[image: image1.jpg]SASa







Sample Size Determination in Clinical Trials


and


Meta analysis Using Individual Patient Data

Dear DSBS Member 

DSBS has arranged a 
two-day course in Sample Size Determination in Clinical Trials 
followed by a
one-day course in Metaanalysis Using Individual Patient Data. 
Course programs including time schedule are attached. 
Presenters are Professor Anne Whitehead and Research Associate Lisa Hampson from the Medical and Pharmaceutical Statistics Research Unit (MPS) at Lancaster University, UK. 

The courses will take place:
Sample Size Determination in Clinical Trials: Tuesday January 31 – Wednesday February 1, 2012 

Metaanalysis using Individual Patient Data:  Thursday February 2, 2012. 

at
Hilton Hotel,  Copenhagen Airport. 

Fee: 5000 dkk for the Sample Size Course and 2500 dkk for the Metaanalysis Course. If you participate in both courses then the total fee is 7000 dkk. 

If you would like to participate in one or both courses then please send an e-mail to uii@biostata.com no later than Nov 30, 2011.
We plan for a course dinner on January 31. If you would like to join please let us know when you apply for the course(s). 
Best Regards

DSBS

Sample Size Determination in Clinical Trials
Programme

Tuesday  31 January 2012

9.00
Lecture 1
Normally distributed data



10.00
Lecture 2
A general parametric approach 
applied to binary and ordinal data

11.00
Break


11.30
Lecture 3
Alternative approximate approaches for binary data

12.15
Lunch


1.15
Practical 1



2.15
Lecture 4
Survival data


3.15
Break


3.45
Practical 2


5.00
Close

6.00
Course Dinner

Wednesday 1 February 2012


9.00
Lecture 5
A unified approach for superiority, 
non-inferiority and equivalence


 
testing- normally distributed data



10.00
Practical 3


11.00
Break


11.30
Lecture 6
A unified approach – binary data



12.15
Lunch


1.15
Lecture 7
Sample size reviews



2.00
Lecture 8
Cross-over studies



3.00
Break


3.30
Lecture 9
Further considerations



4.30
Close

Topics

1.
Normally distributed data:


Parallel group study with two treatment groups


Power, significance and treatment difference


Equal and unequal treatment allocation


Power curves

2.
A general parametric approach applied to binary and ordinal data:


Use of efficient score and Fisher’s Information statistics


Binary data


Ordered categorical data-proportional odds model

3.
Alternative approximate approaches for binary data:


Use of other test statistics


A comparison of methods for binary data

4.
Survival data:


Proportional hazards model


Translation from events into sample size and trial duration


Allowance for drop-outs

5.
A unified approach for superiority, non-inferiority and equivalence testing – normally distributed data:


The different types of treatment comparison


A general framework for sample size calculation

6.
A unified approach – binary data:


Using score statistics


Alternative approximate approaches

7
Sample size reviews:


The need for sample size adjustment


Sample size review without unblinding of treatment


Procedures for conducting a sample size review

8.
Cross-over studies


Normally distributed data

 
Bioequivalence studies

Binary data

9.
Further considerations:


Stratification

Designs with more than two treatment groups


Using simulations


Protocol violations and dropouts

Choice of primary response variable
Practical sessions

Practical sessions involve calculations but not the use of specific software. Participants should bring either a hand calculator or a laptop.  

Meta-analysis of Clinical Trials using Individual Patient Data
Programme

Thursday 2 February 2012
8.30 
 Lecture  1 
Introduction to meta-analysis

9.00     Lecture 2
Meta-analysis using normally distributed data

  

10.00   Break

10.30   Lecture 3        Meta-analysis using binary data

11.30   Discussion

12.00   Lunch

1.00     Lecture 4
 Dealing with heterogeneity

2.00 
 Discussion

2.30 
 Break

3.00 
 Lecture 5
 Some specific issues

4.00
 Close

Topics

1. Introduction to meta-analysis

Definitions

Rationale

Examples

2. Meta-analysis using normally distributed data

The combination of study estimates

Models for normally distributed individual patient data

A fixed effects model, assuming a common variance

  
Testing for heterogeneity

   
Comparison with the method of combining study estimates

   
Heterogeneity in the variance parameter across studies

A random effects model

 
Random study effects

Comparisons between the various models

3. Meta-analysis using binary data

The combination of study estimates

Models for binary individual patient data

A fixed effects model based on the logit transformation

  
Testing for heterogeneity

Comparison with the method of combining study estimates

A random effects model

 
Random study effects

4. Dealing with heterogeneity 
The choice between a fixed effects or random effects model

When not to present an overall estimate of treatment difference

Patient-level covariates

  
Adjustment for imbalance

   
Potential effect modifiers (treatment by covariate interactions)

   
Comparison with subgroup analyses

Meta-regression using individual patient data

5. Some specific issues
Analysis of rare events

Adjusting for duration of treatment

Network meta-analysis

Use of meta-analysis in determining a non-inferiority margin

Cumulative meta-analysis
