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Class Outline

• Why we need to be concerned about ethics in research
• A brief history of ethics in research
• The Nuremburg Code
• The Declaration of Helsinki
• Problems post-Nuremburg Code
• The guiding principles of ethics in research
• The Role of Research Committees
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Why do we need to be concerned with ethics?
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The evolution of 
human subject 
protection

• Prior to World War II there was little 
concern with the treatment of human 
subjects in research

• 1948 the Nuremberg Code laid down 
10 standards

• This was a result of war crimes 
conducted by doctors on concentration 
camp prisoners who died or were 
permanently affected as a result



The Nuremberg Code
1. Volunteers freely consent to participate 

2. Researchers fully inform volunteers concerning the study 

3. Risks associated with the study are reduced where possible 

4. Researchers are responsible for protecting participants against remote harms 

5. Participants can withdraw from the study at any time 

6. Qualified researchers conduct the study 

7. Cessation of the study if adverse effects emerge 

8. Society should benefit from study findings 

9. Research on humans should be based on previous animal or other previous 
work 

10. A research study should never begin if there is a reason to believe that death or 
injury may result 



The Declaration 
of Helsinki

In 1964, the World Medical 
Association developed ethical 
principles as guidance for medical 
doctors in biomedical research 
involving human subjects 



The Declaration of Helsinki 1964
• Physician’s duty in research is to protect the life, health, privacy, and dignity 

of the human participant 

• Research involving humans must conform to generally accepted scientific 
principles and thorough knowledge of scientific literature and methods 

• Research protocols should be reviewed by an independent committee 

• Research protocols should be conducted by medically/scientifically qualified 
individuals 

• Risks and burden to the participant should not outweigh benefits 

• Researcher should stop study if risks are found to outweigh potential benefits 



The Declaration of Helsinki cont.

• Research is justified only if there is a reasonable likelihood that the 
population under study will benefit from the results 

• Participants must be volunteers and informed in research project 

• Every precaution must be taken to respect privacy, confidentiality, and 
participant’s physical and mental integrity 

• Assent must be obtained from minors, if child able to do so 

• Investigators are obliged to preserve the accuracy of results; negative and 
positive results should be publicly available 
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Post-Nuremberg Code
Despite this international effort there 
have been several abuses of these codes:

• Tuskeegee Syphilis Study, 1932-1972 

• Willowbrook School Study, 1963-1966 

• Jewish Chronic Disease Hospital Study, 1963 

• Milgram Obedience Study, early 1960s 

• Tearoom Trade Study, mid 1960s 
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Which 
codes do 
these 
examples 
breach?



Tuskeegee Syphilis Study
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Willowbrook School Study
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Jewish Chronic Disease Hospital Study
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Milgram Obedience Study
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https://www.youtube.com/watch?v=fCVlI-_4GZQ



Tearoom Trade Study
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The guiding 
ethical principles

• Respect for human dignity 

• Respect for free and informed consent 

• Respect for vulnerable persons 

• Respect for privacy and confidentiality 

• Respect for justice and inclusiveness 

• Balancing harm and benefits (Minimizing harm & 
Maximizing benefit)

• Protecting the welfare of the research subjects

• Conducing research which is justifiable, and 
conforms to moral and established scientific 
principles and facts

• Protecting the integrity of the data
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Questionable practices 
involving research participants

• Involving subjects without their knowledge or consent

• Coercion to participate

• Withholding the true nature of the research

• Deception

• Coercion of subjects to commit acts which might diminish their self respect

• Violating the right to self determination (e.g. research involving enforced 
change or control of subject behavior)

• Exposure to physical or mental stress

• Invasion of privacy

• Withholding benefits (e.g. the control group)

• Failure to treat subjects fairly or with respect
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Research Ethics  
Committees

• Independent Ethics Committee
• Institutional review board (IRB)
• Ethical Review  Board
• Research Ethics Board



Summary and Take Home Messages
• History has shown us that we need ethics in research to protect research participants

• The need for ethics in research came to light after the horrific Nazi WWII experiments on 
prisoners 

• The Nuremberg trial in 1946 convicted many Nazi doctors for crimes against humanity and also 
resulted in the Nuremberg Code – a set of 10 standards that had to be adhered to by any 
researcher doing experiments with humans

• Despite these efforts there were many examples of problems following the Nuremburg Code

• In 1964, the World Medical Association developed ethical principles as guidance for medical 
doctors in biomedical research involving human subjects - The Declaration of Helsinki

• The guiding principles of ethics in research is respect for human dignity, privacy, confidentiality, 
justice, inclusiveness, protecting the welfare of the research subjects and the integrity of the 
data, ensuring free and informed consent and special attention to vulnerable persons including 
children, balancing harm and making sure research is only conducted if it is justifiable, and 
conforms to moral and established scientific principles and facts

• The Role of Research Committees us to ensure adherence to these guiding ethical principles
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