or all
Provisional

DCIs

No

SDD.21

Enter name
of

Provisional
DCI book

DCI Book
Required

Elsewhere?

SDD.22

Copy DCI
bookYes

Require
Alternate DCI

Books?
Yes

SDD.23

Create
multiple DCI
Books per

study

SDD.24

Finalize draf t
coding/data

entry
guidelines

SDD.25

Test study
database

setup

SDD.26

Activate
Provisional
DCMs and

layouts

SDD.27

Create
CPEs as per

CRF/
Protocol

SDD.28

Re-
sequence

DCMs

SDD.29

Schedule
DCMs

SDD.30

Associate
CPE w ith

expected or
optional

DCM

SDD.31

Activate all
Provisional

DCIs

SDD.32

Handover
database to
Project DM

SDD.33

When
required in

study modif y
object

attributes

DM

Draft CRF

CRA

Draft
Protocol

DC

CLINf lo DCM
Specs

No No

DDA-DM

Finalized
CRF &

Protocol

No

SDD.34

Search
library of

labs

Does Any
Labs Exist?

SDD.35

Replicate
LabsYes

SDD.36

Def ine
attributes of

Labs
No

Have Lab
Ranges?

SDD.37

Browse
GLIB -

check all
Lab Test

Questions
exist

Yes

SDD.45

Search f or
Pref erred

copy group
No

Lab Test
Questions

exist?

Pref erred
Copy Group

Exist?

SDD.46

Def ine
Pref erred

Copy Group
No

SDD.38

Request
Global

Librar ian to
create

Question

No

SDD.39

Check that
all lab units

exist

Yes

SDD.47

Enter
Textbook

Lab Ranges

Yes

Lab Units
exist?

SDD.40

Def ine Lab
UnitsNo

SDD.41

Associate
Unit With

Lab
Question

Yes

SI Units?

SDD.42

Convert Lab
UnitsNo

SDD.43

Enter Lab
Ranges

Yes

SDD.44

Verify Lab
Ranges

SDD.49

Def ine Lab
Assignment

Criter ia

SDD.50

Apply Lab
assignment

criter ia

More labs?

Yes

More labs?

Yes

No

No

CRA/ Central
Labs

Lad Data

CPM

Final Protocol
D

D
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M
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ct
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D
C

 D
M

DEL.01

Create Database
(w ith Project DM)

DEL.04

Release
Database f or

testing

DEL.19

Perf orm Log-in
and First-pass

data entry

DEL.22

Batch data and
send to second
data entry, w ith

updated
documentation

DEL.27

Resolve
Discrepancies

DEL.28

Continue
2nd pass data

entry

DEL.01

Create Database
(w ith DDA-DM)

DEL.03

Write Study-specif ic
data entry Rules,

and set log- in and data
entry configurations

DEL.06

Ensure compliance w ith
Standard data entry

conventions

DEL.07

Review  Study-specif ic
data entry guidelines

f or clarity and
compliance w ith

Standards

Standard
Data Entry

conventions

DEL.09

Request updates
to database and /

or rules

DEL.10

Update DCMs,
database and / or

rules

DEL.12

Receive
notification of

database release

Updates
needed

?

Yes

No

DEL.17

Prioritise data for
f irst-pass entry

(w ith Project DM)

CRF Library

CRFs

DDA-DM

Study-specif ic
Data Entry

conventions

Update
request

DDA-DM

IPO

Update
request

DEL.14

Batch up data
and send to Data
Entry w ith cover

sheet

DEL.15

Acknow ledge
receipt of  data

( incl. batch
numbering)

DEL.16

Check suitability of
data f or entering

( incl. minimum Header
requirements)

Receipt

DM / Library

CRAs

CRFs

DEL.18

Set personal
data entry user

pref erences

DEL.23

Perf orm
Second-pass

data entry

Data and
documentatio

n

2nd IPO

1st IPO

Data and
documentatio

n

Resolved
by IPO

?

No

DEL.24

Check
dif ferences

between 1st and
2nd entry

Yes

DEL.30

Complete covering
documentation, notify

Project DM of completion
and QC result

DEL.31

Perf orm
statistical check

on data entry
quality

DEL.33

Review
discrepancies

(Resolve or
create DCF)

Data and
documentatio

n

Project DM

Notification
and QC result

Project DM

DEL.32

Provide f eedback
to IPO

DEL.33

Clarif y data entry
rules as required

2nd IPO

Data and
documentatio

n

2nd IPO

Notification
and QC result

Feedback
to DE

needed ?
No

Yes

DE
rules need
clar ifying

?

No

Yes

DEL.17

Prioritise data for
f irst-pass entry
(w ith IP Group)

DEL.02

Generate
annotated CRF

Database f or
test

IP Group

Annotated
CRF

IPGroup

DEL.26

Write comment
as def ined

Questionable
data

?

Yes

No

DEL.21

Write comment
as def ined

Discrepancy
Database

DEL.05

Create test data,
or select 1-

patient
real data

Data f or
testing

IPGroup

DEL.34

Review
Investigator
Comments

Report
(Resolve or
create DCF)

DEL.08

Test Codelists for
correct sequence
numbers vs. short

names

DEL.11

Release
database

cc-Mail
notification

IPG

DDA-DM

Notification of
release

DEL.29

Perf orm quality
check on data

entry
consistency

DEL.13

Review  CRFs
and make Level 1

corrections

CRO

CRFs and
Data entered

externally

Discrepancy
Database

Discrepancy
Database

Review s

(To DVD
Area)

DEL.25

Accept 1st or 2nd
Entry data

Discrepancy
Database

'Unenrolled
Patient'
alert?

