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

REB REB
Approval | Approval for Shock TBI
Initial REB | for Final FDA Cohort Cohort
Toronto REB Approval | Protocol | Amendment | Enrolled | Enrolled
Overarching REB-Sunnybrook & Women's College 16 38
Receiving Hospitals
Hamilton Health Sciences includes:
Hamilton General Hospital] Hamilton Hith Sci 3/21/2006 4/18/2006 11/22/2006
McMaster Children's Hospital| Hamilton Hith Sci 3/21/2006| 4/18/2006 11/22/2006
Hospital for Sick Children Hospital for Sick Kids| 7/24/2008| 7/24/2006 11/20/2006
St Michael's Hospital St. Michael's 1/27/2006| 4/13/2006 11/20/2006
Sunnybrook & Women's College-Sunnybrook Sunnybrook 11/16/2005{ 4/10/2006 11/17/2006
EMS Services
Hamilton Emergency Services Hamilton Hlth Sci 3/21/2006{ 4/18/2006 11/22/2006
Ontario Air Ambulance Base Hospital Program Sunnybrook 11/16/2005( 4/10/2006 11/17/2006
Toronto EMS Headquarters Sunnybrook 11/16/2005| 4/10/2006 11/17/2006

All agencies are enroliing

*Canadian sites adhere to the Tri-Council Agreement & Research Ethics Board (equivalent to US IRB) requirements for Canada

Canadian requirements allow community consultation to be delegated to the REB




Shock Enroliment Breakdown as of 4/30/2007

London
Sunnybrook Health | Sudbury LHSC LHSC [Hotel Dieu
Hamilton | McMaster] Hospital St & Women's Pre-Hosp Ottawa | Sciences, | Regional, | Victoria, | University| Grace,
General | Children's| for Sick | Michael's [College- Disposition | Hospital, [ Ottawa Ottawa Ottawa Ottawa Ottawa
EMS Agencies/Hospitals Hospital | Hospital | Children | Hospital [Sunnybrook |Non-ROC |Unknown Civic Site Hosp Hospital | Hospital | Hospital | Hospital Total
Hamilton Emergency Services 4 0 0 0 0 1* 0 0 0 0 0 0 0 5
Ontario Air Ambulance Base Hospital Program 0 0 0 0 o] 0 0 1 0 0 0 0 0 1
Toronto EMS Headquarters 1 0 0 5 4 0 0 0 0 0 0 0 0 10
0 0 0 0 0 0 0 0 0 0 0 0 0 0
Total for Hospital 5 0 0 5 4 1 0 1 0 0 0 0 0 16
*Air agency stopped brieftly at non-ROC hospital to secure airwayfintubate. Pt then transported by Air agency to ROC Ottawa Hospital-Children's Hospital of Western Ontario
TBI Enroliment Breakdown as of 4/30/2007
London
Sunnybrook Health | Sudbury LHSC LHSC |Hotel Dieu
Hamilton | McMaster| Hospital St & Women's Pre-Hosp Ottawa | Sciences, | Regional, | Victoria, | University| Grace,
General | Children's| for Sick | Michael's |College- Disposition | Hospital, { Ottawa Ottawa Ottawa Ottawa Ottawa
EMS Agencies/Hospitals Hospital | Hospital | Children | Hospital [Sunnybrook |[Non-ROC [Unknown | Civic Site| Hosp Hospital | Hospital [ Hospital | Hospital Total
Hamilton Emergency Services 3 0 0 o] 0 0 0 0 ] 4] 0 o] 0 3
Ontario Air Ambulance Base Hospital Program 3 0 0 2 11 1* 1 2 1 1 2 1 1 26
Toronto EMS Headquarters 0 0 0 1 8 0 0 0 0 0 0 0 0 9
0 0 0 0 0 0 0 0 0 0 0 0 0 0
0 0 0 0 0 0 0 0 0 0 0 0 0 0
Total for Hospital 6 0 0 3 19 1 1 2 1 1 2 1 1 38

*Protocol violation; no shock or penetrating trauma; will still be followed for safety
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Hamilton Health Sciences
RESEARCH ETHICS BOARD  #1&%/ 1% Ci raisatint ety

ANNUAL PROGRESS REPORT

Research Ethics Board Review of an Active Study
(to be completed by REB Chair only)

REB Project #: 06-108

Principal Investigator: Dr. Michelle Welsford

Project Title Resuscitation Outcomes Consortlum (ROC) Hypertonic Saline Trial
[X] Approved for Continuation

