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	Background / Significance
	Increasingly biomedical science requires multi-site collaborations for carrying out research studies.   This is particularly true for clinical trials, but also for other types of studies. Typically each institution requires a local IRB review. While this allows the review and approval of the protocol to reflect the values of the institution and its local community, it can place a burden on the investigators.   All IRBs abide by the federal regulations, but each local IRB as was the intention of the original authors of the Belmont Report provides interpretation and implementation of the regulations as appropriate to the local environment.  This seemingly minor difference can create havoc when investigators across multiple institutions try to reconcile differing IRB requests.
Promoting the use of a central IRB in multi-site studies has been met with resistance.   For one, local IRBs are loath to relinquish their control of oversight of a study conducted at their site with the members of their local community.  OHRPR realized an ANPRM in 2011 included a change to the federal regulations to that would potentially require  multi-site studies to identify a single IRB that would serve as the IRB of record.   NIH has also issued a recent call for comments  on a Draft NIH policy on use of single IRB for multi-site review.
Here we present the experience of the eMERGE Network’s Consent, Education, Regulation, and Consultation working group with multi-site IRB reviews for a large population survey.


	Outline of Project
	Manuscript outline – Commentary 
Introduction: 

1) [Build on text under Background/Significance]  

2) Incorporate concepts from several articles (published b/w 2005-2007) that have been published on the issue; Also include Klitzman 2011 study

3) Mention understanding what it means to have a Central IRB within a consortium may not be clearly understood – is it a NIH IRB, one of the IRBs within the consortium, a commercial IRB, … or any of these.

4) Process for creating may not be clear; may be confusing and thus burdensome.

5) Point to the fact that the discussion about multi-site study IRB reviews has largely focused on clinical trials.  
6) Though one would expect this not to be a challenge for a relatively simple survey study, it can be. 

CERC experience:

1) Briefly describe survey study – need to have a single protocol with uniform participant contact materials across all 10 sites

2) Discuss the contracting with Scantron and the complexities that it too created in terms of releasing patient information 

3) Detail challenges through the different IRBs, perhaps mention length of time to get approval from all 10 sites?

5) Describe how some sites were required to have a full-board review and others not.

6) Discuss the varying privacy and confidentiality issues that arose across the sites, e.g. one site had a Pre-notification Postcard Issue

7) Experience with one site having received multiple opt-outs and calls about the pre-survey notification. Resulted in the local IRB halting the mailing until they were satisfied all opt-outs were received. Affected study at all sites.  

Need for Discussion and Decisions:
1) Though the ANPRM includes a change for a central IRB for multi-site studies, this will likely be met with resistance (Jen needs to check online comments to the ANPRM to see if actually there were some negative comments)

2) This hinders multi-site study proposals.

3) With more and more consortia being funded by NIH and PCORI, it is critical that this issue of Central IRB vs Local IRB become a non-issue.  

4) Very little evidence exists supporting the notion that having multiple IRBs review the same study results in enhanced protections for participants. Diffusing responsibility of protocol review and oversight might actually contribute to weakened protections.-. 
5) Requiring local IRB review hinders the efficiency of getting study up and going and increases the burden on the investigators. Multiple IRB review may have negative impact on participants; however, local IRB review and oversight ensures that local community’s values are recognized and incorporated into overall process. 
6) Discuss some of the examples mentioned from CERC experience  in context of an example of ‘pro’ central IRB and of ‘con’ central IRB

7) Continued, deliberative discussion needs to be encouraged in order to facilitate and promote the activities of the federally funded biomedical research consortia. All stakeholders should be involved in these discussions: research investigators, institutional administrations, local IRB directors and staff, research participants, and non-academic study sponsors (e.g. drug/device/biotech companies). 


	Desired

Variables (essential for analysis

indicated by *)
	Not Applicable

	Desired data
	Not Applicable

	Planned Statistical Analyses
	Not Applicable


	Ethical considerations
	

	Target Journal
	Clinical and Translation Science, Clinical and Translational Medicine, Contemporary Clinical Trials, … we are open to suggestions
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