Yes

No

DEL.20

Enroll the Patient

Yes

Suf ficient data
to enroll

?

No

DEL.34

Check Screening
and Randomized
Patient numbers

Patient
at Baseline

visit?
No

Yes

DEL.35

Link Screening
and Randomized
Patient numbers
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DDA-DM

Annotated
CRF

DDA-DM

Database f or
test

(EQUIVA LENT)

(EQUIVA LENT)

(EQUIVA LENT)

GLP.01

Write
validation/
derivation
procedure
specs.

GLP.02

Review
Validation/
derivation
procedure
specs.

GLP.04

Access
Procedure
Def initions
Window

GLP.05

Identif y
procedure

GLP.06

Def ine
Standards
Af filiations

GLP.07

Def ine
Procedure
Question
Groups

GLP.08

Select
Questions

GLP.09

Select
Correlating
Questions
(optional)

GLP.10

Select
System
Variables
(optional)

GLP.11

Def ine User
Variables
(optional)

GLP.12

Def ine
Procedure
Details

GLP.13

Def ine Pre
or Post
Code

GLP.28

Display
Procedure
Def initions

GLP.03

Choose
course of
action

Yes

GLP.30

 Locate
error

GLP.31

View  log file

GLP.38

Display
Procedure
Def initions

GLP.39

Change
Status field

GLP.40

Post on web
(notif y
requester)

GLP.43

Display
Procedure
Def initions

GLP.44

Create new
version

No

GLP.29

Generate
Procedure

WSS/DM

Procedure
Specif ication

s

Create new
version?

GLP.14

Access
Procedure
Def initions
Window

GLP.15

Search by
procedure
name

GLP.19

Use Query
Procedures
by SAs
w indow

GLP.20

Copy
procedure

Search based
on SA?

Yes

No GLP.16

Copy f rom
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?

Yes

No

GLP.22

 Notif y
requestor

GLP.23

Display
Procedure
Def initions

GLP.24

Generate
Procedure

GLP.24.1

Execute
procedure

GLP.25

Verify
results -  log
f ile and
output f ile

GLP.26

Verify
results -
discrep
database or
view  derived
questions.

Pass
Verification?

No

GLP.27

Notify
requestor

Parsing Error?

GLP.33

Display
Procedure
Def initions

GLP.34

Execute
procedure

GLP.35

Verify
results -  log
f ile and
output f ile

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
Review er
/GL/WSS

Notification of
new /mod

object/DCM

No

Yes

No

Copied in Copy
Group?

No

No

GLP.17

Copy f rom
study

Yes

No

GLP.41

Store log file,
output f ile
and
documentati
on

Yes

GLP.01

Write
validation/
derivation
procedure
specs.

GLP.02

Review
Validation/
derivation
procedure
specs.

GLP.04

Access
Procedure
Def initions
Window

GLP.05

Identif y
procedure

GLP.07

Def ine
Procedure
Question
Groups

GLP.08

Select
Questions

GLP.09

Select
Correlating
Questions
(optional)

GLP.10

Select
System
Variables
(optional)

GLP.11

Def ine User
Variables
(optional)

GLP.12

Def ine
Procedure
Details

GLP.13

Def ine Pre
or Post
Code

GLP.28

Display
Procedure
Def initions

GLP.03

Choose
course of
action

Yes

GLP.30

 Locate
error

GLP.31

View  log file

GLP.38

Display
Procedure
Def initions

GLP.39

Change
Status field

GLP.40

Complete
edit check
sign-of f
document

GLP.43

Display
Procedure
Def initions

GLP.44

Create new
version

No

GLP.29

Generate
Procedure

DM
Procedure

Specif ication
s +

Annotated
Casebook

GLP.14

Access
Procedure
Def initions
Window

GLP.15

Search by
procedure
name

GLP.19

Use Query
Procedures
by SAs
w indow

GLP.20

Copy
procedure

Search based
on SA?

Yes

No GLP.16

Copy f rom
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
Def initions

GLP.34

Execute
procedure

GLP.35

Verify
results -  log
f ile and
output f ile

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 f rom
study

No

GLP.41

Store log file,
output f ile
and
documentati
on

Yes

Yes

Promotable
Procedure?

No

Create new
version?

Yes

Copy From
another Study?

No

Yes

GLP.42

Notify Global
Librar ian of
request

YesAdd to GLib?

Reply to
CCmail

DDA-DM

Reply to
CCmail

DDA-DM

Weekly
procedure

report/ccmail
reply

DM/DDA-DM

Edit Check
Sign-off

Document

DM

Copy of
Original
Specs +
ccmail

GL

Yes

Validation and D er ivation
Procedures at the Global L ibrary

Level

Validation and D er ivation
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

Forw ard request for
Bulk Pt Data Delete /

Edit / Update /
Transf er to DDA Gp

by cc:Mail

EDL.03

Transf er request to
local tracking

system, f orw ard to
DDA Staf f

EDL.05

Create UNIX w ork
sub-director ies

EDL.04

Agree actions to be
taken (w ith DM), log

them into local
tracking system

(Source)

Electronic
patient data

UNIX
director ies
available?

No

Batch Delete
Required?

Yes

EDL.24

Complete the Delete
Study Inf ormation

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

Yes

EDL.08.

Valida

EDL.26

Check the Out file,
verify the tally of

'Data Entry Deletes'
against expected

Tally agrees?

No

Yes

EDL.27

Rerun 
Inf orma

Run

Yes

EDL.06

Put the supplied Raw
Data f ile in /data

directory

Yes

Defining the Scope V

The color codes describe the scope of existing systems



4. Define The Interfaces

● Experience shows that it is the points of
information hand-offs that cause the
most waste, rework, and duplication.

