Kære DSBS medlem,
Som tidligere annonceret vil Anne Whitehead og Patrick Kelly afholde et 2-dages kursus i “Sample Size Determination in Clinical Trials” for DSBS medlemmer den 1-2 september 2004.
Kurset holdes hos Pharmakon, Milnersvej 42 i Hillerød, hvor der er mulighed for overnatning.
Kursusprogram er vedhæftet.
Kurset starter onsdag den 1. september kl. 08:45 med morgenkaffe/te og slutter torsdag den 2. september ca. kl. 16.
Kursusafgiften er kr. 5.000 for kursus, frokost, kaffe/te/isvand, konferencemiddag onsdag aften, men er UDEN overnatning.
Eventuel overnatning skal kursusdeltagerne aftale direkte med Pharmakon, www.pharmakon.dk
Kursusafgiften bedes indbetalt på DSBS konto i Nordea, Nærum afdeling, reg. Nr. 2266, konto nr. 0062 175 516 med angivelse af navn og firma.
Faktura kan udstedes hvis det ønskes.
Af hensyn til arrangementet bedes du venligst tilmelde dig senest den 30.06.2004.
Tilmelding til rs@medicon.dk
Pbv
Bjarne Nielsen
Sample size determination in clinical trials
2 days

Presenters: Anne Whitehead and Patrick Kelly
At the planning stage of a clinical trial a key question is "How many patients do we need?" For a superiority trial the main objective is to provide evidence of superior efficacy for the new therapy relative to the control.  This requires a sample size that ensures sufficient statistical power to detect a clinically relevant improvement. Equivalence or non-inferiority trials require sample sizes that establish with sufficient confidence that the new therapy is respectively equivalent to or no worse than the control.
This course provides a framework for sample size determination in superiority, non-inferiority and equivalence trials. It considers a general parametric approach applicable to binary, ordinal, time to event or normally distributed patient responses. Comparisons are made with other commonly used approximate and exact methods.  Extension to more than two treatments, including a factorial design, is considered. Practical aspects such as allowance for drop-outs, protocol violations and mid-trial sample size reviews are addressed.  The course includes practical sessions involving the use of hand calculators and training in software packages such as nQuery Advisor (R) and PASS (R).  Use of other packages is discussed.
Programme
* A general parametric approach to sample size calculations
* Binary, ordinal, time to event and normally distributed data
* A unified approach to superiority, equivalence and non-inferiority trials
* Parallel group and cross-over designs
* Designs with more than two treatments
* Practical and ethical considerations
* Software
