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Multiple Testing: a clinical trial perspective 

Date: 15 August 2005

Time: 13.00-16.00

abstract tc "Course content"
The need to perform multiple testing is a major problem in clinical trials. Doing it properly has implications for the design of trials, in particular regarding sample size. I will not discuss the need for adjusting for multiple testing in general, but instead assume that this need has already been identified. Instead I will try to discuss the relative merits of a few of the many procedures that have been suggested to adjust for multiple testing. Several overall approaches have been suggested. One is p-value correction, where the individual p-values are modified to lead to an overall test. The classical procedure is the Bonferroni, but less conservative procedures are available, like the Hochberg approach. Another general approach is a closed testing procedure, where a number of tests are performed on the original significance level and the conclusion for any single hypotheses is then derived from the collection of tests performed. The closed testing procedure may be performed in a symmetric way, or the hypotheses may be prioritised. Also other procedures are possible, particularly in the case of one-way analysis of variance and dose-finding. The approaches may be defined as tests of chosen size; as p-values; or as confidence intervals, but not all approaches make sense in all cases. The power of some of the various methods is also considered. The methods are illustrated with a clinical trial of three doses of a drug compared to placebo. In this case, the interpretation of the results is complicated by the estimates showing a non-monotone pattern.

In principle, I would prefer to avoid mathematical details, but this is impossible given that we discuss a number of different procedures that more or less serve the same need. Thus, I will present the necessary details to understand the ideas behind the approaches considered and to make an informed choice of which approach is most relevant in each single case. The choice will depend on the circumstances, including development stage (screening in discovery, phase I, phase III etc) and a precise consideration of the purpose of the trial.
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TARGET AUDIENCE

Statisticians

Note: The course notes are in English and the course will be taught in English, if any attendant wishes so.
course feestc "course fees"
Members of DSBS 




DKr. 200

Non-members





DKr. 200

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 August 1, 2005.

Fees include afternoon coffee and course notes.

tc ""The speaker

Philip Hougaard, H. Lundbeck A/S

Philip Hougaard has been a member of DSBS for many years. He is senior specialist in biostatistics at H. Lundbeck A/S. Together with his previous occupation at Novo Nordisk, he has spent more than 20 years as statistician in the pharmaceutical industry. He is author of the book “Analysis of multivariate survival data”, but is also interested in other multivariate statistical problems. He is also external professor at University of Southern Denmark.
Venuetc "Venue"
The course will take place at 

Medicon A/S 


Tel 70 20 20 58
Datavej 24


Fax 70 20 20 57

3460 Birkerød 

www.medicon.dk
Registration and further informationtc "Registration and further information"
To reserve your place(s), please send e-mail to Rita Schou at rs@medicon.dk with your name and name of your company before August 1, 2005. Invoices will be sent by e-mail. An invoice may cover the fees for several employees in the same company.

If you need any further information, please send e-mail to Ingrid Sofie Harbo at insh@lundbeck.com 
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