[ ] Approved conditional on changes noted in “Conditions” section below

Type of Approval:
[X] Full Research Ethics Board
[ 1 Research Ethics Board Executive

REB Approval Period:  One Year from the Date of This Approval Letter

[ ] New Enrolment Suspended

[ ] Suspended pending further review
Conditions:

The Hamilfon Health Sclences/McMaster University Research Ethics Board operates in compliance with the
ICH Good Clinical Practice Guidslines and the Tri-Council Policy Statement: Ethical Conduct for Research
Involving Hurnans and Divigion 5 Health Canada Food and Drug Regulations.

20 March, 2007
Signatur; esfarch Ethics Board Chair Date of REB Meeting

d, MD, FRCP, FRCP(C), Chair
ealth Sciences/McMaster Health Sciences Research Ethics Board

All Correspondence should be addrassed to the REB Chalr and forwarded 1o:
REB Coordinator, Harmiltan Health Sclances
1057 Main Strest West, Suita 1, Hamllton ON L8S 1B7
Tel, 905-521-2100 Ext, 42013 Fax; 905-577-8379
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REB OFFIC

TEL

19055745645
RESEARCH ETHICS BOARD

7,002
McMaster

University %

“lamilton REB Office, 1057 Main St. W., Hamilton, ON L8S 187
| 1 Sciences Telcpliono: 905-521-2100, Ext. 42013
Fax: 905-577-8379
Research Ethics Board NoYember 22 2006
Membership
Jack Holland MD FRCP FRCF(C)
Chair
Suzette Satamp FhD . .
ice 'CM," /?}EAMM”W PR OJECT_ NUMBER: 06~108
Mzry Bedek C .
:-.:L.; Offices @ PROJECT TITLE: Hypertonlc Resuscitation
Morris Blajchman MD ERCP(C) Following Traumatic
Hernurology Injury

Julle Camnbigry MLT -
Reazarch, Transfusion Medicine

David Clark MD PLD FRCP(C)
Modicing

Jean Crowe MHSe
Rehabillaxdon Science

Maslcolm Curtia BA BEd MEd
Community Representative

Kavita Dhamanpskar MD
Dixgnaxtic Imaging

Lynn Donohue BA(nnrx)
Commnaity Representative

Brock Easterbrook BA
Research Cnordinavor, Anaesthesia

Sylvia Fung BSP LLA
Pharmacy/Lega!

Melanie Griffithe FRCR (UK)
Diagnostioc Imaging

. Cindy Jumes BEcN

“anrrpentesology
nan Jones MD FRCP FRCPC
didlne

Rosanne Bent RN BA MHSe(M)
Cyrdiology

Madhw Nutamjan MD, FRCPC, FACC
Cardiology

Jasim Radhi MB FRGCFath, FRCPC
Anstomics] Pathalopy

Feaava Reddy MB BS FRCSC FACS
Neurosuy,

Sugan Shannon BA MSc PhD
Clinjeal Epllemiolopgy & Biosmdarics

Gita Sohbhi BSc Phm
Pharmaey

Marie Towasend BA{Hons), MBA
Adminisarion

Graham Turpic MD FRCPC
Medicine

Aliyon van Nit MEd
Regeazch Ethices Offfece

Jeff Weiz MD FRCP(C) FACP
Medicine

Jitn Wrighy BSe MDD
Radiarion Doeologry

Ed Younghi PhD
Obetetrica/Gynecalopy

The FIHS/FHS REB DRCEATF in
camplance with the Tri-Council Palicy
Suemume Lchieal Combuet for Resteareh
Tnvolving Humans; the | Tealth Cangda /
LGH Girod Clinien) Pracrice: Consolidared
Guidelmes (L); and the applicablo ws
and regulations of Oncaris. The
~aemberehip of thix RED also complivs

* the mimbetship roquizermns for

t 25 dufmed in Crnada’s Frood and

" o .o Regulasions (Drivision 5: Dags for
Clinieal Trisls Involving Humank Subjects).

th

>

T
iences,

Sincerely,

EAack

| ~Ghair,

PRINCIPAL INVESTIGATOR:

Dr. M. Welsford

¥ Protocol Amendment IND 12505 & 126068

Is will acknawledge receipt of Protocol Amendment IND 12505 and 12506
arld the revised Information for Care Providers (Hamilton Health Sciences)
along with information regarding the temporary suspension of enrolment in
th 3hswe-2amed study as of October 26, 2006 due to questions ralsed by
th FDA.

