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Background
In the conduct of cooperative research projects in which Wayne State University (WSU) is one of the collaborating institutions, each institution involved is responsible for safeguarding the rights and welfare of human participants (subjects) and for complying with this policy. With the approval of the department or agency head, an institution participating in a cooperative project may enter into a joint review arrangement, rely upon the review of another qualified Institutional Review Board (IRB), or make similar arrangements for avoiding duplication of effort (45 CFR 46.114, 38 CFR 16.114). Also see 4-17 External Institutional Review Boards & Reliance Agreements for Multi-Site Research for more information regarding use of External IRBs, WSU serving as the Reviewing IRB, and the process for review and oversight of collaborative research.
When an investigator at Wayne State University (WSU) proposes to do research with an individual or institution that is not a WSU affiliate (e.g. Detroit Medical Center, Karmanos Cancer Institute, Detroit VAMC), additional administrative arrangements must be made depending on the type of collaboration. Collectively these institutions and/or individuals are known as “Collaborating Entities”.  The WSU Principal Investigator (PI) and the Institutional Review Board (IRB) are responsible for assuring that human research participants are protected and federal guidelines are followed during collaboration with other entities. 
Scope

Cooperative (Collaborative) research projects which involve more than one institution and Wayne State University and any of its affiliate institutions are covered under this policy. Cooperative research involving the Veterans Administration cannot be conducted with an Institution that does not have a Federalwide Assurance [VA 1200.5 3,5].
Definitions
Co-Investigator of the Grant -- Any individual from the Collaborating Entity who is listed as a co-investigator on the grant. 
Collaborating Entity -- An institution, practice plan, clinic, or individual that is participating in a cooperative research activity with the lead institution. 
Coordinating Center – an organization that agrees to accept additional responsibilities for the conduct of a research project.  Its employees or agents must maintain an operations center to provide for the scientific oversight and human participant (subject) protection for all of the sites involved in the research.  Their functions include, but are not necessarily limited to, data safety and monitoring, data analysis, protocol development, adverse event reporting and assurance verification.

Engaged in Research -- A Collaborating Entity becomes "engaged" in human subjects (participants) research when its employees or agents: (1) intervene or interact with living individuals for research purposes or (2) obtain individually identifiable private information (that may be used) for research purposes [45 CFR 46.102(d),(f)].

Examples of activities of engagement

A Collaborating Entity is “engaged” in research when the entity or its employees or agents:

1. Interact with individuals to draw blood, collect biological samples, administer treatments, dispense drugs, employ medical technologies, etc.,

2. Conduct interviews, engage in protocol related communications, obtain informed consent,

3. Maintain statistical, operational or coordinating centers for multi-site collaborative research, or

4. Obtain, receive or possess private information about individuals such as names, information from medical records, etc.

A Collaborating Entity is “not engaged” in research, when the entity or it’s employees or agents:

1. Act as consultants on research but at no time obtain, receive, or possess identifiable private information,

2. Perform commercial services meriting neither professional recognition nor publication privileges,

3. Permit use of their facilities for intervention or interaction by research investigators, or

4. Provide prospective participants (subjects) information about the availability of the research either verbally or in writing.

The complete list of activities that determine if an institution is “engaged” or “not engaged” can be found at http://www.hhs.gov/ohrp/humansubjects/assurance/engage.htm
Lead Institution -- The entity or institution that is awarded the grant/contract or is leading the research project if unfunded.

PI of the Grant -- The one individual who is responsible for the grant.  
Principal Investigator (PI) at Lead Institution – The one individual who is responsible for the conduct of the research protocol and the research project at the Lead Institution.  A research protocol or project may have multiple collaborating institutional relationships but there is only one principal investigator.
PI of the Sub-Award – The one individual from the collaborating entity who is responsible for the grant received, from the Lead Institution.
Site Principal Investigator – The one individual at the collaborating entity who is responsible for the conduct of the research protocol and the research project at that site.
IRB Policy
There are five types of collaboration when working with a Collaborating Entity:

1. The Collaborating Entity has a Federal Wide Assurance (FWA) and an IRB registered with the Office for Human Research Protections (OHRP),

2. The Collaborating Entity has an FWA without an IRB,

3. The Collaborating Entity does not have an FWA or an IRB,

4. The Collaborating International Entity has an FWA and an IRB, or

5. The Collaborating International Entity has an FWA without an IRB

1. Collaborating Entity has an FWA and an IRB registered with the OHRP

There are two options that may be used to protect human participants (subjects) when the collaborating entity has a FWA and an IRB:
1. Individual IRB Review and Approval (Dual Review by both institutions), or
2. The Lead Institution agrees to be the IRB of Record for the Collaborating Entity.
A. Individual Site IRB Reviews
Each site is responsible for individual IRB review and approval.  The responsibility for compliance resides with both parties. Please check Policy 04-17 to be sure that a single IRB review is not required when you are planning on having each site do its own IRB review (e.g. multi-site research single IRB requirements related to NIH funding or January 2020 Common Rule update).    