● Processes

● Systems

● Organization



Defining Interfaces

• Wherever lines cross boundaries and colors change, an  interface  (  )
needs definition or ...

• … elimination

I

PLA.26 +
(DUV)

Annual Progress
Report

(Tables 7, 8, 9)
(w ith Saf ety)

Need
changes to

WSS Objects
?

WSS change
request

WSS Cttee's

Annotated
CRF

1st Reviewer

Review
Trigger Form

1st Reviewer

Yes

No

GLM.01

Ensure compliance of
Draft CRF w ith WSS.

(w ith CPM, CRA,
CFM, DDA-DA)

GLM.02

Forw ard request
to WSS local and

global
Committees f or

review

GLM.03

Analyse CRF
Book f or required

Metadata

GLM.04

Identif y WSS
Objects used in

Study

GLM.05

Identif y other
relevant Studies

WSS Cttee's

Changes to
WSS Objects

Oracle
Clinical

GLM.06

Identif y all Non-
WSS Objects

needed f or Study

Oracle
Clinical

GLM.07

Browse Global Library
to find existing

Objects, and identif y
new  Objects needed

GLM.08

Def ine a Provisional
Object in REVIEW1

Domain

New  Object
needed

?

Yes

No

Need
New  Codes in

an existing
DV G?

Yes

No

GLM.09

Def ine a Provisional
DV G in REVIEW1
Domain w ith only

the
New  Codes

Is this a
Dictionary

Term
Question?

Yes

No

GLM.10

Enter details of
'Question Set'

DV G's and
Questions on

Review  Trigger
Form

Need
New

Questions in
existing

Qu. Group
?

Yes

GLM.11

Def ine the Question
Group in REVIEW1
Domain w ith only

the New Questions

GLM.12

Complete the
Review  Trigger

Form

CRA

Protocol

CRA

Draft CRF

GLM.13

Review  Provisional
Object in Review 1

Domain

GLM.16

Move Provisional
Object to
REVIEW2
Domain

Are
changes

needed/object
unacceptable

?

Yes

No

GLM.14

Conf irm w ith
Requester

Metadata
Standards

DDA-DM

Annotated
CRF

DDA-DM

Review
Trigger Form

Is
Provisional

Object
acceptable

?

No

Are
changes
agreed

?

No

GLM.17

Move Provisional
Object to

REJECTED
Domain

GLM.15

Update
Object

Yes

GLM.18

Notify Requester
and 2nd

Review er (Global
Librar ian) of

outcome

Annotated
CRF

2nd
Review er

Review
Trigger Form

2nd
Review er

Notification

Requester

Oracle
Clinical

GLM.19

Review  Provisional
Object in Review 2

Domain

GLM.22

Move Provisional
Object to

STANDA RD
Domain

Metadata
Standards

DDA-DA

Annotated
CRF

DDA-DA

Review
Trigger Form

GLM.27

Move Provisional
Object to

REJECTED
Domain

GLM.29

Notify Requester
and 1st Review er

of outcome

1st Reviewer

Notification

Requester

GLM.23

Change Object
Status to
ACTIVE

No

GLM.28

Delete
Provisional

Object

Is
the Object a
New  DVG

?

Yes

No

Is
the Object

a new
Question for

an existing Qu.
Group

?

Yes

No

Is
the Object a

new Code f or
an existing

DV G
?

Yes

No

GLM.24

Modif y the
Question to link it

to the DVG

GLM.25

Add new  Code  to
the existing DVG

GLM.26

Add new
Question  to the

existing Question
Group

WSS
Standards OC Metadata

Standards

Yes

Is
Provisional

Object in
REJECTED

domain
?

Are
changes

needed/object
unacceptable

?

Yes

No

GLM.20

Conf irm changes
w ith Requester

and 1st Review er

Is
Provisional

Object
acceptable

?

No

Are
changes
agreed

?

No

GLM.21

Update
Object

Yes

Yes

Yes

WSS DCM
Name Know n?

GLIB

Def ined QGs
and DVGs

Yes

No

SDD.01

Search
GLIB for

Active DCM

SDD.03

Find suitable
WSS

Question
Groups by
brow sing

SDD.04

Request
creation:-

QG
Questions
and DVGs
(see GLM

02)

SDD.05

Create
study level
Provisional

DCM

SDD.02

Copy Active
(WSS) DCM

f rom GLIB to
your study

QG Available
or Complete?

Yes

No

Need More
WSS DCMs?

Yes

No

SDD.06

Search
GLIB for non
WSS DCM

SDD.08

Modif y
attributes of

all copied
DCMs to fit

CRF

SDD.06.01

Copy DCM Need More
Non WSS
DCMs?

Yes

DCM in GLIB? Yes

No

SDD.07

Search
Related
Studies

Any More
suitable DCMS
exist in other

studies?

SDD.07.01

Copy DCM

No

Need More
Non WSS
DCMs?

Yes

Yes

SDD.09

Review
Provisional
DCM layout

SDD.10

Create new
Provisional

DCM

SDD.11

Browse
GLIB

Standards
Domiain

QG Available
or complete?

Yes

SDD.12

Assign
Questions
Groups to
targeted

DCM

SDD.13

Modif y QG
Attr ibutes

SDD.14

Modif y
Provisional

DCM
Questions

SDD.15

Create
Layout ( for

new
Provisional

DCM)

SDD.16

Create
multiple

layouts per
Provisional

DCM

Need To
Create More

Non WSS
DCMs?

No

No

Yes
N0

Log Form
DCM collected

at CPE?

Yes

SDD.18

Create Log
f orm

Provisional
DCI w ith one

DCM

SDD.17

Create one
Provisional

DCI per
Provisional

DCM

DCM contains
QQ?

