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Presenter
Presentation Notes
Hello and welcome to the second in a planned series of webinars by the SMART IRB team. Some of you may have attended webinars on the SMART IRB Online Reliance System, which is a tool that SMART IRB will be rolling out on May 4th.  This system will allow institutions to consider reliance requests, identify Reviewing IRBs and relying institutions, record these determinations, and provide a system to track these requests. In today’s webinar, we will delve into how to use the SMART IRB Master Agreement to cover reliance arrangements. I intend to keep the presentation relatively brief in order to allow time for questions and discussion.
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First, I want to briefly describe the different components of the SMART IRB project. Aside from the roll out of the Master IRB Agreement and Online Reliance System, the SMART IRB project includes:
Work and resources to facilitate institutions signing onto the Master Agreement. This includes outreach by SMART IRB ambassadors to institutions and organizations across the country to encourage them to sign onto the Master Agreement and address questions about joining.
The Enable component includes developing and disseminating resources to assist institutions to implement single IRB review. This component of the project is responsive to the NIH Single IRB Policy as well as revisions to the Common Rule. As you will see in this webinar, the Enable Group at SMART IRB is working on webinars and other resources to help institutions enter into reliance arrangements. 
Finally, the SMART IRB project involves a series of working groups to harmonize key processes across institutions in order to leverage the strengths inherent in single IRB review. Identifying a single IRB will be more effective and powerful if IRBs operate more similarly. This is especially important as study teams begin to use a variety of IRBs. Currently, study teams must learn a range of applications, processes, and expectations. If the IRB community becomes more consistent, this will truly help streamline regulatory oversight of research. 
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To ensure we are all on the same page, I want to briefly describe what the SMART IRB Program is.
It involves a master IRB authorization agreement, which was rolled out in September 2016. Currently, 180+ institutions have signed onto this agreement and there are more joining each week. A master agreement was determined to be critical for streamlining regulatory oversight because of the time many institutions spend in negotiating such agreements. At the UW, we recently tracked the time it took for institutions to sign an IRB authorization agreement for a 15 site study and the median to sign the agreement was ~50 days. With a master agreement, which was created based on input from > 64 institutions and legal counsels, the time required to negotiate an agreement is eliminated.
In addition to the Agreement, we created Standard Operating Procedures, or SOPs, in support of the reliance arrangement. These SOPs further flesh out the master agreement., particularly in regard to the role of study teams in a reliance arrangement. The SOPs are not required when using the SMART IRB agreement, but strongly encouraged. If an institution does not use the SMART IRB SOPs for a reliance arrangement, they need to provide the institutions participating in the reliance arrangement with a set of SOPs that govern the reliance relationships.
In addition to the master agreement and SOPs, SMART IRB also put in place two key resources to help institutions transition to single IRB review. These are the ambassadors and the consultation service. SMART IRB ambassadors were assigned across regions to be available to help institutions with any questions they may have about joining and implementing the SMART IRB agreement. Names and contact information for ambassadors are available on the SMART IRB website. The consultation service allows institutions to connect with institutions experienced with single IRB review. This can involve an in-person visit or other arrangement to provide consultation about single IRB review. The consultations conducted so far have been fruitful in making connections between institutions and sharing information.
Finally, the SMART IRB program includes informatics support. For those of you who have joined SMART IRB, you are already familiar with the online mechanism to join SMART IRB. In addition to the Joinder Platform, SMART IRB is developing a comprehensive website that provides an array of resources for institutions, including a compendium of resources to help institutions transition to single IRB review. We will touch on some of these resources during this webinar. 
One of the resources that we have been talking about in other webinars is the Online Reliance System. As noted previously, this system allows researchers to request and track reliance arrangements and institutions to respond to, document, and track reliance arrangements. This is a collaborative tool available to those who have joined SMART IRB. For more information about this tool, please sign up for one of our webinars on the Reliance System. Dates and times for webinars are available at smartirb.org.
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What the agreement/joinder is: language from website: 

Single IRB Authorization Agreement: The SMART IRB Master Common Reciprocal Institutional Review Board Authorization Agreement needs to be signed just once. Institutions that have joined SMART IRB can then choose to use the SMART IRB Agreement on a study-by-study basis, streamlining the IRB review process and eliminating the time and effort typically required to negotiate an IRB authorization agreement for each new study
Institutions can participate in SMART IRB if they meet the eligibility criteria described within the SMART IRB Agreement, as follows:
FWA or IRB Organization: Unless it is an IRB organization, your institution must maintain a Federalwide Assurance (FWA) approved by the Office for Human Research Protections (OHRP).
Quality Assessment: If your institution has an IRB or is an IRB organization, it must have undergone or initiated an assessment of the quality of its human research protection program (HRPP) within five years prior to joining SMART IRB (through accreditation from an external organization, participation in OHRP's Quality Assessment Program, or equivalent approach).
Point of Contact: Your institution must establish a Point of Contact (POC) who will be responsible for, and communicate on behalf of, your institution regarding the initial and ongoing implementation of the SMART IRB Agreement.
Institutions join by completing the Joinder process at smartirb.org. Regional Ambassadors are available to answer questions and assist in the joinder process. 
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NOTE: . For example, Veterans Affairs Medical Centers may not be able to use IRBrely at this point because of restrictions in place for these institutions regarding how IRB review arrangements are established. 
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The SMART IRB model is a non-share model, which means that the reviewing IRB is responsible for the review of the a study from the initial review to closeout. Consequently, the reviewing IRB will need to develop processes to ensure relevant information is reported to it from all sites it is overseeing across the lifespan of the study. The Reviewing IRB may delegate this responsibility to the Overall PI/Lead Study Team.
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As described many times already, the SMART IRB agreement is a master agreement. It was written to cover funded and unfunded research, studies that involve a few sites to a large number of institutions, clinical and social/behavioral research, and it can work for institutions with and without IRBs, and for independent IRBs.