The REB Executive has reviewed and approved the following documents
t the FDA Is now satisfied with:

Information for Care Providers (Hamilton Health Sciences)

Ee REB approves of this study belng restarted at Hamilton Health

ALL FUTURE CORRESTPONDENCE

land, D, FRCP, FRCP (C)
earch Ethies Board

S
VJ{e wish to advise the Research Ethics Board operates in compliance with
GH Good Clinical Practice Guidelines and the Tri-Council Pollcy Statement.

PLEASE QUOTE THE ABOVE-REFERENCE PROJECT NUMBER ON
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| reity Hamilton Health Sciences

Health Scienceg __R_ESEARGH _E_THICS EOARD LASMPOARY CARL « XCADEMIL SALELLENLE

AMENDMENT REQUEST
REB Project #: 06-108
Locally Responsible Investigator: Dr. Michelle Welsford
Title of Study: Resuscitation Outcomes Consortium (ROC) Hypertonic Saline Trial
Document(s) Amended with version # and date:
> Protocol - Revised protocol
> Information/Consent - Patient Study Notiflcation Version 5 (Both cohorts)
> Other (Specify:) - No Objection Letter from Health Canada

Research Ethics Board Review
{this box to be completed by REB Chair oniy)

[X] Amendment approved as submitted

] Amendment approved conditional on ¢hanges noted in “Conditions” section below

[ ] New enrolment suspended

[ ] Study suspended pending further review

Level of Review;
[X] Fuli Research Ethics Board
[ ] Research Ethics Board Executive Commiittee

Conditions:

The Hamilton Health Sciences/McMaster Health Sciences Research Ethics Board operates in compliance with
the ICH Good Glinlcal Practice Guidelines and the Tri-Council Policy Statement: Ethical Conduct for Research

2, _ 18 April,_2006
d, MB, FRCP, FRCP(C), Chair Date of REB Meeting

F
@?ﬁom Hefalth Sciences/McMaster Health Sclences Reséarch Ethics Board ‘

All Comespandence should be addressed 1o the REB Chalr and forwarded 10:
REB Coordinator, Hamilton Health Sclences
1057 Main Street West, Suite 1, Hamilton ON L8S BY
Telephane; 805-521-2100, ext. 42013
Fax: 908-577-8379




McMaster H

University §&3] Hamilton Health Sciences

EXEMPLARY CARE « ACADEMIC EXCELLENCE

Boogt et T e r §
wwwkaniltsahexl{hs clances.ca

RESEARCH ETHICS BOARD

March 29, 2006

PROJECT NUMBER: 06-108

PROJECT TITLE: Resuscitation Outcomes Consortivim (ROC)
‘ Hypertonic Saline Trial

"PRINCIPAL INVESTIGATOR:- - - Dr:-M. Welsford

As you are aware your study was presented at the March 21, 2006 Research Ethics Board meeting
where it received final approval from the full REB. The protocol submission and all appendices were
found to be acceptable on both ethical and scientific grounds. : :

We are pieased to issue final approval for the above-named study for a’period of 12 months from the date
of the REB meeting on March 21, 2006. Continuation beyond that date will require further review and

renewal of REB approval. Any changes or amendments fo the protocol must be approved by the

Research Ethics Board.

We wish to advise the Research Ethics Board operates in compliance with ICH Good Clinical Practice
Guidelines and the Tri-Council Policy Statement.

Investigators in the Project should be aware that they are responsible for ensuring that a complete
consent form is inserted in the patient’s health record. In the case of invasive or otherwise risky research,
the investigator might consider the advisability of keeping personal copies.

