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Agenda
Overview of some alternative models 

Recap of CCSN progress in streamlining 
IRB review

Discuss resources & tools needed to help 
overcome barriers

Discuss where we’d like to be in 5 years 
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Alternative IRB ModelsAlternative IRB Models

I. Local IRB review I. Local IRB review -- single site studysingle site study
Local IRB reviews research at its own siteLocal IRB reviews research at its own site

II. Local IRB review II. Local IRB review -- multimulti--site studysite study
Each local IRB participating in a multiEach local IRB participating in a multi--site study site study 
does its own reviewdoes its own review



Alternative IRB ModelsAlternative IRB Models

III. Institution relies on another institutionIII. Institution relies on another institution’’s IRB s IRB 
review review –– single site studysingle site study

For a given study, one institution turns to the IRB of another For a given study, one institution turns to the IRB of another 
(e.g., the latter has more appropriate expertise)(e.g., the latter has more appropriate expertise)

IV. Independent IRB review IV. Independent IRB review –– single or multisingle or multi--site site 
studiesstudies

A single independent (commercial) IRB conducts review on A single independent (commercial) IRB conducts review on 
behalf of one or more sites behalf of one or more sites -- all sites accept the independent all sites accept the independent 
review review -- no local review (e.g., Western, Chesapeake, Quorum)no local review (e.g., Western, Chesapeake, Quorum)



Alternative IRB ModelsAlternative IRB Models

V. Facilitated central IRB review V. Facilitated central IRB review –– multimulti--site studiessite studies
Local IRB or representative accepts central IRB review, Local IRB or representative accepts central IRB review, 
modifies it, or conducts full review (e.g., NCI Central IRB modifies it, or conducts full review (e.g., NCI Central IRB 
[CIRB])[CIRB])

VI. IRB reciprocity VI. IRB reciprocity –– multimulti--site studiessite studies
Different sites form a consortium and utilize the IRB of one Different sites form a consortium and utilize the IRB of one 
of the sites for review of a collaborative protocol (e.g., the of the sites for review of a collaborative protocol (e.g., the 
MulticenterMulticenter Academic Clinical Research Organization Academic Clinical Research Organization 
[MACRO], a consortium of 4 academic medical centers)[MACRO], a consortium of 4 academic medical centers)



IRB ModelsIRB Models

VII. Local VII. Local IRBsIRBs share common materials and share common materials and 
exchange information to facilitate work on exchange information to facilitate work on 
multimulti--site studies (e.g., site studies (e.g., IRBNetIRBNet))

VIII. A national and regional IRB review the VIII. A national and regional IRB review the 
same protocol concurrently (e.g., Indian Health same protocol concurrently (e.g., Indian Health 
Service)Service)



IRB ModelsIRB Models

IX. Sites form a consortium and a new entity is IX. Sites form a consortium and a new entity is 
created for review purposes (e.g., Biomedical created for review purposes (e.g., Biomedical 
Research Alliance of New York [BRANY])Research Alliance of New York [BRANY])

X. Multiple X. Multiple IRBsIRBs review protocol review protocol –– single site single site 
studiesstudies

Multiple Multiple IRBsIRBs review research at a single foreign site review research at a single foreign site 
(e.g., U.S. IRB, foreign IRB, and sponsor(e.g., U.S. IRB, foreign IRB, and sponsor’’s IRB such s IRB such 
as NIH)as NIH)



CCSN Progress on CCSN Progress on 
Streamlining MultiStreamlining Multi--site site 

IRB ReviewIRB Review



Streamlining MultiStreamlining Multi--site Review in site Review in 
the HMORNthe HMORN

Streamlining the Streamlining the currentcurrent review processreview process
CCSN WebCCSN Web--based IRB Navigation Toolbased IRB Navigation Tool

-- sitesite--byby--site guide to IRB processes & timelinessite guide to IRB processes & timelines
-- IRB forms & templates (where available)IRB forms & templates (where available)

Consider Consider futurefuture models for Multimodels for Multi--site IRB site IRB 
Review in the HMORNReview in the HMORN



WebWeb--based IRB Navigation Toolbased IRB Navigation Tool

(https://(https://www.kpchr.org/ccsnwww.kpchr.org/ccsn))



WebWeb--based IRB Navigation Toolbased IRB Navigation Tool



WebWeb--based IRB Navigation Toolbased IRB Navigation Tool



WebWeb--based IRB Navigation Toolbased IRB Navigation Tool



New Models for IRB ReviewNew Models for IRB Review

Held workshop with HMORN IRB Held workshop with HMORN IRB 
administrators/chairs in late 2006administrators/chairs in late 2006
All 15 HMORN All 15 HMORN IRBsIRBs were representedwere represented
Discussed alternative models in detail for consideration Discussed alternative models in detail for consideration 
in the HMORNin the HMORN
focusing on focusing on risks & benefits, and ethical, financial, risks & benefits, and ethical, financial, 
technical and interpersonal aspectstechnical and interpersonal aspects
Models of particular interest were a Central IRB (like Models of particular interest were a Central IRB (like 
the VA), a Facilitated Central IRB (like the NCI CIRB), the VA), a Facilitated Central IRB (like the NCI CIRB), 
and the models that were predicated on ceding or and the models that were predicated on ceding or 
reciprocity (like the MACRO and BRANY consortia). reciprocity (like the MACRO and BRANY consortia). 



New Models for IRB ReviewNew Models for IRB Review

Agreed that we should pilot a consortium Agreed that we should pilot a consortium 
approach using a distributed modelapproach using a distributed model
Consider only lowConsider only low--risk datarisk data--only studies to startonly studies to start
The model employs a lead IRB (where the The model employs a lead IRB (where the 
Principal Investigator resides) and other Principal Investigator resides) and other IRBsIRBs
would either agree to cede review authority or would either agree to cede review authority or 
conduct own reviewconduct own review
Agreed to use other Agreed to use other IRBsIRBs formsforms



New Models for IRB ReviewNew Models for IRB Review
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candidate project 
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New Models for IRB ReviewNew Models for IRB Review

IRB PilotIRB Pilot

Initial pilot of 3 studies Initial pilot of 3 studies 
Include only lowInclude only low--risk, datarisk, data--only studies only studies 
At least 3 sites with both Kaiser and nonAt least 3 sites with both Kaiser and non--Kaiser Kaiser 
membersmembers
Looking for investigators willing to work with Looking for investigators willing to work with 
IRB administrators as new process develops IRB administrators as new process develops 



Discussion, Part 1Discussion, Part 1

What resources & tools do IRB 
administrators and investigators need to 
help overcome barriers to acceptance of 
multi-site review?

Are there natural experiments taking place? 

Are there data we can collect on the current 
process to inform future directions?



Discussion, Part 2Discussion, Part 2
If everything aligned, (culture, process, policies), what would If everything aligned, (culture, process, policies), what would we we 
want the HMORNwant the HMORN’’s IRB review environment to look like in 3s IRB review environment to look like in 3--5 5 
years? years? 

How would we accommodate other review elements (e.g., impact How would we accommodate other review elements (e.g., impact 
reviews) at the local site?reviews) at the local site?

How will this apply to studies, other than dataHow will this apply to studies, other than data--only studies?only studies?

Is it conceivable that the HMORN could create a specialized healIs it conceivable that the HMORN could create a specialized health th 
services IRB available to others?services IRB available to others?


