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 International 

 US  

 Other countries 

 Canada 

 Australia 

 China 

 Etc. 



Provides a common framework by 

which all countries can be compared 

UNESCO 

WMA 



 Began with Belmont Report 

 Force of law 

 45 CFR 46 

 Common Rule 





 Provides guidance in all matters related 

to IRB and human subjects 

 Provides for IRB registration 

 Issues Federal-Wide Assurances 
 Can be granted to ethics boards in other countries 

 Tracks changes in international law and 

policy 
 Publishes a comprehensive guide, updated 

annually 

 



 Seven categories 
1. General, i.e., applicable to most or all types of human subjects research 

2. Drugs and Devices  

3. Research Injury 

4. Privacy/Data Protection 

5. Human Biological Materials 

6. Genetic  

7. Embryos, Stem Cells, and Cloning  

 Four Types of Information  
1. Key Organizations  

2. Legislation  

3. Regulations  

4. Guidelines 

 









 Begin planning far ahead of the start date of 

the research 

 Do the research: 
 Ethical standards pertaining to country where data 

will be collected 

 Legal issues relating to sharing human subjects 

data 

 Make sure the contract is clear on who will hold 

the data, how it will be shared, how long it will 

be held 
 Carry through to protocol and informed consent 

 



 But don’t plan too far ahead! 

 Laws, guidelines, regulations, and 

policies change frequently, especially 

when considering multiple countries 

 OHRP provides an annual update 

Check the latest version 

Canada: 2010 

Australia: 2009 

US: Currently considering a major overhaul 



Language translation 

Cultural translation 



 Now – and into the future 

 Abide by relevant laws, policies, guidelines 

 Abide by the contract 

 Uphold promises made to research 

participants 

 Protect the data 

Hold it securely 

Share it according to agreed upon conditions 



 OHRP Compilation 
 http://www.hhs.gov/ohrp/international/intlcompilation/intlcompilation

.html 

 Belmont Report 
 http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html 

 US Code of Federal Regulations 
 http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html  

 Other resources available upon request: 
 Suzie Lee, slee@vtti.vt.edu   
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