ROC Site Status & Enroliment as of 4/30/2007

IRB FDA Shock TBI Community
Approval| Amendment | Cohort | Cohort | Consultation
Pittsburgh IRB to Start Approval Enrolled | Enrolled | Completed
Overarching IRB-University of Pittsburgh
Hospital 0 0 Jul-06
Allegheny General Allegheny General pending
Mercy Hospital of Pittsburgh Mercy Hospital of Pittsburgh | pending
University of Pittsburgh University of Pittsburgh 7/25/2006| 1/16/2007
EMS Agencies
City of Pittsburgh EMS University of Pittsburgh 7/25/2006] 1/16/2007
Mutual Aid Ambulance Excela pending
STAT Medivac* University of Pittsburgh 7/25/2006( 1/16/2007
Washington Ambulance & Chair Washington Hospital pending

*only agency enrolling subjects; only agency able to ascertain that subjects can only go to U of Pittsburgh (only hospital with IRB approval)
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TBI Enroliment Breakdown as of 4/30/2007
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University of Pittsburgh Ground Leve

Pittsburgh, PA 15213

Institutional Review Board (412) 3831480
(412) 383-1508 (fax)
MEMORAHDUM
TO: damuel Tishermar;, MD
FROM: Margaret Hsiah, WD, Vice Chair ""'/‘MW "A“"‘-) / mH
DATE: Janyary 22, 2007 | ' '

5UBJECT. [RE# 0603087: Hypertanic Resuscﬁaﬁoh Following Traumatic injury (ROG)

The Institutional Review Board raviewed the recent modifications to your protocel and consent
foren(s) at the Full Board Mestin) (Committee B) that meton Tuesday, January 16, 2007. These
modiflcations are now approver. :

Please Include the foIIoMng information in the upper right-hand comer of all pages of th consent
form:

Gutrent Approval Date: July &4, 2008
Modification Approval Date; January 16, 2007
Renewal Data: July 24, 2007

University of Fitisburgh

Institutional Review Board

IRB #0603087

The prolocol and consent fanrs, along with a brief progress report must be resubmitted at least one
manth prior to the ranewal dete noted above for ann uzl renewal as required by FWAQDO06790
(University of Pitisburgh, FWA00006735 (University of Pittsburgh Medical Center), and
FWACO000800 (Children's Haspital of Pittsburgh).

If your rasearch proposal invalves an nvestigational drug, please {orward a.copy of this approval
letter along with & cony of thy Coyer Sheet, orotacol, consent form(s} and drug broghure 1o
Investigational Drug Service, PUH Pharmacy.

Please be advised that your research study may be audited periodically by the University of
Plttshurgh Research Conciuct and Compliance Office.
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UniVersity of PittSburgh 3500f3ﬂhAvlenue
Insiitutional Review Board A 219

(412) 383-1480
(412) 383-1808 (fax)

TO: Samuel A, Tisherman MD ‘
FROM; Richard Guido, MD, Chair Q-\
DATE; August 28, 2008

SURJECT: IRB #0603087: Hypertonic Resuscitation Fallowing Traumatic Injury (ROC)
———— S

Thank you for addrassing the concems of ihe Institutional Review Board regarding the above~referanced propasal,
This verslon of Your protdeol and consent form(s) has baen approved by Committee .

TLVIRE

Lanmin

PLEASE NOTE: The Committeo determined that the requirements for exception from informod consent for
smargoncy rasearch dotalled In 21 CFR 50.24 have hewn mat. The IRB has approved a waiver (6.3.4) of
HIPAA authorization requirement far the sharing of cantact information,

Please includs the following information in the upper right-hand camer of sl pages of the consent form:

Approval Date:  July 25, 2006
Renewal Dats: July 24, 2007
University of Pittsburgh
Institutional Review Boarg

IRR #0603087

Please note that it is the investigatar's responsihility to raport to the |RB any unantivipated problems involving tisks
o subjects or others [sea 45 CFR 46.103(h)(5) and 21 CFR 56.108(b)). The IRB Reference Manual (Chapter 3,
Section 3.3) desctibas the reponing requiremants for unanticipatad problems which include, but are nat limited to,
advarse events, If you have any questions ahaut this procass, please contact tha Adverse Events Coardinator at
412-383-1504,

The protocol and consent farms, along with a brigf progress report must be resubmitted at sast one month prior
1o the renewal date noted above as required by FWAQN006780 (University of Pittsburgh), FWA00008735
(University of Plittsburgh Medical Center), FWA00000800 (Childron's Hospital of Pittsburgh), FWA00003567
(Mages-Womens Health Corpuration), FWAQN003338 (Universlty of Fittsburgh Medlcal Caritar Cancer Institute),

If your rasearch proposal involves an investigational drug, pleaga forward a copy of thig approval lefter along with a
copy of the Cover Sheet, arptacal, congent form(s) and drug brochure to Investigational Drug Service, FUH
Pharmacy. .

Floase bo advised that your ressarch study may be audited periodically by the University of Pittshtirgh
Research Conduet ang Compllanae Office, _
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