CONTENTS

KEY MESSAGES ...ttt ettt e ettt e ettt e e st e e e e bt e e e e et e e e e e annneeas 3
INTRODUGCTION ...ttt e e e sttt e e e st bt e e e bb e e e e st e e e e e ebbe e e e e annaeeas 7
OBUJIECTIVES ...ttt ettt e et e e e st e e e e bttt e e e s bba e e e e s nb e e e e e annteeeeaas 9
METHODOLOGY ...ttt ettt e sttt e e e st e e e et e e e e s anbbe e e e s annbe e e e e nanes 11
DEFINITIONS .ottt ettt e ettt e e ettt e e e a b b e e e e a et e e e e bbe e e e e annbeeeeennnes 13
RESULTS ittt et e et e e o st et e e et b bt e e e e bbbt e e e e bbbt e e s annbeeeeeanbbneeenane 15
ST 010 1S S PPPR 15
Characterisation of the data SEt...........coiiiiiiiiiiiiie e 15
Numbers of subjects and trials in dOSSIErS ..., 17
Trends in numbers of subjects and trials by year of dossier submission.............ccccccvvinnn. 18
Numbers of subjects and trials by phase: Is there a change over time? ........................... 19
Objectives of the clinical trials contained in the dOSSIers .........cccccceveeee i, 21
Types of clinical trial and the dOSSIEN .........c..eiiiiii e 22
Trials in special patient groups and for pharmacoeconomic PUrPOSES.........ccceeevvvveeeernnnne 23
INICAtIONS AN TthE TOSSIEN ...ceiiiiiiiie et e s e e e snbreeeeaa 24
Location and date of doSSier SUDMISSION..........ccoiiiiiiiiiiiiie e 25
The size of the dossier and re-engineering Strategies ..........coocvvvieeieee e icciiieeee e, 26
Commercial pressures and the size of the dOSSIEr ...........uvviiiiiiiiiiiiiii, 26
Re-engineering StrategieS ......cccooviiiii i 26
Reducing the number of trials conducted and subjects studied...........c...cccooiiiiinenennnn, 27
Regulatory authorities and clinical development ..............oooiiiiieiiiiie e 28
EleCtrONIC SUDMISSIONS.....eiiiiiiiiiiiiiiiie ettt e e e e e e s e e e e e e e e s asnnsntraeeeaaeeenans 29
D IS G115 [ PSR 31
THE WAY FORWARD ...ooiiiitiiie ettt ettt et a e e st e e e s st e e e e st e e e s snnneeeeaennaeeas 41
ACKNOWLEDGEMENT ...ceii ittt ettt e st a et e e e st e e e e st e e e s asraeeeaansaeaeeeannes 43
REFERENGCES ... .ottt ettt e et e e e et e e e et a e e e ante e e e s e staeeeeaneeaaeeennes 45

APPENDIX 1, The QUESTIONNAITE ...ttt e e e e e ee e e e e e e s e nnnenees 47



APPENDIX 2, Companies invited to participate in this study



