Implementing e-Consent for Clinical Trials:

Pitfalls and Practical Considerations

Table of Contents

Introduction

Informed Consent and the E-Consent SYSTEIM ........ccoiuiiiiiiiiiiieiiiieeieeeteeste ettt
L2 AN o] o (0 £ | BTSSP
ODBLAINING CONSEIL ..cueiiiiiiieiitie ettt ettt et e et e ettt e sttt e sabteesabeeesabeeesabeeessbeeestaeesaseessbeesnbeesnsneenanees
Recordkeeping and STOTAZE .......ceeeveeeiieeiiieeiiie et eeieeeetee et ee et e e e saeeesstaeesaeeesbeeesnseeessseeessaessseennns 11
Monitoring and AUAITING ......cccuviiiiieiiiieeeieeee ettt e ettt e st e e st e e sabeeesabeeesabaesabeesnreenans 13
SYSLEIM INEEZTILY 1ueveeeiiieeeitie ettt ee et ee et e ettt e ettt e et eeeteeessteeessteeeassaeenssaeensseeanssaeesseeensseessseeenseennns 15
Frequently ASKed QUESTIONS ......ceouiiiiiiiiiiieeiiie ettt ettt et e st e e st e s it e e sabeesnreenane 17
F N ]85 116§ (oSSR USRRR USRSt 21

A. Draft Guidance for Industry: Electronic Source Documentation in Clinical Investigations

B. A Guide to Informed Consent — Information Sheet: Guidance for Institutional Review Boards
and Clinical Investigators

C. Questions and Answers on Informed Consent Elements
D. Informed Consent Checklist — Basic and Additional Elements

E. Office for Human Research Protections — Tips on Informed Consent