No No

SDD.19

Create
Provisional

DCI w ith
Qualif ying

Prov'nl DCM

Yes

Still additional
DCMs?

Yes

SDD.20

Review
DCM layout

f or all
Provisional

DCIs

No

SDD.21

Enter name
of

Provisional
DCI book

DCI Book
Required

Elsewhere?

SDD.22

Copy DCI
bookYes

Require
Alternate DCI

Books?
Yes

SDD.23

Create
multiple DCI
Books per

study

SDD.24

Finalize draf t
coding/data

entry
guidelines

SDD.25

Test study
database

setup

SDD.26

Activate
Provisional
DCMs and

layouts

SDD.27

Create
CPEs as per

CRF/
Protocol

SDD.28

Re-
sequence

DCMs

SDD.29

Schedule
DCMs

SDD.30

Associate
CPE w ith

expected or
optional

DCM

SDD.31

Activate all
Provisional

DCIs

SDD.32

Handover
database to
Project DM

SDD.33

When
required in

study modif y
object

attributes

DM

Draft CRF

CRA

Draft
Protocol

DC

CLINf lo DCM
Specs

No No

DDA-DM

Finalized
CRF &

Protocol

No

SDD.34

Search
library of

labs

Does Any
Labs Exist?

SDD.35

Replicate
LabsYes

SDD.36

Def ine
attributes of

Labs
No

Have Lab
Ranges?

SDD.37

Browse
GLIB -

check all
Lab Test

Questions
exist

Yes

SDD.45

Search f or
Pref erred

copy group
No

Lab Test
Questions

exist?

Pref erred
Copy Group

Exist?

SDD.46

Def ine
Pref erred

Copy Group
No

SDD.38

Request
Global

Librar ian to
create

Question

No

SDD.39

Check that
all lab units

exist

Yes

SDD.47

Enter
Textbook

Lab Ranges

Yes

Lab Units
exist?

SDD.40

Def ine Lab
UnitsNo

SDD.41

Associate
Unit With

Lab
Question

Yes

SI Units?

SDD.42

Convert Lab
UnitsNo

SDD.43

Enter Lab
Ranges

Yes

SDD.44

Verify Lab
Ranges

SDD.49

Def ine Lab
Assignment

Criter ia

SDD.50

Apply Lab
assignment

criter ia

More labs?

Yes

More labs?

Yes

No

No

CRA/ Central
Labs

Lad Data

CPM
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DEL.01

Create Database
(w ith Project DM)

DEL.04

Release
Database f or

testing

DEL.19

Perf orm Log-in
and First-pass

data entry

DEL.22

Batch data and
send to second
data entry, w ith

updated
documentation

DEL.27

Resolve
Discrepancies

DEL.28

Continue
2nd pass data

entry

DEL.01

Create Database
(w ith DDA-DM)

DEL.03

Write Study-specif ic
data entry Rules,

and set log- in and data
entry configurations

DEL.06

Ensure compliance w ith
Standard data entry

conventions

DEL.07

Review  Study-specif ic
data entry guidelines

f or clarity and
compliance w ith

Standards

Standard
Data Entry

conventions

DEL.09

Request updates
to database and /

or rules

DEL.10

Update DCMs,
database and / or

rules

DEL.12

Receive
notification of

database release

Updates
needed

?

Yes

No

DEL.17

Prioritise data for
f irst-pass entry

(w ith Project DM)

CRF Library

CRFs

DDA-DM

Study-specif ic
Data Entry

conventions

Update
request

DDA-DM

IPO

Update
request

DEL.14

Batch up data
and send to Data
Entry w ith cover

sheet

DEL.15

Acknow ledge
receipt of  data

( incl. batch
numbering)

DEL.16

Check suitability of
data f or entering

( incl. minimum Header
requirements)

Receipt

DM / Library

CRAs

CRFs

DEL.18

Set personal
data entry user

pref erences

DEL.23

Perf orm
Second-pass

data entry

Data and
documentatio

n

2nd IPO

1st IPO

Data and
documentatio

n

Resolved
by IPO

?

No

DEL.24

Check
dif ferences

between 1st and
2nd entry

Yes

DEL.30

Complete covering
documentation, notify

Project DM of completion
and QC result

DEL.31

Perf orm
statistical check

on data entry
quality

DEL.33

Review
discrepancies

(Resolve or
create DCF)

Data and
documentatio

n

Project DM

Notification
and QC result

Project DM

DEL.32

Provide f eedback
to IPO

DEL.33

Clarif y data entry
rules as required

2nd IPO

Data and
documentatio

n

2nd IPO

Notification
and QC result

Feedback
to DE

needed ?
No

Yes

DE
rules need
clar ifying

?

No

Yes

DEL.17

Prioritise data for
f irst-pass entry
(w ith IP Group)

DEL.02

Generate
annotated CRF

Database f or
test

IP Group

Annotated
CRF

IPGroup

DEL.26

Write comment
as def ined

Questionable
data

?

Yes

No

DEL.21

Write comment
as def ined

Discrepancy
Database

DEL.05

Create test data,
or select 1-

patient
real data

Data f or
testing

IPGroup

DEL.34

Review
Investigator
Comments

Report
(Resolve or
create DCF)

DEL.08

Test Codelists for
correct sequence
numbers vs. short

names

DEL.11

Release
database

cc-Mail
notification

IPG

DDA-DM

Notification of
release

DEL.29

Perf orm quality
check on data

entry
consistency

DEL.13

Review  CRFs
and make Level 1

corrections

CRO

CRFs and
Data entered

externally

Discrepancy
Database

Discrepancy
Database

Review s

(To DVD
Area)

DEL.25

Accept 1st or 2nd
Entry data

Discrepancy
Database

'Unenrolled
Patient'
alert?

