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Overview 

• Historical Review of Research Protections and Current Policies 
• Contemporary Research Protection Insights and Practices 
• Consent and Genomic Data Sharing 
• Data Management and Sharing 
• Importance of Inclusion and Diversity 
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Research Protections 

• Why are they necessary? 
• Developing an ethical enterprise 

1937 – Sulfanilamide Elixir 
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Those who cannot remember the past are 
condemned to repeat it. 

George Santayana 
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   Nuremberg Trials and Code 
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Significant Failures to Protect Research 
Participants and the Public 

1932-1972 Tuskegee 1946-1948 Guatemala 1953-1962 - Thalidomide 
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Declaration of Helsinki (1964)
Basic principles for physician involvement in research 

• Based on animal 
experimentation first; 

• Research protocols reviewed
by independent body 

• Conducted by scientifically
qualified individuals and 
take responsibility for 
participants welfare 

• Weigh benefit-risk 
• Respect for participant

privacy 
• Voluntariness; use of

informed consent 
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Further Developments 
National Research Act Surgeon General Policy (1966) Belmont Report (1979) 
(1974) 
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Belmont Principles and Application 
Principles 

• Respect for persons 
• Individuals should be 

treated as autonomous 
agents 
• Persons with diminished 

autonomy are entitled to
protection 

• Beneficence 
• Do no harm 
• Maximize possible benefits

and minimize possible 
harms 

• Justice 
• Research benefits and risks 

need to be fairly distributed 

Application 
• Informed consent 

• Research participants should be given the opportunity to 
choose what happens to them 
• Participation in research should be voluntary and free 

from undue influence/coercion 
• Informed consent has 3 elements: information, 

comprehension, and voluntariness 
• Risks and benefits must be systematically assessed 

• Determine validity of the presuppositions of the research 
• Distinguish nature, probability, and magnitude of risks 

(risks should be reduced to those necessary to achieve 
the research objective) 

• Selection of participants 
• Should be fair procedures and outcomes in the selection 

of research participants 
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 “Common Rule” (1981-present) 
• HEW and FDA revise human subjects

regulations taking into account
foundation laid by Belmont 

• President’s Commission calls for all 
federal agencies to adopt HHS human
subjects regulations 

• 1991 – 15 depts and agencies adopt 
Common Rule 

• Today – 20 departments and agencies 
• Outlines basic provisions for IRBs

(membership, function, operations, 
review, record keeping), informed
consent (required elements, 
obtainment, documentation), and
assurance of compliance 
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  Revised Common Rule 

• § 46.101 To what does this policy apply? 
– (f) This  policy  does  not  affect  any  state  or  local laws  or  regulations  (including  tribal law 

passed by  the  official  governing  body  of  an American Indian or Alaska  Native  tribe) that 
may  otherwise be applicable and  that  provide additional  protections  for  human  subjects. 

• § 46.114 Cooperative research. 
– (2) The  following  research is  not  subject  to  this  provision: 

• (i)Cooperative r esearch f or which m ore t han s ingle I RB  review  is  required b y  law  (including  tribal 
law  passed by the  official governing  body of  an American Indian or  Alaska Native  tribe); 

• § 46.116 General requirements for informed consent. 
– (i)  Preemption.  The  informed  consent  requirements  in  this  policy  are  not  intended  to 

preempt  any  applicable  Federal, state, or  local l aws  (including  tribal l aws  passed  by  the 
official governing body of an American Indian or Alaska Native tribe) that require 
additional information  to  be  disclosed  in  order  for  informed  consent  to  be  legally 
effective.  
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 HHS and FDA Harmonization 
• 2018- Harmonization where possible FDA/ Common Rule 
• 2022 Institutional Review Boards: Cooperative Research 
• 2022 Protection of Human Subjects and Institutional 

Review Boards 

“FDA requests comment on whether it is appropriate 
to include an exception for cooperative research for 
which use of a single IRB is unable to meet the needs 
of specific populations” 
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https://www.fda.gov/media/117042/download
https://www.federalregister.gov/documents/2022/09/28/2022-21089/institutional-review-boards-cooperative-research
https://www.federalregister.gov/documents/2022/09/28/2022-21088/protection-of-human-subjects-and-institutional-review-boards


         
       

    

       
  

Benefits of Single IRB 

• Enhance and streamline the IRB review process for multi-site trials to 
allow research to proceed expeditiously without compromising 
protections 

