
Objectives: 

8.    Discuss the history of AI/AN human subjects 
protections 

9. Discuss the limitations of current federal 
regulations and research processes 

10.  Identify the IRB and investigator 
responsibilities for approval of research  

 

 
 

              University of Arizona 

IRB = Institutional Review Board 



Objective 8: 

Discuss the history of AI/AN 
human subjects protections 



Inhabitants of the new world for more than 12,000 years 

• History 

• Geographic location 

• Population size 

• Gene flow 

     • Culture 

• Language 

• Tradition 

Who are the AI/ANs? 

• Values 
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• Unratified treaties 

• Colonization 

• Religious persecution 

• Boarding schools 

• Termination 

• Relocation 

• Sterilization 

 

 

 

Who are the AI/ANs? 



 
• 566 distinct federally-recognized sovereign Tribes 

 
• According to the United States Constitution, Article I, 

Section 8, there is a direct Government-to-Government 
relationship between tribes and the federal government  
 

• Tribes are not subordinate to state governments 
 

• Tribes consult with federal Departments at the Secretarial 
level, including the Executive Office of the President 
 
 
 

Who are the AI/ANs? 



 
• 4.5 Million AI/AN, 1.5% of the total U.S. 

population  
• 1491, estimated 50 Million+ 

 
• AI/AN median age 30.7 years vs. 36.2 for U.S. 

All Races 
 

• California has the largest population of AI/AN 
(696,600), followed by Oklahoma (401,100), 
and Arizona (334,700) 
 

• Alaska has the highest proportion of AI/AN 
(20%), followed by Oklahoma and New 
Mexico (11% each) 
 

Who are the AI/ANs? 



Strong desire for wellness; health a priority 
 

• Underfunded preventive care services 
• Limited set budgets for contract health 
• Aged and aging facilities 
• Recruitment and retention of providers 
• Prominent, high risk factors for disease 
• High prevalence of disease 
• High rates of comorbidities 
• Younger age at diagnosis 
• Late stage at diagnosis of disease 
• High number of years of potential life lost 
• Strong role of social determinants 
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Who are the AI/ANs? 



Culture and world view 

Relevance of research focus 

Study design or approach 

Privacy and confidentiality 

Custodianship and ownership 

Future and secondary data uses 

Human Subjects & Research Considerations 



Federal Regulations 



Research Experiences 
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Research Experiences 
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• Culture and tradition where community and family decisions 
trump individual autonomy and decision 

 

• Recognizing tribes as experts – risks, benefits 

 

• Relevance of the research within the context of competing 
research needs and responsibilities 

 

• Understanding the boundaries of world views 

 

• Existing intra- and inter-tribal and family relationships and 
understandings 

 

 

 

Protecting the rights and welfare 



• Established origin stories 

 

• No separation between the physical, spiritual, psychological 
entities – being is seen as a whole 

 

• Continuum from present life to after life and the need to 
keep physical being intact 

 

• Established disease and illness explanations 
 

Risks and Benefits from the American 
Indian Perspective 



Objective 9: 

Discuss the limitations of 
current federal regulations 

and research processes 



Federal Regulations 
• Tribal Sovereignty – review and approval 
• 45 Code of Federal Regulations (CFR) 46, Subpart A 

• Permits consent of participants to future unspecified 
research 

• Is this human subjects research? 45 CFR 46.102(f) 
– A living individual about whom an investigator (whether professional or 

student) conducting research obtains data through intervention or 
interaction with the individual, or identifiable private information. 

• 21 CFR Parts 50 and 56 

• Informed consent; therapeutic misconception; single 
commercial IRBs 

• Proposed changes to federal regulations  
– Deferral; single IRBs of record 
– Broadening of exempt research categories and interpreters 

 

 



Federal Regulations 

• Risk: Minimal Risk generally means that the 
probability and magnitude of physical or 
psychological harm anticipated in the research are 
not greater in and of themselves than those 
ordinarily encountered in daily life, or in routine 
medical, dental, or psychological examinations.  

  

• Determination of risk level –  

– Exempt – below minimal risk (category 
specification), 1-2 IRB member review 

– Expedited – at or slightly above minimal risk 
(category specification), 1-2 IRB member review 

– Full – more than minimal risk, full committee 
review 

 

 



Objective 10: 

Identify the IRB and 
investigator responsibilities 

for approval of research  



Basic Elements of Respect  

• Respect tribal culture and traditions 

• Respect tribal sovereignty and self-
determination 

• Respect concerns and opinions of community 

• Respect local research priorities and needs 

• Respect individuals, families, and communities 

• Demystify research 

 

 



Basic Elements of Respect  

• Respect human participants’ rights and dignity 

• Respect a tribe’s right to decline participation 

• Respect the autonomy and decisions of the 
tribe  

• Respect the tribe’s time, be accessible 

• Respect communication, provide feed-back 
and findings in a timely manner  

 



Basic Elements of Responsibility  

• Ensure understanding and good communication 
regarding all aspects of the proposed research 

• Communicate and coordinate with tribal leaders 

• Maximize benefits and minimize risks 

• Protect human participants and sensitive data 

• Comply with informed consent process 

• Obtain service unit director, tribal, IHS research 
committee, and IRB approval 



Basic Elements of Responsibility  

• Do not begin research until all approvals are 
obtained  

• Share results of the research with the tribes 

• Protect participant and tribal identity 

• Build capacity within the community  

• Comply with the agreed-upon protocol 
specifications 

• Comply with tribal and IHS publication clearance 



fcgachupin@email.arizona.edu 
(520) 621-5072 
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