Yes

No

DEL.20

Enroll the Patient

Yes

Suf ficient data
to enroll

?

No

DEL.34

Check Screening
and Randomized
Patient numbers

Patient
at Baseline

visit?
No

Yes

DEL.35

Link Screening
and Randomized
Patient numbers
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DDA-DM

Annotated
CRF

DDA-DM

Database f or
test

(EQUIVA LENT)

(EQUIVA LENT)

(EQUIVA LENT)

GLP.01

Write
validation/
derivation
procedure
specs.

GLP.02

Review
Validation/
derivation
procedure
specs.

GLP.04

Access
Procedure
Def initions
Window

GLP.05

Identif y
procedure

GLP.06

Def ine
Standards
Af filiations

GLP.07

Def ine
Procedure
Question
Groups

GLP.08

Select
Questions

GLP.09

Select
Correlating
Questions
(optional)

GLP.10

Select
System
Variables
(optional)

GLP.11

Def ine User
Variables
(optional)

GLP.12

Def ine
Procedure
Details

GLP.13

Def ine Pre
or Post
Code

GLP.28

Display
Procedure
Def initions

GLP.03

Choose
course of
action

Yes

GLP.30

 Locate
error

GLP.31

View  log file

GLP.38

Display
Procedure
Def initions

GLP.39

Change
Status field

GLP.40

Post on web
(notif y
requester)

GLP.43

Display
Procedure
Def initions

GLP.44

Create new
version

No

GLP.29

Generate
Procedure

WSS/DM

Procedure
Specif ication

s

Create new
version?

GLP.14

Access
Procedure
Def initions
Window

GLP.15

Search by
procedure
name

GLP.19

Use Query
Procedures
by SAs
w indow

GLP.20

Copy
procedure

Search based
on SA?

Yes

No GLP.16

Copy f rom
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?

Yes

No

GLP.22

 Notif y
requestor

GLP.23

Display
Procedure
Def initions

GLP.24

Generate
Procedure

GLP.24.1

Execute
procedure

GLP.25

Verify
results -  log
f ile and
output f ile

GLP.26

Verify
results -
discrep
database or
view  derived
questions.

Pass
Verification?

No

GLP.27

Notify
requestor

Parsing Error?

GLP.33

Display
Procedure
Def initions

GLP.34

Execute
procedure

GLP.35

Verify
results -  log
f ile and
output f ile

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
Review er
/GL/WSS

Notification of
new /mod

object/DCM

No

Yes

No

Copied in Copy
Group?

No

No

GLP.17

Copy f rom
study

Yes

No

GLP.41

Store log file,
output f ile
and
documentati
on

Yes

GLP.01

Write
validation/
derivation
procedure
specs.

GLP.02

Review
Validation/
derivation
procedure
specs.

GLP.04

Access
Procedure
Def initions
Window

GLP.05

Identif y
procedure

GLP.07

Def ine
Procedure
Question
Groups

GLP.08

Select
Questions

GLP.09

Select
Correlating
Questions
(optional)

GLP.10

Select
System
Variables
(optional)

GLP.11

Def ine User
Variables
(optional)

GLP.12

Def ine
Procedure
Details

GLP.13

Def ine Pre
or Post
Code

GLP.28

Display
Procedure
Def initions

GLP.03

Choose
course of
action

Yes

GLP.30

 Locate
error

GLP.31

View  log file

GLP.38

Display
Procedure
Def initions

GLP.39

Change
Status field

GLP.40

Complete
edit check
sign-of f
document

GLP.43

Display
Procedure
Def initions

GLP.44

Create new
version

No

GLP.29

Generate
Procedure

DM
Procedure

Specif ication
s +

Annotated
Casebook

GLP.14

Access
Procedure
Def initions
Window

GLP.15

Search by
procedure
name

GLP.19

Use Query
Procedures
by SAs
w indow

GLP.20

Copy
procedure

Search based
on SA?

Yes

No GLP.16

Copy f rom
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
Def initions

GLP.34

Execute
procedure

GLP.35

Verify
results -  log
f ile and
output f ile

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 f rom
study

No

GLP.41

Store log file,
output f ile
and
documentati
on

Yes

Yes

Promotable
Procedure?

No

Create new
version?

Yes

Copy From
another Study?

No

Yes

GLP.42

Notify Global
Librar ian of
request

YesAdd to GLib?

Reply to
CCmail

DDA-DM

Reply to
CCmail

DDA-DM

Weekly
procedure

report/ccmail
reply

DM/DDA-DM

Edit Check
Sign-off

Document

DM

Copy of
Original
Specs +
ccmail

GL

Yes

Validation and D er ivation
Procedures at the Global L ibrary

Level

Validation and D er ivation
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

Forw ard request for
Bulk Pt Data Delete /

Edit / Update /
Transf er to DDA Gp

by cc:Mail

EDL.03

Transf er request to
local tracking

system, f orw ard to
DDA Staf f

EDL.05

Create UNIX w ork
sub-director ies

EDL.04

Agree actions to be
taken (w ith DM), log

them into local
tracking system

(Source)

Electronic
patient data

UNIX
director ies
available?

No

Batch Delete
Required?

Yes

EDL.24

Complete the Delete
Study Inf ormation

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

Yes

EDL.08.

Valida

EDL.26

Check the Out file,
verify the tally of

'Data Entry Deletes'
against expected

Tally agrees?

