Concurrence with the Office of Research and Development (ORD)
Agreement with Mayo Clinic Institutional Review Board (IRB) For
Mayo Clinic IRB Oversight
For [VA Medical Facility] Participation in the Expanded Access
Program: “Expanded Access to Convalescent Plasma for the
Treatment of Patients with COVID-19”

BACKGROUND

1. The FDA is working in conjunction with the Mayo Clinic to implement an
expanded access protocol to treat Covid-19 patients. To meet VA
requirements and enable VHA facility participation the VHA Office of
Research and Development (ORD) has executed a national level
agreement between ORD and the Mayo Clinic IRB for IRB review of the
Expanded Access Program: Expanded Access to Convalescent Plasma
for the Treatment of Patients with COVID-19.

2. Mayo Clinic IRB is not using individual institutional reliance agreements for
participating institutions in the referenced program but has included the
following language in the protocol dated April 3, 2020 as a participating
institution’s confirmation of IRB Reliance:

“Your request to participate in the EAP, use of the product and the
consent form indicates your willingness and that of your
institution/hospital/practice/legal business entity to rely upon the Mayo
Clinic IRB and that you will follow all federal and state regulations
regarding use and administration of the investigational product and that
you will conduct the EAP in accordance with the principles set forth in the
Belmont Report.”

3. The national IRB Reliance Agreement between Mayo Clinic and ORD
expands the language in the protocol to more clearly define the
responsibilities of the IRB and each VA medical facility.

4. The VHA Medical Center Director’s signature on this document serves as
the IRB reliance agreement which allows your VA Facility to rely upon the
Mayo Clinic IRB for the above-named expanded access program.
participate.
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SIGNATURE:

By signing this MOU, the VHA Facility named in this MOU agrees to rely upon
the Mayo Clinic IRB for the Expanded Access to Convalescent Plasma for the
Treatment of Patients with COVID-19 and to follow the requirements specified in
the ORD agreement with the Mayo Clinic IRB.

Signature Blocks:

Name and Title of Signatory Official for the VHA Medical Facility:

Name of
Signatory Official:

Date:

Electronic Signature:

Attachment: Authorization Agreement between the Mayo Clinic IRB and the VHA
Office of Research and Development
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