Because the SMART IRB is a master agreement, no additional IRB authorization agreements need to be signed to cover a study, but institutions need to document that they are invoking the SMART IRB agreement to cover a reliance arrangement on a study-by-study basis. We will discuss how to do this.
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The SMART IRB Online Reliance System will be rolled out tomorrow. This system is an online platform available to institutions that have joined the SMART IRB master agreement and provides the following:
A centralized and standardized process for investigators and institutions to originate, consider, document, and track reliance arrangements. Again, if you want to know more about this system, we are offering separate webinars that go into more detail. Dates of these webinars are posted on the SMART IRB website.
This system can replace the different mechanisms we are currently using to set up reliance arrangements, which include email and other adapted processes or tools (e.g. DropBox) to communicate. It is easy for information to get lost using these systems and do not promote a consistent way of handling reliance requests. This system will help standardize this process.
Another strength of this system is that it is workflow-driven to help automate next steps and guide study teams and institutions regarding what actions to take when and be able to see where a request is in the process and the steps needed to come to an agreement regarding which institution will serve as the Reviewing IRB and which institutions will rely on that IRB.
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I hope you found this webinar to be helpful and identify resources that may be helpful to your institution in its implementation of the single IRB review model generally, and SMART IRB in particular. We have several resources to assist you, including an email where you can send questions.
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In addition, we have other resources, which I mentioned at the beginning of this webinar, including:
Ambassadors
Consultation Service
Website resources, including SOPs, FAQs, and a startup package of documents that is growing
ORS 

With that I will open up for questions and discussion



SMART IRB Resources Page: smaurtirb.org

Resources

The tools and resources in this section are provided to assist institutions in joining SMART IRB and to help IRB ond HRPF representatives and study teams develop processes and
procedures for using SMART IRB for their studies.

Thank you to the institutions that have agreed to share their resources. Have a resource to share? Contact us at help@smartirb.org

For Institutions Interested in Joining SMART IRB

Implementing the SMART IRB Agreement: Start-up Package

For Institutional Review Board/Human Research Program Staff

For Reviewing IRBs

For Relying Institutions

For Study Teams

Single IRB Review policy
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SMART IRB Resources Page: Start-up Package

Implementing the SMART IRB Agreement: Start-up Package

Document Name Source

Template Letter of Acknowledgement ® SMART IRB
If not using the SMART IRB Online Reliance System to coordinate and document study-specific reliance arrangements,
institutions may use this template to document the Reviewing IRB and Relying Institutions for a specific study.

Local Context Survey @ SMART IRB
A Reviewing IRB POC may use this survey to obtain key local context information from Relying institutions.

Download the Local Context Survey as a customizable Word document. ®

Survey for Relying Site Study Teams ® SMART IRB
The Overall Principal investigator and/or Lead Study Team may use this survey to obtain key information from a relying site

study team to determine whether particular regufatory or institutional requirements should be communicated to the Reviewing

IRB.

Download the Survey for Relying Site Study Teams as a customizable Word decumemnt. @

Communication Plan for Single IRB Review @ SMART IRB
Institutions can use this template to document key communication roles, such gs submitting initial and continuing reviews,

amendments, and reportable events to the Reviewing IRB; providing conflict of interest manogement plans to the Reviewing

IRB; and providing IRB-approved documents and communicating Reviewing IRB determinations to relying site study teams.

Download the Communication Plan for Single IRE Review as customizable Word document. @

Overall Pl (and Lead Study Team) Checklist ® SMART IRB
This checklist helps an Overall Pl {and Lead Study Team, where applicable) understand and fulfill his/her responsibilities,
particularly for studies using the SMART IRB SOPs, which require identification of a Lead Study Team.

Download the Overall Pl (and Lead Study Team) Checkiist as customizable Word document, @

Relying Institution Pl Checklist @& SMART IRB
This checklist helps site investigators and study teams understand and fulfill their responsibilities when o study has been ceded
to an external institution.

Download the Relying Institution Pl Checklist as customizable Word document.
e ———————————————————————————————————————————————————————————————_ . ————— i



Questions and Discussion
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