No

Yes

EDL.27

Rerun 
Inf orma

Run

Yes

EDL.06

Put the supplied Raw
Data f ile in /data

directory

YesI
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5. Identify/Validate Assumptions

● Our processes and organizations are
based on assumptions

● What assumptions is the new system
based on?



6. Understand The Contributors

The weakest contribution determines the overall success
of the solution

Processes
Systems

Functionality

User
Capability



The Right Decision
1. Choose The Right Name

2. Define The Right Objectives

3. Define The Right Scope(s)

4. Define The Interfaces

5. Identify/Validate Assumptions

6. Understand The Contributors

!

Poor implementation can
make the best system deliver
zero value



7. Define The Future

PLA.26 +
(DUV)

Annual Progress
Report

(Tables 7, 8, 9)
(w ith Safety)

Need
changes to

WSS Objects
?

WSS change
request

WSS Cttee's

Annotated
CRF

1st Reviewer

Review
Trigger Form

1st Reviewer

Yes

No

GLM.01

Ensure compliance of
Draft CRF w ith WSS.

(w ith CPM, CRA,
CFM, DDA-DA)

GLM.02

Forward request
to WSS local and

global
Committees for

review

GLM.03

Analyse CRF
Book f or required

Metadata

GLM.04

Identify WSS
Objects used in

Study

GLM.05

Identify other
relevant Studies

WSS Cttee's

Changes to
WSS Objects

Oracle
Clinical

GLM.06

Identify all Non-
WSS Objects

needed for Study

Oracle
Clinical

GLM.07

Browse Global Library
to find existing

Objects, and identif y
new Objects needed

GLM.08

Def ine a Provisional
Object in REVIEW1

Domain

New Object
needed

?

Yes

No

Need
New Codes in

an existing
DVG?

Yes

No

GLM.09

Def ine a Provisional
DVG in REVIEW1
Domain w ith only

the
New Codes

Is this a
Dictionary

Term
Question?

Yes

No

GLM.10

Enter details of
'Question Set'

DVG's and
Questions on

Review  Trigger
Form

Need
New

Questions in
existing

Qu. Group
?

Yes

GLM.11

Def ine the Question
Group in REVIEW1
Domain w ith only

the New Questions

GLM.12

Complete the
Review  Trigger

Form

CRA

Protocol

CRA

Draft CRF

GLM.13

Review  Provisional
Object in Review1

Domain

GLM.16

Move Provisional
Object to
REVIEW2
Domain

Are
changes

needed/object
unacceptable

?

Yes

No

GLM.14

Confirm with
Requester

Metadata
Standards

DDA-DM

Annotated
CRF

DDA-DM

Review
Trigger Form

Is
Provisional

Object
acceptable

?

No

Are
changes
agreed

?

No

GLM.17

Move Provisional
Object to

REJECTED
Domain

GLM.15

Update
Object

Yes

GLM.18

Notify Requester
and 2nd

Reviewer (Global
Librarian) of

outcome

Annotated
CRF

2nd
Reviewer

Review
Trigger Form

2nd
Reviewer

Notification

Requester

Oracle
Clinical

GLM.19

Review  Provisional
Object in Review2

Domain

GLM.22

Move Provisional
Object to

STANDARD
Domain

Metadata
Standards

DDA-DA

Annotated
CRF

DDA-DA

Review
Trigger Form

GLM.27

Move Provisional
Object to

REJECTED
Domain

GLM.29

Notify Requester
and 1st Reviewer

of  outcome

1st Reviewer

Notification

Requester

GLM.23

Change Object
Status to
ACTIVE

No

GLM.28

Delete
Provisional

Object

Is
the Object a
New DVG

?

Yes

No

Is
the Object

a new
Question for

an existing Qu.
Group

?

Yes

No

Is
the Object a

new Code for
an existing

DVG
?

Yes

No

GLM.24

Modif y the
Question to link it

to the DVG

GLM.25

Add new Code  to
the existing DVG

GLM.26

Add new
Question  to the
existing Question

Group

WSS
Standards OC Metadata

Standards

Yes

Is
Provisional
Object in

REJECTED
domain

?

Are
changes

needed/object
unacceptable

?

Yes

No

GLM.20

Confirm changes
w ith Requester

and 1st Reviewer

Is
Provisional

Object
acceptable

?

No

Are
changes
agreed

?

No

GLM.21

Update
Object

Yes

Yes

Yes

WSS DCM
Name Known?

GLIB

Def ined QGs
and DVGs

Yes

No

SDD.01

Search
GLIB for

Active DCM

SDD.03

Find suitable
WSS

Question
Groups by
browsing

SDD.04

Request
creation:-

QG
Questions
and DVGs
(see GLM

02)

SDD.05

Create
study level
Provisional

DCM

SDD.02

Copy Active
(WSS) DCM

from GLIB to
your study

QG Available
or Complete?

Yes

No

Need More
WSS DCMs?

Yes

No

SDD.06

Search
GLIB for non
WSS DCM

SDD.08

Modif y
attributes of
all copied

DCMs to f it
CRF

SDD.06.01

Copy DCM Need More
Non WSS
DCMs?

Yes

DCM in GLIB? Yes

No

SDD.07

Search
Related
Studies

Any More
suitable DCMS
exist in other

studies?

SDD.07.01

Copy DCM

No

Need More
Non WSS
DCMs?

Yes

Yes

SDD.09

Review
Provisional
DCM layout

SDD.10

Create new
Provisional

DCM

SDD.11

Browse
GLIB

Standards
Domiain

QG Available
or complete?

Yes

SDD.12

Assign
Questions
Groups to
targeted

DCM

SDD.13

Modif y QG
Attributes

SDD.14

Modif y
Provisional

DCM
Questions

SDD.15

Create
Layout ( for

new
Provisional

DCM)

SDD.16

Create
multiple

layouts per
Provisional

DCM

Need To
Create More

Non WSS
DCMs?