• Eliminate unnecessarily duplicative IRB review 

• Reduce administrative burden and systemic inefficiencies for 
investigators, institutions, IRBs, and NIH staff 
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     Development of the NIH Single IRB Policy 
• Draft NI H  Single  IRB P olicy  published  in  December  2014 
• 167 public comments received from a range of stakeholders including 

researchers, institutions, IRBs, patient  advocates, scientific  societies, Tribal 
Nation  representatives, and  others 

• Final  NIH  Single  IRB Policy  published  June  2016; e ffective  date 
delayed  until J anuary 2 5, 2018 
• Applies to all competing grant applications for due dates on or after 

January 25, 2018 
• Applies to all R&D contract solicitations issued on or after January 25, 

2018 
• Applies to intramural research studies submitted for initial review 

after January 25, 2018 
14 



     
       

           
  

NIH Single IRB Policy and Tribes 

Exceptions to this policy will be made where review by the proposed sIRB 
would be prohibited by a federal, tribal, or state law, regulation, or policy. 

NOT-OD-16-094: Final NIH Policy on the Use of a Single Institutional Review 
Board for Multi-Site Research 

https://grants.nih.gov/grants/guide/notice-files/NOT-OD-16-094.html


     Contemporary Research Protection Insights and 
Practices 
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October 3, 1995 







 Native Research Network Pre-Conference Workshop (2016) 



    Capacity Building: Partnering with PRIM&R (2016-present) 

• Ongoing webinars and workshops 
on topics of relevance to Tribal 
research 
• e.g., NIH DM S  Policy  (2/23) 

• Customized “On Demand”  
programs 
• Additional scholarships/ 

networking for AI/AN IRB 
professionals 
• Online portal of Tribal IRB  

resources 
• Ethics  case  studies 
• Model  data  sharing  agreements 



    Current Landscape of Research Oversight in AI/AN Communities 





     
   

   

     
      

 
       

     
          

        
    

   

NIH Support for Tribal IRBs 

• NIH Tribal Consultation on the NIGMS Native 
American Research Centers for Health (NARCH) 
Program Evaluation (June 2021) 

Key Outcome: Grants to support the establishment or 
enhancement of Tribal Institutional Review Boards (IRBs). 
These grants would support establishing additional Tribal 
IRBs or enhancing the function of existing ones (e.g., 
through additional support for staff, systems, and training) 
to help reduce delays in the IRB approval process and 
reliance on external IRBs, giving Tribes greater autonomy 
over their own research processes. 

*9/15/2022 NIGMS Council/Concept Clearance 



   
 

 

   
 

    
 

 
 

        Facilitating the Ethical Conduct of Tribal Research within NIH 

•Teaching/mentorship of NIH 
investigators, trainees, IRB staff, 
program staff 
•NIH IRB: OHSRP Education Series 
• CC Bioethics Ethical and Regulatory 

Aspects of Clinical Research Course 
• Conversations with Dr. Katrina 

Claw, case discussions 
•NINDS Summer Internship -

Health Disparities in Tribal 
Communities 



        Facilitating the Ethical Conduct of Tribal Research within NIH 



Consent and Genomic Data Sharing 
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   Consent Under the Common Rule 

§46.116 General Requirements and Basic Elements for
Informed Consent 
• Prospective participant must be provided with information 

“reasonable person would want to have in order to make an 
informed decision about whether to participate, and an
opportunity to discuss that information” 

Broad consent may be obtained in lieu of informed consent only
for storage, maintenance, and secondary research uses of 
identifiable private information and identifiable biospecimens 



     
      

       

    

   

        

RESPONSIBLE SHARING OF GENOMIC DATA 

NIH GENOMIC DATA SHARING (GDS) POLICY (EFFECTIVE JAN 2015) 

• Applies to all NIH-funded research generating large-scale human or 
non-human genomic data and secondary research using these data 

• Ensures broad, responsible, and timely sharing of genomic data 

• Establishes baseline expectation of the importance of consent 

• Developed through extensive stakeholder interactions 
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Informed Consent 

•The GDS Policy expects IRBs to
review the informed consent 
materials 

• Purpose of review is to determine
whether it is appropriate for data to be
shared for secondary research use. 

