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What is Research? 

A systematic investigation designed to develop or contribute to 
generalizable knowledge.  
 
Results: 
• applied to other populations  
• Published and disseminated 
 
Medical Research: 
• Preventing a disease 
• Curing disease 
• Prolonging life in an  acceptable quality to the individual. 



Ethics: Definition  

 Oxford English Dictionary: 

 

• Set of principles concerning right and wrong and how people should 
behave 

 

• The branch of philosophy concerned with moral principles 



Balancing Two Goals  

Advancement of Science with 
the Emergence of Technologies 
which have Challenged various 
widely held public values. 

 

Protection of Research Subject 
Welfare/Rights;  from Abuses in 
the course of research, (Second 
World War) 
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What’s Research Ethics? 

• It is the field of ethics that systematically analyze 
the ethical and legal questions raised by research 
involving human subjects.  

• Its main focus is protection of the study 
participants and, ultimately,  

• Research is conducted in a way that serves the 
needs of such participants and of society as a 
whole. 

• It works when and only when it is applied 
BEFORE the research is conducted 

 



History of Research Ethics 



History of Research 

Eighteenth and Nineteenth Century: 

 

-James Lind “scurvy study in sailors - Salisbury 

-Edward Jenner smallpox vaccine test experiments, tested the 
vaccines on his son and neighbourhood children 

-1897 Guiseppe Sanarelli yellow fever test 

 



Walter Reed “safeguards”  

1900 Walter Reed established several [first ever] “safeguards” 

1. Self-experimentation 

2. Only adults would be enrolled in research 

3. Written informed consent 

4. Reimbursement (inducement)   

 



History of Research 

Before the 20th century: 
• Research was largely small scale, and therapeutic in intent. 

 

The beginning of the 20th century  
• Larger scale clinical trials 

• Guided by the scientific method  

• Collect systematic data on groups of individuals.    

• Vulnerable Groups that included prisoners, orphans, and the 
mentally ill.   

Such research persisted because essentially, there were no 
formal codes of research ethics. 

 



History of Research Ethics  

Pre-World War ΙΙ 

• Research standards left up to the discretion of the individual 
researcher 

 

World War ΙΙ 

• Experiments conducted on inmate of Nazi concentration camps 

• 1945-1949  Trials in Nuremberg; Germany – physicians convicted of 
crimes against humanity. 



Experiments : Crime Against Humanity 

1. Nazi Medical War Crimes  

2. The Tuskegee Syphilis Study 

3. The Jewish Chronic Disease Hospital Study  

4. The Willowbrook Study  

5. Thalidomide 

6. Guatemalans used for STD experiments 

7.  Imperial Japanese Army Unit 731 

8. British Army; Abuse (Mustard gas) 

9. US Army: Abuse (Operation whitecoat) 

10. Surgical Research: Wartime 

 



8 Worst Nazi Human Experiments 
1. Freezing  

2. Twins  

3. Tuberculosis  

4. Phosgene Gas: 

5. Transplant Experiments 

6. Sea Water: 

7. Poison 

8. Artificial Insemination 

 

 

 

  

 

 

 

 

 

Sea Water Phosgene Gas 

http://www.topsecretwriters.com/2011/07/8-worst-nazi-human-experiments-you-never-knew-about/gaschamber/


Freezing Experiments 

• Prisoners were immersed into tanks of ice 
water to discover how long German pilots 
downed by enemy fire could survive the 
frozen waters of the North Sea.  

 

• It was generally known at the time that 
human beings did not survive immersion in 
the North Sea for more than one to two 
hours. 

 

Dr. Sigmund Rascher 



High altitude experiments 

• Experiments were performed to test how 
long pilots would survive after being ejected 
from their planes. 

  

• Prisoners were put into low-pressure tanks 
with little oxygen.  

 

• Many of those who did not die immediately 
were put under water until they died.  

 

•  Dr Rascher 1942 at Dachau 80 of the 200 died. 



High altitude experiments 

• He dissect several of the victims' 
brains, while they were still alive, to 
demonstrate that high altitude 
sickness was a result of the formation 
of tiny air bubbles in the blood 
vessels of the subarachnoid part of 
the brain. 

 

 

•  Dr Rascher 1942 at Dachau 80 of the 200 died. 



Nuremburg Nazi Doctors’ Trial (1947) 

Nazi doctors and scientists 

put on trial for the murder 

of concentration camp 

inmates who were used as 

research subjects 

 

15 of 23 guilty, 7 hanged, 5 life sentences 



How Could This Happen? 