No

No

Yes
N0

Log Form
DCM collected

at CPE?

Yes

SDD.18

Create Log
form

Provisional
DCI with one

DCM

SDD.17

Create one
Provisional

DCI per
Provisional

DCM

DCM contains
QQ?No No

SDD.19

Create
Provisional
DCI with

Qualifying
Prov'nl DCM

Yes

Still additional
DCMs?

Yes

SDD.20

Review
DCM layout

for all
Provisional

DCIs

No

SDD.21

Enter name
of

Provisional
DCI book

DCI Book
Required

Elsewhere?

SDD.22

Copy DCI
bookYes

Require
Alternate DCI

Books?
Yes

SDD.23

Create
multiple DCI
Books per

study

SDD.24

Finalize draft
coding/data

entry
guidelines

SDD.25

Test study
database

setup

SDD.26

Activate
Provisional
DCMs and

layouts

SDD.27

Create
CPEs as per

CRF/
Protocol

SDD.28

Re-
sequence

DCMs

SDD.29

Schedule
DCMs

SDD.30

Associate
CPE w ith

expected or
optional

DCM

SDD.31

Activate all
Provisional

DCIs

SDD.32

Handover
database to
Project DM

SDD.33

When
required in

study modif y
object

attributes

DM

Draft CRF

CRA

Draft
Protocol

DC

CLINf lo DCM
Specs

No No

DDA-DM

Finalized
CRF &

Protocol

No

SDD.34

Search
library of

labs

Does Any
Labs Exist?

SDD.35

Replicate
LabsYes

SDD.36

Def ine
attributes of

Labs

No
Have Lab
Ranges?

SDD.37

Browse
GLIB -

check all
Lab Test
Questions

exist

Yes

SDD.45

Search f or
Preferred

copy group
No

Lab Test
Questions

exist?

Preferred
Copy Group

Exist?

SDD.46

Def ine
Preferred

Copy Group
No

SDD.38

Request
Global

Librarian to
create

Question

No

SDD.39

Check that
all lab units

exist

Yes

SDD.47

Enter
Textbook

Lab Ranges

Yes

Lab Units
exist?

SDD.40

Def ine Lab
UnitsNo

SDD.41

Associate
Unit With

Lab
Question

Yes

SI Units?

SDD.42

Convert Lab
UnitsNo

SDD.43

Enter Lab
Ranges

Yes

SDD.44

Verif y Lab
Ranges

SDD.49

Def ine Lab
Assignment

Criter ia

SDD.50

Apply Lab
assignment

cr iteria

More labs?

Yes

More labs?

Yes

No

No

CRA/ Central
Labs

Lad Data

CPM

Final Protocol

D
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P
ro
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ct
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D
C

 D
M

DEL.01

Create Database
(w ith Project DM)

DEL.04

Release
Database for

testing

DEL.19

Perform Log-in
and First-pass

data entry

DEL.22

Batch data and
send to second
data entry, w ith

updated
documentation

DEL.27

Resolve
Discrepancies

DEL.28

Continue
2nd pass data

entry

DEL.01

Create Database
(w ith DDA-DM)

DEL.03

Write Study-specific
data entry Rules,

and set log-in and data
entry configurations

DEL.06

Ensure compliance w ith
Standard data entry

conventions

DEL.07

Review  Study-specif ic
data entry guidelines

for clarity and
compliance w ith

Standards

Standard
Data Entry

conventions

DEL.09

Request updates
to database and /

or rules

DEL.10

Update DCMs,
database and / or

rules

DEL.12

Receive
notification of

database release

Updates
needed

?

Yes

No

DEL.17

Prioritise data f or
first-pass entry
(w ith Project DM)

CRF Library

CRFs

DDA-DM

Study-specific
Data Entry

conventions

Update
request

DDA-DM

IPO

Update
request

DEL.14

Batch up data
and send to Data
Entry with cover

sheet

DEL.15

Acknowledge
receipt of data

(incl. batch
numbering)

DEL.16

Check suitability of
data for entering

(incl. minimum Header
requirements)

Receipt

DM / Library

CRAs

CRFs

DEL.18

Set personal
data entry user

preferences

DEL.23

Perform
Second-pass

data entry

Data and
documentatio

n

2nd IPO

1st IPO

Data and
documentatio

n

Resolved
by IPO

?

No

DEL.24

Check
differences

between 1st and
2nd entry

Yes

DEL.30

Complete covering
documentation, notify

Project DM of completion
and QC result

DEL.31

Perform
statistical check

on data entry
quality

DEL.33

Review
discrepancies
(Resolve or
create DCF)

Data and
documentatio

n

Project DM

Notification
and QC result

Project DM

DEL.32

Provide feedback
to IPO

DEL.33

Clar ify data entry
rules as required

2nd IPO

Data and
documentatio

n

2nd IPO

Notification
and QC result

Feedback
to DE

needed ?
No

Yes

DE
rules need
clarif ying

?

No

Yes

DEL.17

Prioritise data f or
first-pass entry
(w ith IP Group)

DEL.02

Generate
annotated CRF

Database for
test

IP Group

Annotated
CRF

IPGroup

DEL.26

Write comment
as def ined

Questionable
data

?

