Using Risk Management to Reduce Protocol
Amendments

Table of Contents

Introduction

Barriers to Effective Quality DeSI@N.....cc..ooiuiiiiiiiiiiiieiieeeeee ettt
T00-Rigid DESIZN TOOIS .....eiiiniiiiiiiieiiieeete ettt ettt et e e st e e s abe e e sabe e e sabeesabeesaneesnnes
ContinUOUS EVAIUALION .......eiiiiiiiiiiiiiiee ettt ettt et e et e st e e bt e saeeebeesaeeas
The SQRA ..ttt e a ettt s bttt e st s bt e st e e st e sb e et e e st e s bt e bt et e sbeenbeeaee 13
Expanding Beyond Medical and Scientific OVETSEETS. ........cccuerruiiriirniieniieniieeieeiee e 19
The Ulimate BENETILS ....ccc.eiouiiiiiiiieeieeeeee ettt s 21
Other Considerations Toward Effective Protocols ...........ccooiiiiiiiiiiiiiiiiiieeeceeee e 23
CONCIUSION ..ttt ettt ettt et s e e be e s et e et e s st e e beesaneeneesaneeanee 27
AAPPEIIAICES ...ttt ettt et h et h e a bt e bt e bt e bt e e a bt e bt e e ab e e beeeateebeeeaeeennes 29

A. International Conference on Harmonisation, ICH-Q9: Definition of Quality Risk Management

B. European Medicines Agency, Reflection Paper on Risk Based Quality Management in Clinical
Trials: Extensive Paper on How to Apply a Quality Management Approach in Clinical Trials

C. FDA, Guidance for Industry: Oversight of Clinical Investigations — A Risk-Based Approach
to Monitoring

D. FDAnews article “Big Pharma Trial Site Database to Reduce Costs, Red Tape”



