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Learning Objectives

Effective Monitoring of Medical Device Clinical 
Investigations

History of Good Clinical Practice (GCP)

• Background History

• Basic Principles of GCP

• Overview of Legal Implementation of 
GCP

START
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2. BASIC PRINCIPLES1. BACKGROUND HISTORY 3. LEGAL IMPLEMENTATION

Hippocratic oath:

“Do no harm 
to the patient”
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2. BASIC PRINCIPLES1. BACKGROUND HISTORY 3. LEGAL IMPLEMENTATION

Dr. Richard Strong

Research on prisoners

1906
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2. BASIC PRINCIPLES1. BACKGROUND HISTORY 3. LEGAL IMPLEMENTATION

Dr. Richard Strong

Dr. L.L. Stanley

Dr. H.J. Corper

Dr. Gerhard Rose

Research on prisoners

1940 - 1945

1934

1918 - 1922

1906

4

5



Effective Monitoring  
History of Good Clinical Practice (GCP) 

Copyright © wmdo.org 3

© Copyright WMDO SA

2. BASIC PRINCIPLES1. BACKGROUND HISTORY 3. LEGAL IMPLEMENTATION

Tuskegee Syphillis study

Research on minority groups

1932 - 1972
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Elixir Sulfanilamide
for streptococcal infections

Thalidomide for nausea 
for pregnant women

Insufficient research before product release

1937

1956 - 1962

Mediator 1976 - 2009
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Summerlin case: falsified mice 
data in a skin cancer study

Dr Fiddes, president and owner of Southern 
California Research Institute. Falsified data in 

over 200 studies for 47 drug companies.

Fraud in research

1996

1974
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Clinical research on prisoners, 
handicapped and minority groups

Insufficient scientific research prior to 
human use

Fraud and misconduct
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Ethics

Scientific  
Integrity

GCP
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Elixir Sulfanilamide - Federal Food, 
Drug and Cosmetic Act

Nazi Experiments - Nuremberg Code

Thalidomide - Kefauver-Harris Agreement 1962

1947

1937
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Declaration of Helsinki and updates

UK committee, law drug safety

EU directive 65/65/EEC on drug development 1965

1964

1964
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FDA created specific devices act

Germany installed Federal Drug Law

FDA created regulations on specific 
Sponsor and Investigator’s obligations

1977

1976

1976

Belmont Report in the USA 1978
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France issued Loi Hurriet
(updated in 2007)

ICH-GCP is adopted

First GCP document EN 540

Medical Device Directive MDD93/42/EEC 1993

1993

1990

1988

First Medical Device Directive 90/385/EEC   1990
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2. BASIC PRINCIPLES1. BACKGROUND HISTORY 3. LEGAL IMPLEMENTATION

ISO 14155 part 1 and 2

Revision of ISO 14155

2003

2011
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Learning Objectives
History of Good Clinical Practice (GCP)

Conclusion

• Background History

• Basic Principles of GCP

• Overview of Legal Implementation 
of GCP
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