Yes

No

DEL.21

Write comment
as def ined

Discrepancy
Database

DEL.05

Create test data,
or select 1-

patient
real data

Data for
testing

IPGroup

DEL.34

Review
Investigator
Comments

Report
(Resolve or
create DCF)

DEL.08

Test Codelists for
correct sequence
numbers vs. short

names

DEL.11

Release
database

cc-Mail
notification

IPG

DDA-DM

Notification of
release

DEL.29

Perform quality
check on data

entry
consistency

DEL.13

Review  CRFs
and make Level 1

corrections

CRO

CRFs and
Data entered

externally

Discrepancy
Database

Discrepancy
Database

Reviews

(To DVD
Area)

DEL.25

Accept 1st or 2nd
Entry data

Discrepancy
Database

'Unenrolled
Patient'
alert?

Yes

No

DEL.20

Enroll the Patient

Yes

Suf ficient data
to enroll

?

No

DEL.34

Check Screening
and Randomized
Patient numbers

Patient
at Baseline

visit?
No

Yes

DEL.35

Link Screening
and Randomized
Patient numbers
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DDA-DM

Annotated
CRF

DDA-DM

Database for
test

(EQUIVALENT)

(EQUIVALENT)

(EQUIVALENT)

GLP.01

Write
validation/
derivation
procedure
specs.

GLP.02

Review
Validation/
derivation
procedure
specs.

GLP.04

Access
Procedure
Def initions
Window

GLP.05

Identify
procedure

GLP.06

Def ine
Standards
Affiliations

GLP.07

Def ine
Procedure
Question
Groups

GLP.08

Select
Questions

GLP.09

Select
Correlating
Questions
(optional)

GLP.10

Select
System
Variables
(optional)

GLP.11

Def ine User
Variables
(optional)

GLP.12

Def ine
Procedure
Details

GLP.13

Def ine Pre
or Post
Code

GLP.28

Display
Procedure
Def initions

GLP.03

Choose
course of
action

Yes

GLP.30

 Locate
error

GLP.31

View  log file

GLP.38

Display
Procedure
Def initions

GLP.39

Change
Status field

GLP.40

Post on web
(notify
requester)

GLP.43

Display
Procedure
Def initions

GLP.44

Create new
version

No

GLP.29

Generate
Procedure

WSS/DM

Procedure
Specif ication

s

Create new
version?

GLP.14

Access
Procedure
Def initions
Window

GLP.15

Search by
procedure
name

GLP.19

Use Query
Procedures
by SAs
w indow

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?

GLP.21

Evaluate
Procedure
at Study
level - Visual
inspection

Pass
Inspection?

Yes

No

GLP.22

 Notify
requestor

GLP.23

Display
Procedure
Def initions

GLP.24

Generate
Procedure

GLP.24.1

Execute
procedure

GLP.25

Verif y
results -  log
file and
output file

GLP.26

Verif y
results -
discrep
database or
view  derived
questions.

Pass
Verif ication?

No

GLP.27

Notify
requestor

Parsing Error?

GLP.33

Display
Procedure
Def initions

GLP.34

Execute
procedure

GLP.35

Verif y
results -  log
file and
output file

GLP.37

Verif y
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
Def initions
Window

GLP.05

Identify
procedure

GLP.07

Def ine
Procedure
Question
Groups

GLP.08

Select
Questions

GLP.09

Select
Correlating
Questions
(optional)

GLP.10

Select
System
Variables
(optional)

GLP.11

Def ine User
Variables
(optional)

GLP.12

Def ine
Procedure
Details

GLP.13

Def ine Pre
or Post
Code

GLP.28

Display
Procedure
Def initions

GLP.03

Choose
course of
action

Yes

GLP.30

 Locate
error

GLP.31

View  log file

GLP.38

Display
Procedure
Def initions

GLP.39

Change
Status field

GLP.40

Complete
edit check
sign-off
document

GLP.43

Display
Procedure
Def initions

GLP.44

Create new
version

No

GLP.29

Generate
Procedure

DM
Procedure

Specif ication
s +

Annotated
Casebook

GLP.14

Access
Procedure
Def initions
Window

GLP.15

Search by
procedure
name

GLP.19

Use Query
Procedures
by SAs
w indow

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
Def initions

GLP.34

Execute
procedure

GLP.35

Verif y
results -  log
file and
output file

GLP.37

Verif y
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
Librarian of
request

YesAdd to GLib?

Reply to
CCmail

DDA-DM

Reply to
CCmail

DDA-DM

Weekly
procedure

report/ccmail
reply

DM/DDA-DM

Edit Check
Sign-off

Document

DM

Copy of
Original
Specs +
ccmail

GL

Yes

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

(Source)

Electronic
patient data

UNIX
directories
available?

No

Batch Delete
Required?

Yes

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

Yes

EDL.08.

Valid

EDL.26

Check the Out file,
verify the tally of

'Data Entry Deletes'
against expected

Tally agrees?

No

Yes

EDL.27

Rerun 
Informa

Run

Yes

EDL.06

Put the supplied Raw
Data file in /data

directory

YesI

I

I I



8. Manage Expectations

● System alone is not the (whole) answer

System will deliver Q/T/C gains

IF
Processes/Organizations/Skills
are in place



9. Choose the Right Pilots

● Tendency is to choose “non-critical”
projects.
● Non-critical projects reflect

lack of confidence

● Non-critical projects cannot
demonstrate performance
capabilities

● Demonstrate the performance
of the business, not the system



10. Train The Right Stuff

● Integrated Process and Systems
Training
● How you do things

● Where/When you use the system

● How you use the system

● Data Standards

● Where the data comes from

● What to if *@%#$&!

● ...



Conclusion

● New Technologies provide New Systems Capabilities

● New Systems Capabilities enable us to change the
way we do business

● New ways of doing business are needed to master the
challenges of the next millennium

➠ Understanding and respecting this link

determines the future success of

your business



Achim-Reeb@PROsys-LLC.COM

(425) 745-3162

PRO
sys