German 

physicians had 

sworn to  

“do no harm” by 

the Hippocratic 

Oath 

Science 
corrupted 

by 
politics? 



Ethical Codes and Guidelines 



Nuremberg Code (1947) 
 

 

• As a result of WW II Nazi experiments 

 

 

• It represents the FIRST Codification Of Research Guidelines  

 

 

• the core is the protection of Human Rights + Welfare of Subjects 

 

 



International Research Guidelines 

Nuremberg Code (1947)  
 

• Voluntary consent absolutely essential (restricting research with infants, 
children, developmentally challenged, etc.) (Article 9) 

 

• Risk/Benefit Analysis essential to ethics review 

 

• Scientific Soundness is important. 

 



Nuremberg Code (1947) 
Impact?? 

• Little impact 
• Did not have the strength of law 
• Unrelated to the world of biomedical research 
• Nuremberg gives standards for criminal prosecution 

 

• US researchers 
• Code did not apply to them 
• Ethical conduct implicit in their work 
• Science was pure, politics was corrupt 
• Medical science left on its own 

 



Declaration of Geneva  
(Physician Oath) 

This document was adopted by the WMA General Assembly  in 1948 
only Three months before the U N General Assembly adopted the 
Universal Declaration of Human Rights (1948) 

 

• Duties of the Physicians in general 

• Duties of the Physicians to the sick 

• Duties of the physicians towards each other 

• Physicians Oath- the Declaration 

 



Declaration of Geneva  
(Physician Oath) 

• Amended in 1968, 1983, 1994 and editorially revised in 2005 and 
2006.[1]  

 

• It is a declaration of a physician’s dedication to the humanitarian 
goals of medicine,  

 

• was intended to update the Oath of Hippocrates, which was no 
longer suited to modern conditions 

[1] World Medical Association, WMA. "WMA Declaration of Geneva". WMA. Retrieved 4 April 2013 

 

 

http://www.wma.net/en/30publications/10policies/g1/index.html


Tuskegee Syphilis Study, Alabama 
1932-1972 – US Public Health Service 

In Southern United States 

More than 400 African-
American men with latent 
syphilis  

Followed for the natural 
course of the disease rather 
than receiving treatment. 

Continued after penicillin 
available  

40 wives infected, 19 
children born with 
congenital syphilis 



Tuskegee Syphilis Study (1932 - 1972) 
Ethical Issues 

• Inadequate disclosure of  

  information 

•  Subjects believed they were 
getting free treatment 

•  Told that spinal taps was 

   therapy 

•  US Gov’t actively prevented men 
from receiving penicillin 

•  1972 press reports caused the 
U.S. Gov’t to stop the study 

 



Guatemalans 

• From 1946 to 1948, American public health doctors deliberately 
infected nearly 700 Guatemalans — prison inmates, mental 
patients and soldiers — with venereal diseases in what was 
meant as an effort to test the effectiveness of penicillin.  

 

• October 2010 the Secretary of State Hillary Clinton and Health 
and Human Services Secretary apologized to the government of 
Guatemala and the survivors and descendants of those infected. 
They called the experiments “clearly unethical.”  

 
 



World Medical Association (1964)  
The Declaration of Helsinki 

• Declaration of Helsinki 1964 
• Interprets Nuremberg Code for research that involves patients who are 

receiving medical care 
• Some risks justified by “potential therapeutic or diagnostic value for the 

patient”.    
• In case of legal incompetence, informed consent should be obtained from 

the legal guardian 
• Limited use of placebo 
• Review of research by an independent review committee 
• It is the duty of the physician to promote and safeguard the health, well-

being and rights of patients, including those who are involved in medical 
research 
 



World Medical Association (1964) 
(Declaration of Helsinki) 

• Respect for Persons – people are not a means to an end; 
researchers have duty to protect life, health, privacy and dignity 
of research participants  

 

• Standard of care must be best available, even for control 
group 

 

• Proxy consent and assent for vulnerable populations 

 



The Belmont Report (1979) 

• In 1972, the public became aware of the Tuskegee study, as well as the Willowbrook Study1956-
1972 

 

• In 1974 the National Commission for the Protection of Human Subjects of Biomedical and 
Behavioral Research was established. 

 

• In 1978, the commission submitted its report titled, The Belmont Report: Ethical Principles and 
Guidelines for the Protection of Human Subjects of Research.  