For individual IRB reviews, the Lead Institution has overall primary compliance responsibilities and may conduct compliance audits at both institutions, when appropriate.  Compliance oversight of the PI and his/her key personnel is the responsibility of the individual IRB that performed the review.

The Lead Institution has the authority to suspend and/or terminate the research protocol at both sites and to take other action as appropriate to protect human participants (subjects).  The collaborating institution has the authority to suspend and/or terminate the research protocol at its site.  Normally, the Lead Institution has the responsibility for notifying the sponsor, FDA and/or OHRP when appropriate.

When the PI of the grant proposal is from WSU and WSU will be the Coordinating Center for the study, the following must be submitted to the WSU IRB for initial review:
1. IRB application including appropriate Appendices and all other required documents (See WSU IRB Policy 04-02 IRB Initial Submission Requirements), 
2. Coordinating Center Application with site information filled out, and
3. IRB approval letter(s) from the collaborating entity or entities. 
Subsequent reviews such as continuations, amendments and unanticipated problems should be submitted according to the appropriate IRB policy. These subsequent submissions should include the Coordinating Center Application form.
· Continuations should include the most recent IRB approval memos from each collaborating site

· Amendments should be submitted whenever adding or removing additional collaborating sites. 
When the investigator at WSU will be the co-investigator of the grant and WSU will not be the coordinating center the following should be submitted to the IRB:
· IRB application including appropriate Appendices and all other required documents (See WSU IRB Policy 04-02 IRB Initial Submission Requirements), 

B. Lead Institution agrees to be the IRB of record for the Collaborating Entity
When WSU is serving as the reviewing or relying IRB, the process for review and oversight of collaborative research is described in WSU IRB Policy 4-17 External Institutional Review Boards & Reliance Agreements for Multi-Site Research 
C. WSU Research with no Local WSU or Affiliate Recruitment- Using a non-WSU IRB: 
Note: for cases when there is WSU recruitment, please see Section 4 of Policy 4-17)
When a WSU PI chooses to collaborate with a Collaborating Entity and will not be doing any patient recruitment at WSU, he/she may request to use the Lead Institution as the IRB of record.  For example, when the PI is developing a data collection tool, conducting lab analysis, performing data analysis, or serving as a consultant, etc., the WSU PI may request that the IRB at the lead institution be the IRB of record for the protocol conducted at WSU.   

The WSU PI must submit to the WSU IRB:
1. IRB approval letter from Lead Institution,
2. Reliance Agreement or Authorization to Use Another IRB form as appropriate. 
3. A completed Administrative Application.
Once approval is granted to use another IRB, the PI should send a signed copy of the “Authorization to Use Another IRB” to the Lead Institution.   All amendments and correspondence are sent to the Lead Institution’s IRB unless instructed by them to send the material to the WSU IRB Administration Office.  A copy of the Lead Institution’s Continuation Approval Memo should be sent with an Administrative Application form with the box checked for continuation within 2 weeks of the expiration date of approval to the IRB Administration Office.  
2. Collaborating Entity with a FWA and without an IRB

It is possible for an organization to have an FWA but not have an established IRB. For example, a WSU investigator requests approval to collaborate with an investigator from a local hospital that does not normally conduct research and does not have an IRB. In this case, the Collaborating Entity may request to use WSU as the IRB of record.  

3. Collaborating Entity without a FWA and without an IRB

In the research community it is possible for a PI to develop a working relationship with an individual or clinic that is acting as the collaborating entity that does not have a FWA or an IRB. In this case, the Collaborating Entity (individual or clinic) must obtain a FWA and then could use WSU as the IRB of record based on the process explained in Section 5 of Policy 4-17.  Cooperative research involving the Veterans Administration cannot be conducted with an Institution that does not have a Federal Wide Assurance [VA 1200.5 3,5].

4. Collaborating International Entity with a FWA and an IRB

International research is reviewed by the IRB Chair prior to IRB committee review. When U.S. researchers are conducting research in a foreign country (Collaborating International Entity), U.S. regulations require that the research protocol must adhere to the standards of both countries. For more information about international research collaborations, see WSU IRB Policy 06-4 International Research. 
5. Resources

Office for Human Protections (OHRP) Database for Registered IRBs - To search for registered IRBs and FWAs worldwide: 
1. Go to the online database at https://ohrp.cit.nih.gov/search/search.aspx?styp=bsc
2. Choose one of the tabs: IORGs, IRBs, FWAs, or Documents Received in Last 60 Days, as applicable. 

3. Choose Advanced Search. 

4. Search by country, institution/organization name, etc. 

International Ethical Guidelines for Biomedical Research - See the Council for International Organizations of Medical Sciences.

Institutional Review Boards and Independent Ethics Committees - For information pertaining to select countries outside of the USA - See the Global Research Ethics Map - Harvard School of Public Health.
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