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Efficient design in phase II: 

Proof-of-concept studies and seamless progress to phase III

27-28 February 2007

Presenters
John Whitehead and Patrick Kelly
9.00 - 17.00, Tuesday 27 February: Proof-of-concept studies
Proof-of-concept studies are phase IIa clinical trials, usually conducted within the target patient group, to determine whether the considerable resources necessary to complete drug development should be invested.  In some cases a simple go/no go decision is sought.  Often, however, a decision to go has to be accompanied by a choice of a dose or range of doses, or of a specific formulation.

In this session, the role of the proof-of-concept study and its place in the clinical evaluation of a new medical therapy will be described.  In the morning the focus will be on single arm trials in which patient responses are binary, reflecting a common situation in cancer research.  In the afternoon, two arm studies will be considered in which normally distributed responses are observed.  Group discussions will allow participants the opportunity to consider the choice of design within realistic trial settings. 

9.00 - 17.00, Wednesday 28 February: Seamless progress to phase III 
There is increasing interest in combining phases IIb and III of clinical drug development into a single trial in which one of a small number of competing experimental treatments is ultimately selected.  Such a trial would usually proceed in stages, with the least promising experimental treatments dropped as soon as possible.  A valid comparison between the final selected treatment and control is desired at the end of the study.

The earliest designs of this nature were described by Thall et al. and Schaid et al. in the late 1980’s and these are often referred to as two-stage designs.  More recently work has built upon methodology for group sequential trials and adaptive designs, and has focussed upon the element of treatment selection.  

This session presents the motivation for a combined phase II/III design and considers its advantages and disadvantages.  Issues of incorporating an early endpoint into the trial and providing a valid analysis at the end of the study will be discussed.  Practical sessions will give participants the opportunity to explore phase II/III designs more fully.

course fees

Members of DSBS 




DKr. 6.000

Non-members




DKr. 7.000

Dinner February 27 (optional)


DKr.   450

A limited number of places will be available and will be allocated on a first-come-first-serve basis for members of DSBS. Non-members may be assigned places, if any is available after February 16, 2007.

Fees include morning coffee, lunch, afternoon coffee and course notes.

The presenters

John Whitehead and Patrick Kelly from the Medical and Pharmaceuticals Research Unit, The University of Reading, UK.

Venue

The course will take place at 

Hilton Copenhagen Airport

Tel: +45 3250 1501

Fax: +45 3252 8528 

E-mail:  res_copenhagen-airport@hilton.com
Web: www.hilton.dk
Registration 
To reserve your place(s), please

1. Send an e-mail to Silvana Cappi at sci@ferring.com with your name and contact details before February 16, 2007. 

2. Would you be interested in attending dinner on the 27th (450 DKK)?

Yes: ____     No: ____

If you need further information please do not hesitate to send an e-mail to Silvana Cappi at sci@ferring.com
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