 

• Those principles— Respect for persons, Beneficence and Justice —are 

accepted as the 3 fundamental principles for the ethical conduct of Research involving 
human participants. 

 



The Belmont Report (1979) 

• Respect For Persons involves a recognition of the personal dignity and 
autonomy of individuals, and special protection of those persons with 
diminished autonomy. 

 

• Beneficence entails : (1) Do No harm (2) maximizing anticipated 
benefits and minimizing possible risks of harm. 

 

• Justice requires that the benefits and burdens of research be 
distributed fairly. 



Council for International Organizations of 
Medical Science (CIOMS) Guidelines (1993) 

CIOMS is an international, non-governmental, non-profit organization 
established jointly by WHO and UNESCO in 1949 

Dealt with issues involving international clinical trials 

• Informed consent 

• Research in developing countries 

• Protection of vulnerable populations 

• Distribution of the burdens and benefits 

• Role of ethics committees  

 

 



CIOMS… cont. 

-First code to consider less developed communities 

- Individual informed consent 

-Appropriate inducements 

-Special populations 

-Privacy and confidentiality  

- Independent ethics committee review 

 

In collaborative research: 

-Responsive to health needs of host country 

-Agree in advance that products will be made reasonably available afterward 

 



UNESCO Declarations 

Constitution of UNESCO adopted on 16 November 1945. 

 

1. Universal Declaration on the Human Genome and Human Rights 
1997. 

 

2. International Declaration on Human Genetic Data 2003. 

 

3. Universal Declaration on Bioethics and Human Rights 2005 

 

 



Ethical Codes and Guidelines 
Nuremberg Code (1947) 

Declaration of Geneva (1948, amended in 1968, 1984, 1994, 2005 and 
2006).  

Declaration of Helsinki (1964, revised in 1975, 1983, 1989, 1996, 2000, 
(2002,2004 Note of Clarification added) , 2008, October 2013 Brazil) 

Belmont Report (1979); three principles: Beneficence,  Justice, and Respect 
(Autonomy)  

Council for International Organizations of Medical Science (CIOMS) 
Guidelines (1993)  

Universal Declaration on Bioethics and Human Rights (UNESCO 2005) 

International Conference on Harmonisation Good Clinical Practice (ICH-
GCP) 

 



As a result of these guidelines 

• Physicians became more sensitive to the ethics of the profession. And a  
Need for formal education was acknowledged.  

• Society became sensitized  and  involved in the decisions which ultimately 
affect their health and liberty. Rise of  individual rights and autonomy  

• Involvement of Other Professionals- social sciences, humanities and the 
law into what had hitherto been the exclusive domain of medical 
professionals led to the "socialization" of biomedical science, which further 
spurred on the bioethics movement 

• The Bioethics Agenda has expanded to include the subjects of genetically 
engineered products, resource allocation, organizational ethics and public 
health ethics, among others.  

 



Thank you 



Ethical Framework 

• Based on principles: 

• Respect for persons,  

• Beneficence 

• Nonmaleficence  

•  and Justice  
• duty not to exploit the vulnerable 

• Sensitivity to cultural differences 

 

Local social, cultural and economic contexts 

must be taken into account 



Abuse  continued   
No clarity 

British Indian Army soldiers “guinea 
pigs”; if mustard gas inflicted greater 
damage on Indian 

South Africa’s apartheid army forced 

white lesbian and gay soldiers to 

undergo ‘sex-change’ operations in the 
1970′s and the 1980′s 

http://en.wikipedia.org/wiki/British_Indian_Army
http://en.wikipedia.org/wiki/Guinea_pig
http://en.wikipedia.org/wiki/Guinea_pig
http://en.wikipedia.org/wiki/Mustard_gas


 
 
 
 
 
 
 
 
 
 
 
 
 
    DR. Josif Mengele , "Angel of Death"               Dr Carl Clauberg 
 

The Nazis also used poison to torture and kill inmates. At the 
Buchenwald concentration camp, Russian prisoners were injected 
with experimental poisons as scientists worked to develop new 
methods of execution. 



Balancing Two Goals  

 

 

Advancement 

of Science 

Protection of  

Subject Welfare/Rights 

Science >>>> Protection of welfare and rights 



High Altitude 

Sea Water 

Freezing 

Phosgene Gas 

http://www.topsecretwriters.com/2011/07/8-worst-nazi-human-experiments-you-never-knew-about/gaschamber/

