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                                Working Collaboratively to Deliver a Phase III Study: HORIZON III
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AZ  (logo)
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Medical Writing
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EOPII TFL
templating

Phase III TFL 
templating

IDMC
templating

Population 
process agreed

RDB consistency 
checking between 

HZII and HZIII

Populations 
agreed

Joint AZ & 
Quintiles 

Deliverables

Quintiles 
Deliverables

Deliveries for early  
phase II studies

EOPII dummy, draft and 
final deliveries for all phase 

II studies including HZIII

Dummy run 
of HZIII TFL

outputs

Draft run 
of HZIII 

TFL
outputs

Final HZIII TFL 
outputs delivered 

in batches

Ongoing IDMC deliveries for all studies

R&R and 
working 
model 
agreed

HZIII
DBL 

1Q10

Templating for 
additional TFLs

Kick-off 
meeting 

2Q06

Set 
expectations/
requirements

Subsequent IDMCs for (HZII) HZIII and interim PFS event 
deliverables

Team working 
during 

interpretation

Project 
Milestones

EOP II 
Decision 

1Q08

HZIII CIM 
Complete

2Q10

Developed interim 
PFS event programs & 
revised validation 
approach for ongoing 
deliveries

Programmed data 
checks to support DM 
during HZIII

Selected 
programs for 
PFS analysis 
from existing  
library

Created new RDB and TFL 
programs unique for phase III of 
HZIII

Additional TFLs 
incorporated into 
plans and 
programmed

AZ comments 
incorporated

On site support and 
additional TFL 
requests delivered

Ongoing validation

Agreed data 
processing and 
programming 
approach

Defined 
validation 
process

Programmed 
initial IDMC 
deliverables

Developed standards and 
programs for initial phase II 
studies

Refined 
programs for 
EOPII 
deliveries

Re-used programs from 
earlier studies for EOPII of 
HZIII 

Ongoing validation

Provided project 
reporting 
database (RDB) 
and tables, figures 
and listings (TFL) 
standards / 
guideline for 
programming

Supported 
development of study 
standards

Co-ordinated 
and reviewed 
IDMC 
requirements

Reviewed dummy 
and draft datasets 
and outputs for 
initial studies

Reviewed dummy 
and draft EOP II 
datasets and 
outputs

Co-ordinated and reviewed IDMC 
requirements

HZII (AZ) and HZIII 
(Q/AZ) teams jointly 
developed TFL 
templates

Reviewed 
dummy 
TFL 
outputs

Reviewed 
draft TFL 
outputs

Requested 
additional 
TFL outputs 

Batch 
delivery 
of TFLs 
agreed

Defined 
additional 
outputs during 
interpretation


