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Good Clinical Practice (GCP) is an international 

ethical and scientific quality standard  

 

 

Trials that involve participation of human subjects 

Concept of GCP 



Concept of GCP 

To provide assurance that the 

data and reported results are 

credible and accurate, and  

that the rights, integrity and 

confidentiality of trial 

subjects are protectedô 



Good Clinical Practice (GCP)  

¸ A standard for the design, conduct, 

performance, monitoring, auditing, recording, 

analyses, and reporting of clinical trials that 

provides assurance that  

¸ the Data and Reported Results are Credible, and 

Accurate, and that 

¸ the Rights, Integrity, and Confidentiality of Trial 

Subjects are Protected. 

= Quality Data 

= Ethics 

Quality Data + Ethics = GCPs 



Clinical Trial  

Any investigation in human subjects intended  

¸ to discover or verify the clinical, pharmacological 
and/or pharmacodynamic effects of an 
investigational product  

¸ to identify any adverse reactions to an 
investigational product   

¸ to study absorption, distribution, metabolism and 
excretion of an investigational product with the 
object of ascertaining its safety and/or efficacy  

¸ develop generalizable knowledge to improve health 
and/or increase understanding of human biology  







   World Medical Association  

      Declaration of Helsinki (1964) 

   WHO Guidelines for GCP for 
     trials on pharmaceutical products (1995) 

   ICH Guidelines for GCP (1996) 
(International Conference on harmonisation of Technical  

Requirements for Registration of Pharmaceuticals for Human Use)  

CONCEPT OF GOOD CLINICAL PRACTICE  



History  

o 1948 Nuremburg Code 

oVoluntary & Informed Consent 

oFavorable Risk/Benefit Analysis 

oRight to withdraw without 

penalty   



History  

o 1964 Declaration of Helsinki 
oBuilds on Nuremburg Code 

oInterests of subjects be given 

higher priority than those of society 

oEvery research subject should 

receive the best known treatment 



DECLARATION OF HELSINKI  

     Recommendations guiding physicians in 

biomedical research involving human subjects 

 

    Adopted in 1964 (Helsinki)  
 

Amended in 1975, 1983, 1989, 1996, 2000 
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   WHO Guidelines for GCP 

P Independent Ethics Committee 

P Confidentiality  

Protection of subjects 

P Informed consent 



ICH - Guidelines for GCP 

 Recommendations on the best way to  

harmonise drug registration requirements  

Global Dossier Mutual  recognition 

   The guideline should be followed when generating 
clinical trial data that are intended to be submitted 
to regulatory authorities 



6 sponsors : for each region  

Organization 

Health Authorities and Pharmaceutical Companies 

       + WHO, Canada, Nordic group, Australia 

United States 
 Europe 



Dimensions of GCP  

General Frameworks 

¸ WHO GCP 

¸ ICH GCP 

 

Regional/Applied Frameworks 

¸ EU GCP 

¸ US CFR 

 

National/Applied GCP 
Guidelines 

¸ India, China, Russia, 
Singapore, Malaysia, 
Indonesia, South America, 
South Africa, Turkey 



GCP: Basic Principles 

1. Protection of Rights, safety and well-being of trial subjects 

2. Credible trial data 

                                                                                          
          

      'Respect for Person 

       Beneficence 

        Justice' 

 

 

 
 

 

 

 

 

The clinical trial subject's protection is safeguarded through risk/benefit 
assessment based on the results of pre-clinical studies prior to any  

     clinical trial, reviewed by Ethics committee and regulatory authority. 

 



Conduct in accordance with:   

X Declaration of Helsinki 

Clinical Trial  

X Good Clinical Practices 

X Regulatory requirements 

X Ethical Principles 



Before initiation of aTrial  

Benefit for trial subject & Society 
M  Risk L  Inconvenience  / 



Guidelines 

1. The potential risks to participants  

  - identified 

  - minimized  

 

2. The potential benefits to participants 

and society are proportionate to or 

outweigh the risks 



Risk/benefit analysis 

To assess the probabilities/magnitude of 

possible harm and anticipated benefits 

To assess whether the risk or inconvenience 

is justifiable in relation to the value of 

information sought 

To determine a balance between personal 

risk borne by participant and potential 

societal benefit  

Constitutes a key ethical dilemma 



Importance of Risk-Benefit Assessments 

¸Clinical research develops generalisable 
knowledge that improves health & increases 
understanding of disease. 

 

¸Risk-Benefit assessment is to minimize  
possibility of exploitation by ensuring  

Åthat the ratio is appropriate  

Åsufficient value of the research 

Åresearch not too unfavorable to individual 



Four Categories of Risk  

¸Physical risks  
ÅBodily harm  

Åsimple inconvenience 

 

¸Psychological risks  
ÅEmotional suffering 

ÅBreach of 
confidentiality   

¸Social risks  

ÅEmployment or social 

discrimination 

 

¸Economic risks  

ÅFinancial costs related 

to participation  



Benefit  

 

A benefit refers to any sort of favorable 
outcome of the research to society or to 
the individual 

 

In practice, 'benefit' often stands for the 
combined probabilities and magnitudes 
of several possible favorable outcomes 



Potential Benefits 

¸ Physical benefits 

ÅImprovement of disease 

 

  

¸ Psychological benefits 

ÅComfort from suffering  

ÅFeeling of helping 

others in the future? 

¸ Economic benefits 

ÅFinancial benefits related 

to research participation? 

 

¸ Benefit to science/society 
ÅGeneralizable knowledge 

Åeffective interventions in the 

future 

Åchange in practice standards (® 

morbidity/mortality)  



Which Benefits Should Count? 

¸Directly from the research intervention 
itself? 

 

¸Not from the research intervention, but 
from the research infrastructure in 
general? 

 

¸Whether indirect benefits should count 
when assessing benefits ? 



Magnitude of Risks and Benefits  

¸Magnitude of potential harm and potential 
benefits 

ÅOrgan dysfunction versus slight discomfort 

ÅCure versus tumor shrinkage 

 

¸Duration of potential harm and potential 
benefits 

Åone time harm versus long-term level of harm 

Åindirect  from chemotherapy (acute infection  

   versus chronic fatigue)  



Initiate & continue a Trial  

Only if anticipated benefit justify RISK  



Adequate non-Clinical and 

Clinical Information  

Support Proposed Clinical Trial 

Supporting Information 



Å  Scientifically Sound 

 
Å  Present in a clear & detailed protocol 

Å  Conduct in compliance with IEC/IRB    

   approval protocol 

Protection of Trial Subjects 



Å Medical Care & decision 

=> Qualified Physician 

Å Each individual involved 

=> Qualified by Education, 

Training & Experience 

Protection of Trial Subjects 



The rights, Safety & Well-being 

Prevail over the interest  

  of Science & Society 

Must always... 

Protection of Trial Subjects 



Adequately Informed:  

Aims 

Methods 

Anticipated benefit 

Potential Hazards 

Protection of Trial Subjects 



       Informed Consent  

         òFreely givenó 

Protection of Trial Subjects 



Å Confidentiality of Record 

  that could identify Subject 

=> Should be Protected 

Å Respecting the privacy 

Protection of Trial Subjects 


