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1990

— Trial Database Structure
— Cording rule
— Cording form

— Analysis Programming
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1990

. SAS Programmer

— SAS Programming
— Program Validation

— Project & Tria Planning and Coordinate

May.23.2003 SAS User



at June.2000

e Project
— Trial Database Structure
— Cording rule
— Cording form

e Project
— Analysis dataset
— Analysis Programming
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2000

— Project & Trial Planning and Coordinate

. Program
— Programming
— Program Validation
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DY Trial Database set up (1)

v I
.

Data Definition & Annotated CRF
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DY Trial Database set up (2)

1
2

R
v B

Screening Rules
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Project Statistical Analysis Plan

e Endpoint
e Trial DataBase Dataset

e CTR

Project
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e Trial DataBase

— CRF
— DM Oo*C
. Dataset
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e Project Statistical Analysis Plan
— Dataset
— Dataset

— Format
e CTR Project

Program
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 Core Programs
— Corporate

e User Programs

— Project
SAS

Trnal

 Ad-Hoc Programs
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e O*C
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Add on

SAS Program
DM
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* Project
SAS
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Project User Programs

PSTAT
v Il sss

TSTAT

e Trial
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Trial User Programs

v Il ses
TSTAT
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User Programs
 Whitebox

e Blackbox
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e Corporate SOP
— Integrated clinical trial report

o Data Management & Statistic Manual

— Guideline for Developing a Project Statistical Analysis Plan
— Guideline for Developing a Trial Statistical Analysis Plan

— Program Validation
e Implementing O*C
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e Project
— DM
— Dataset
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