• Specific considerations may vary with the
type of study and whether the data are
obtained through prospective or
retrospective data collections. 
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Informed Consent 

•NIH expects investigators to obtain participants’ 
consent for their genomic and phenotypic data to
be used for future research purposes and to be
shared broadly 

•Expected even if the cell lines or clinical specimens
are de-identified 

•Expected IRBs consult with investigators and their
institution about the appropriate secondary use of
the data 
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 Additional Resources 

NIH_Guidance_on_Elements_of_Consent_un 
der_the_GDS_Policy_07-13-2015.pdf 

https://osp.od.nih.gov/wp-content/uploads/Informed-
Consent-Resource-for-Secondary-Research-with-Data-and-
Biospecimens.pdf 

https://osp.od.nih.gov/wp-content/uploads/Informed-Consent-Resource-for-Secondary-Research-with-Data-and-Biospecimens.pdf
https://sharing.nih.gov/sites/default/files/flmngr/NIH_Guidance_on_Elements_of_Consent_under_the_GDS_Policy_07-13-2015.pdf


 Additional Resources 

NIH_Guidance_on_Elements_of_Consent_un 
der_the_GDS_Policy_07-13-2015.pdf 

https://osp.od.nih.gov/wp-content/uploads/Informed-
Consent-Resource-for-Secondary-Research-with-Data-and-
Biospecimens.pdf 

https://osp.od.nih.gov/wp-content/uploads/Informed-Consent-Resource-for-Secondary-Research-with-Data-and-Biospecimens.pdf
https://sharing.nih.gov/sites/default/files/flmngr/NIH_Guidance_on_Elements_of_Consent_under_the_GDS_Policy_07-13-2015.pdf


Consent Contextualized 
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    What Makes Clinical Research Ethical? 

• Collaborative  partnership 

• Social  value 

• Scientific validity 

• Fair  selection  of  study  population 

• Favorable  risk-benefit r atio 

• Independent review 

• Informed  consent 

• Respect  for  recruited  participants  and  
study  communities 



     Culturally Appropriate Consent Processes (Sample Language) 

o Our  recruitment  focuses  on  individuals  who  are  American  Indian…because  
there is a need to  confirm  genetic  findings in these groups 

o …[M]embers of the same Tribe also share some genetic information. If some  
of th e  information  from  this  study  about  specific  Tribes  became  public, it  
could  possibly  harm  some  Tribes  - for  example  by  contributing  to  a  social  
stigma. 

o In  the  future, other  people  might  benefit  from  this  study  because we may 
learn  about  genetic  determinants  of [disease  under  study].  Since  we  hope  to  
recruit  many  American  Indians  for  this  study, the  research  might  benefit  
American Indians in the future.  The genetic tests and the protein and 
metabolic tests are  not  part  of  standard health care  but  are  for  research to  
find  out  more  about  the  causes  of [disease  under  study] 



   Data Management and Sharing 
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Why does NIH Want Data to be Shared? 

• Advance rigorous and reproducible research 
─ Enable validation of research results 
─ Make high-value datasets accessible 
─ Accelerate future research directions 
─ Increase opportunities for citation and collaboration 

• Promote public trust in research 
─ Foster transparency and accountability 
─ Demonstrate stewardship over taxpayer funds 
─ Maximize research participants’ contributions 
─ Support appropriate protections of research 

participants’ data 



         
 

       

        

NIH P olicy  for  Data  Management  and  Sharing 

• Submission of Data Management & Sharing Plan for all NIH-funded 
research (how/where/when) 

• Compliance with the ICO-approved Plan (may affect future funding) 

• Effective January 25, 2023 (replaces 2003 Data Sharing Policy) 



  

     
          

          
          

 

        
         

Scope and Expectations 

• Scope: All NIH-supported research generating scientific data 
– What’s in: “Recorded factual material… of sufficient quality to validate and replicate 

research findings, regardless of whether the data are used to support scholarly 
publications”—relates to the proposed research questions and findings can include 
unpublished null results 

• Expectations: Data sharing should be maximized (with justifiable limitations), responsibly 
implemented, and prospectively planned for at all stages of the research process 



   
      

          
            

            
       

          

      

       
    

       
       

  
          

              
    

Potential Limitations on Sharing 
• Data Management and Sharing Plans should maximize appropriate sharing: 
– Justifiable ethical, legal, and technical factors for limiting sharing of data include: 

• Informed consent will not permit or limits scope of sharing or use 

• Privacy or safety of research participants would be compromised and available protections insufficient 
• Explicit federal, state, local, or Tribal law, regulation, or policy prohibits disclosure 
• Restrictions imposed by existing or anticipated agreements with other parties 

• Datasets cannot practically be digitized with reasonable efforts 

– Reasons not generally justifiable to limit sharing include: 
• Data are considered too small 
• Researchers anticipate data will not be widely used 
• Data are not thought to have a suitable repository 

