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Ways of Achieving Efficient, Multi-Center Review  

 
 Top Down 

 
 

Bottom Up 

    



Top-Down Strategies  
 
• Agree to comply with common regulations, rules 

(conditions of funding, e.g., OHRP Assurance) 
 
• Accept universal principles adopted by 

recognized organizations (e.g., Helsinki, CIOMS) 
 
• Interpret and apply locally by ensuring that each 

ERC independently works towards efficiencies, 
avoiding duplication, improving training quality 

 

http://search.barnesandnoble.com/booksearch/imageviewer.asp?ean=9780199546596


What Problems Does Collaborative  
Review Claim to Solve? 

 

• Time: Reviews take longer to complete 
with multiple committees (inefficiency 
and asynchrony) 

 
 
• Redundancy: Multiple reviews may add 

little ‘value’ (no additional protections) 
 
 
• Expertise: Some ERCs are less skilled 

than others (quality) 
 

 
 
 
 
 
 
 

 



Our Experience with Ethics Review: 
Moi University and Indiana University 







A Typical Protocol: IU and Moi PIs; NIH/KEMRI Funding 
 

• 45 CFR 46, Subt. A (The Common 
Rule) 

• 21 CFR 50/56 (FDA) 
• The Privacy Rule (HIPAA) 
• Indiana University policies (which 

includes Belmont through FWA and 
Helsinki indirectly) 

• Moi Teaching and Referral Hospital 
policies (which includes Belmont 
through FWA and Helsinki 
indirectly) 

• AMPATH SOPS 
• Kenyan National Science and 

Technology Council 
• Kenya Ministry of Health 



The Ethics Review System 
Between Indiana University and Moi University 

 
 



Our “Bottom-Up” Approach: 
(1) Identify Common Values in Research Ethics 

 

“Recognizing the important contributions 
that have resulted from the exiting 
partnership… 
 
Recognizing the value to both 
organizations from extending the spirit of 
this collaboration… 
 
The purpose of this MOU is to describe 
 the common principles that will guide 
those relationships and activities.” 



(2) Moving from MOU to Needs Assessment 

• Little knowledge of the prior MOU 
• Little awareness of how the other 

ERC operates 
• Recognition that growth of 

research will require new 
approaches to review 

• ERC members consider cultural 
values as part of their “local” 
review and approval of protocols  

• More education and training in 
ethical issues in international 
health research are needed 
 

 



(3) Build Capacity:  
IU-Moi Academic Research Ethics Partnership 

 

• Parallel Master’s degrees in 
international research ethics at Indiana 
and at Moi 

• Annual workshops on “Teaching Skills 
in International Research Ethics” 
(TaSkR) 





The Proposed IU-Moi Joint IRB* 
Strategy 

• Goal: increase efficiency of reviews, ensure protection of 
human subjects in protocols conducted by IU and Moi 

• How: 
 Develop Administrative Structure 
 Build Research Ethics Training And Competency 

Standards 
 Design Evaluation Metrics  
 Obtain Approval and Authorization 

 
    *supported by a Supplement from the Fogarty International Center 



Outcomes 

 Develop Administrative Structure 
 Appointed co-chairs from each university 
 Identified equal membership/representation from each university 
 Developed procedural rules to ensure fairness in voting 
 Utilized teleconference and online presence 

 Build research ethics training and competency standards 
 Build joint research ethics training programs (TaSkR) 
 Pilot-tested review with a protocol 

 Design evaluation metrics  
 Started 

 Obtain Approval and authorization 
 Agreement by Moi and IU; OHRP; FDA 
 Disapproval by Kenya National Bioethics Committee 

     



Another Approach: Use Existing Rules/Regs 

  

With the approval of the agency head, 
an institution…may enter into a joint 
review arrangement, rely upon the 
review of another qualified IRB, or make 
similar arrangements for avoiding 
duplication of effort 

In these circumstances, if …an 
agency head determines that the 
protections by the institution afford 
protections that are at least 
equivalent to those provided in this 
policy….the agency head may 
approve the substitution of the 
foreign procedures in lieu of the 
requirement provided in this policy  

  



The EP Experiment 

 
 
Should the Gold Rule? Assessing 
“Equivalent Protections” for Research 
Participants across International 
Borders 
                          Jeremy Sugarman 
   

http://onlinelibrary.wiley.com/journal/10.1002/%28ISSN%291552-146X


A Proposal for Obtaining EP status 
1. Identify specific protections in the US Common Rule; 
2. Assess institution’s procedures, and fairly assess what protections 
follow from them;  
3. Undertake a comparison between institution’s procedures and those 
of the CR; 
4. Determination of equivalence made by US agency  



1. Collaborative review is a journey, not a destination 
2. Building capacity only works with institutional support, clear goals, and 

leadership 
3. Even with shared ethical foundations, ethics review invokes other 

deeply held moral and political values 
4. Understanding regulations is necessary but not sufficient 
5. There are always more people to talk to, but when? 
6. Proposed North/South IRBs must acknowledge power differences 
7. The symbolic and instrumental value of the ‘nation’ state 

 
 

 
Lessons We’re Learning 



Discussion Questions 

• What are the impediments (social, political, ethics, 
regulatory) to developing institution-to-institution 
arrangements to undertake joint ethics review? Are the 
potential benefits worth the costs? 

• Are ‘bottom-up’ institutional arrangements like the one 
between IU and Moi preferable to the many  ‘top down’ 
approaches attempted over the years to harmonize 
guidelines, adoption of Declaration of Helsinki, 

• Is “local review” still superior to centralized review? 
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