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Milestones prior to DSBS

1991 Committee on Proprietary Medicinal Products CPMP issued a Good 

Clinical Practice (GCP) guideline mentioning the use of statistics

1991 Paper on Statistics and Statisticians in Drug Regulation in UK in Journal 

of the Royal Statistical Society

1991 Formation of the ISCB working party on Statistics in European Drug 

Regulation (SEDREG) 

1991 Formation of the European Federation of Statisticians in the 

Pharmaceutical Industry (EFSPI)

1992 Formation of the Danish Society for Biopharmaceutical Statistics (DSBS)



Claus part 1



DSBS – formed

Feb 1992
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26 members in total
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The following is a free translation and a brief summary of 2 replies in Ugebrevet
Danske Erhverv, 1993:

Manager of the Licensing Department of Leo Pharmaceutical Products, 
is of the opinion that the need for employing biostatisticians at the 
Danish National Board of Health is not so pronounced.

In the Danish National Board of Health, the head of the Licensing 
Secretariat is of the opinion that the non-employment of biostatisticians 
is not a critical issue as persons from other areas are qualified to 
evaluate whether statistical requirements for clinical trials are fulfilled.



Milestones post DSBS

1994 CPMP Note for guidance on statistical methodology in clinical trials

1994 John Lewis employed as the first statistician in Medicines Control Agency (MCA)

1995

Formation of EMEA (later EMA) The European Agency for the Evaluation of 

Medicinal Products

1995 ICH E6 on Good Clinical practice in Step 4

1995 ICH3 meeting in Yokohama

1995 Formation of the ICH working group for E9 on Statistical Principles for Clinical Trials

1996 ICH E3 on Structure and Content of Clinical Study Reports in Step 4

1998 ICH E9 on Statistical Principles for Clinical Trials in Step 4

2001 ICH E10 on Choice of control groups in Clinical Trials in Step 4



International Conference on Pharmaceutical Medicine

Boston May 1998

Symposium on:

Statistics

in

International Harmonization

The Industry/CRO Perspective

Karsten Schmidt

CEO, Spadille ApS

Fredensborg, Denmark
Chairman of the EFSPI Working Group on E9



The European Federation of Statistician in the 

Pharmaceutical Industry (EFSPI) and the 

European Federation of Pharmaceutical 

Industries Associations (EFPIA) proposed 

changes to the ICH E3 guideline on Structure 

and Content of Clinical Study Reports. 

 

 These proposals were not considered 

seriously enough. 

 

It is a well-known decision theoretical fact that: 

 

 Sometimes the only feasible compromise 

will be one that everybody dislikes instead 

of one that some love and others hate. 
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