January 19, 2015

Michael Geisser, Ph.D., Co-Chair and

Macdonald Dick, MD, Vice-Chair

IRBMED -University of Michigan

2800 Plymouth Road

Building 520, Room 3214

Ann Arbor, MI 48109-2800

Email: irbmed@umich.edu

Phone: (734) 763-4768

FAX (734) 763-1234
RE:  Established Status Epilepticus Treatment Trial (ESETT)
Dear Drs. Geisser and Dick:
As the site Principal Investigators of the above trial, we would like to inform you about the ESETT trial that we are seeking to conduct under the FDA regulation 21 CFR 50.24, Exception from Informed Consent for Emergency Research.  We appreciate your guidance in helping to develop a strategy for appropriately managing the special human subjects protections associated with these regulations, specifically the Community Consultation and Public Disclosure aspects. 
Today, our research team is pleased to submit this protocol for full IRB review. We have included the following materials in our submission:

□
Scientific protocol entitled, “Established Status  Epilepticus Treatment Trial (ESETT)” v.1
ESETT is a multi-center trial that is funded by The National Institutes of Health and conducted through the Neurological Emergencies Treatment Trials (NETT) and PECARN Networks.  The NETT is comprised of a Clinical Coordinating Center, a Statistical & Data Management Center, and 22 Hubs that coordinate between 2 or more participating local hospitals (called Spokes). The PECARN network consists of a data coordinating center, six research node centers, an EMS demonstration node and 18 hospital emergency departments.  The University of Michigan is both a PECARN and a NETT Site and also serves as the NETT coordinating center.
We are seeking to conduct ESETT at the University of Michigan in both the adult and pediatric emergency departments and will oversee the ESETT trial and pre-trial community consultation and public disclosure activities at the institution. 
□
Site specific EFIC plan for community consultation and public disclosure
This plan is based on guidance from the ESETT investigator team and Neurological Emergency Treatment Trials (NETT) coordinating center which is housed in the Department of Emergency Medicine at the University of Michigan. Our goal is to determine which activities would be most appropriate for our community and patient population, and would be likely to yield the best information for the IRB’s deliberations about the protocol. 
□
Template materials for community consultation and public disclosure activities.  
We propose the following steps in the review of our protocol.

1. The IRB reviews both the scientific protocol and the plan for community consultation, public disclosure to determine if the trial meets the exception from informed consent requirements for emergency research (21 CFR 50.24). The plan for community consultation and public disclosure includes materials to be used in the conduct of these activities.
2. If the IRB is in agreement that this trial can go forth under 21 CFR 50.24, we will conduct the activities outlined over the next 3-6 months using the materials developed for this purpose. 

3. Once these activities are completed, the research team will provide the IRB with the results of the community consultation activities, and with documentation of ongoing public disclosure activities.

4. The IRB reviews the results of community consultation activities and determines if the information is adequate to allow full protocol review to proceed. If so, the IRB reviews the study protocol and recommends a course of action.

The research team recognizes that requests for modifications may be made at any step along the way and we are committed to working closely with you. We are always available to answer questions. In addition, we would like to offer access to a number of resources regarding the NETT and PECARN Networks or the Exception from Informed Consent regulations. These include the Network and trial websites, educational reprints of literature on community consultation and the experience of investigators who have implemented Exception from Informed Consent in previous trials. 
Through the NETT Human Subjects Protection (HSP) Working Group, the principal investigators from the coordinating center of this multi-center trial have access to national experts, who could provide consultation with the IRB upon request.  Please let us know if you or any of the IRB staff or committee members would like to use these resources. 
I look forward to future correspondence with you.  Please do not hesitate to contact me with any questions or concerns.
Sincerely,

Robert Silbergleit, MD
Professor of Emergency Medicine

Department of Emergency Medicine

24 Frank Lloyd Wright Drive, PO Box 381

Ann Arbor, MI  48106-5770
robi@umich.edu
734-232-2142
Alexander Rogers, MD
Assistant Professor of Emergency Medicine

TC B-1354, SPC 5303

Department of Emergency Medicine

1500 East Medical Center Drive

Ann Arbor, MI  48109-5303

alexroge@umich.edu
734-936-1724