– Additional considerations: 
• NIH respects Tribal sovereignty and supports responsible management/sharing of AI/AN participant data 

• SBIR/STTR Program Policy Directive permits withholding data for 20 years, as stipulated in agreements and 
consistent with program goals 



     
      

        

   

  

 

       
 

Supplemental Information: Responsible Management and 
Sharing of American Indian/ Alaska Native Participant Data 

• Information to assist in developing appropriate DMS Plans 

• Emphasizes: 

• Respect for Tribal Sovereignty 

• Partnerships and mutual agreements 

• Building trust 

• Developed through Tribal Consultation and stakeholder engagement beginning 
in 2019 

NOT-OD-22-214 

https://grants.nih.gov/grants/guide/notice-files/NOT-OD-22-214.html


       
 

 

Best Practices for Responsible Management and Sharing of 
AI/AN Participant Data 

Understand Understand Tribal sovereignty and laws, regulations, policies, and 
preferences 

Engage Engage early with Tribes when developing a data management and  
sharing plan, before research begins, and continue throughout research 

Establish Establish mutually beneficial partnerships 

Agree Agree who will manage data (e.g., Tribe, researcher, trusted 3rd party) 

Consider Consider additional protections, as necessary 



          
          

       
           

        
    

        
        

  
  

What are FAIR Principles, and what’s all the fuss? In 2016, stakeholders came 
together to endorse “a concise and measurable set of principles” to improve the 
management and sharing of research data. Findable, Accessible, Interoperable, and 
Reusable (FAIR) principles are critical elements for making data maximally useful to 
the research community. Not long after, the Collective Benefit, Authority to 
Control, Responsibility, and Ethics (CARE) Principles for Indigenous Data 
Governance were developed, which aimed to ensure that data-sharing movements 
(like FAIR) would also consider Indigenous peoples’ goals, values, and rights to self-
determination. 

Eric Green, MD, PhD, NHGRI Director 
The Genomics Landscape 

https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.go-fair.org%2Fhow-to-go-fair%2F&data=05%7C01%7Cwettersk%40mail.nih.gov%7C6faa279b12de439feee708da2497442a%7C14b77578977342d58507251ca2dc2b06%7C0%7C0%7C637862529342460331%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=F9%2Fj9gw9FwPTAJlSWMyNIcIXkt%2BbLlAOs9tGLf0ADow%3D&reserved=0
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4792175/
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gida-global.org%2Fcare&data=05%7C01%7Cwettersk%40mail.nih.gov%7C6faa279b12de439feee708da2497442a%7C14b77578977342d58507251ca2dc2b06%7C0%7C0%7C637862529342460331%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=u2rzqInHv9Q3L8D6RskCWZKu08hXsqEluRnnKnp3FkE%3D&reserved=0


  Listening in Albuquerque 





NIH Tribal Advisory Committee Meeting (September 2017) 



       

    
    

  
    

  
    

“American Indian and Alaska Native Cultural Wisdom Declaration” 
Recommendations 

“Modify your requirements to 
fit the relevant traditional 

[T]ribal paradigm or allow room 
for flexibility when evaluating 

proposals submitted by 
American Indian and Alaska 

Native [T]ribal nations.” 



    Genomic Research Workshop, Anchorage Alaska (July 2018) 



      Panel Presentation and Discussion: Data Sharing Approaches 

• AN  leaders  not  opposed  to  data  sharing 
• Stressed reciprocity, transparency, respect 
• Themes  included flexibilities  that  specific  NIH  policies  have  for A N  communities 

• Researchers  must  cultivate  authentic  relationships  with  AN  communities  to  build  
trust, develop  tailored  approaches  to  consent 

• More c ommunication  and  education  about  risks, benefits, privacy, how  to  apply  
for exceptions 



Importance of Inclusion and Diversity 
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Inclusion/Diversity 

NIH Policies 

Inclusion of Women and Minorities as 
Participants in Research 

Inclusion of Individuals Across the 
Lifespan as Participants in Research 

https://grants.nih.gov/policy/inclusion/women-and-minorities.htm
https://grants.nih.gov/policy/inclusion/lifespan.htm


    

  

Changing the Conversation about Diversity and Inclusion 

Popejoy and Fullerton 2016 Nature 



    

  

Changing the Conversation about Diversity and Inclusion 

Popejoy and Fullerton 2016 Nature 



(n=2,224) 



     Applying a Health Equity Lens to Genomics 





Thank you! 
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