A condition of approval is that the physician most responsible for the care of the patient is informed that
the patient has agreed to enter the study. Any failure to meet this condition means that Research Ethics
Board approval for the project has been withdrawn,

PLEASE QUOTE THE ABOVE-REFERENCED PROJECT NUMBER ON ALL
FUTURE CORRESPONDENCE :

Sincerely,

?_ htlark
F. Jack

Holland, MD, FRCP, FRCP(C)
Chair, Research Ethics Board

/dm

All correspondence should be addressed to the REB Chalr and forwarded to:
REB Coordinator, Hamliton Heaith Sclences, REB Office
1057 Main Street West, Suite 1
Hamilton ON L3S 167
Telephone: 905-521-2100, Ext. 42013
Fax: 905-577-8379
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The Hospital for Sick Children
Research Ethics Board

Amendment Request Form

1- REB File Number: ___ 1000009106

2- Study Title: __Hypoertonic Saline Dextran (HSD)
trial__ROC emsprbivn, - ,

3- Desctibe the proposed study amendment or modification with ralionale. For each item, please
specify whether it is Minor eg, administrative changes such as deleting the narne of'a co-
investigator, or Major cg, changc in sponsorship that causcs the investigator to have a conflict of
interest, adding an intervention such s additional blood tests, or any substantive change that will be
made to the consent form. ‘.
Please note; commercial sponsors will be charged 4 $500 REB review fee for amendments that
require full Board revicw,

Please sec attached letter regarding re-starting the HSD trial by the FDA_

We requirc approval for the new caregiver information sheel alfached.

4- Science Review: Seience review may be needed for major amendments. If in doubl, please lake
advice with the REB Office. Please attach 2 copy of the completed science review form.
5- Will this amendmert alter ihe study monitoring requirements?

o fo

O Yes (please describe)
6- What follow up action do you recommend for HSC study subjects who are already enrolled in the
study?

Inform study subjects ASAP

Revise the consent/assent forrmg (Please attach 2 copy with the changes highlighted)

O O 0O

Other (please describe)

@/ No action Required

7- Does this amendment alter the level of monitoring required for this study? If uncertain, please
discuss with the Clinical Research Office staff; Julie Gibson or Velma Marzinotto.
O Yes ®'No O Perhaps

8- If Health Canada approved the original protocol (effective September 2001), their approval may
also be required for this proposed amendment,

- If the study sponsor requires a fonnal letter of approval, please attach a draft letter and forward an
electronic copy as well. ———— ' q; 5 : ?7/
10- Signature of Primary Investigalor- \~ Date . \ (& ¢
i . (

HSC Research Ethics Board . Amendment Request Form (Appendix P) June 2003
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11- Signature(s) of Co-mvcmhgator(s)* /\

*for Major amendments anly

12-Signature of Clinical Chief

or Supervisor

No.2311 P. 3

Datc

13-Approved & Signature of REB Chair

Date ////7/()&

o MoV 70 20

HSC Rescarch Bthics Board

" Amendment Request Form (Appendix P)

June 2003
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Bl Kidé Research Ethics Board (REB)

The REB is organized and operates according to the prineiples and practices stated in the Declaration of Helsinki, the Canadian
Trl-Council Policy Statentent (1998), I CL/GCP guidelines and Division 5 of the Food & Drug Regulations, Health Canada

Approval & Terms of Agreement

Investigators: Dr. Jamie 1Tutchison, L.Morrison
Project title: Resuscitation Outcomes Consortium (ROC) Hypertonic Saline Trial
File number: 1000009106

Protocol Version Date: November 2005

Consent & Assent form version date: Patient Study Notification: Version 6 July 12, 2006; Family Study
Notification: Version 4, July 12, 2006; Telephone script: January 24, 2006,

Investigator's Brochure version date: June 30, 2004

Level of Continuing Review: T E

I agree to carry out the proposed research Involving human subjects in accordance with the protocol approved by the REB using the
approved consent form/s. T shall notify the division/department kead and the RER prior 1o implementing any amendments in the
protocol and of any deviarions, adverse or unexpecied events as soon as possible. T certify that the research conmract and
corresponding protocol are consistent (where applicable) and will inform the contract Hanager of eny proposed amendments.

Signature of Primary Investipator

'___,..-v-'"
*\«-A . ..' e

DATE 20/07/06

1 apprave of this research protocol, agree tofkhare responsibilily for its proper conduct, and will ensure that the REB is notifled of
CONCErNs, as appropriate.

Signature of
(ll)ivislon‘/al)eparhnentHead) DATE aO,UI /(4 Z/ Oé

The REB of the Hospital for Sick Childven has reviewed and approved the above-named project.

/VVVF&—LWW

Dr. Melvin Freedman, REB Chair
585 University Avenue

Toronto, Ontarlo, MSG 1X8

Tel: 416-313-6152

Fax: 416-813-5085

Email: melvin freedman@gickkids.ca

/—t‘.
b
DATE OF APPROVAL JuL2 ¢ 10 EXPIRY DATE J Wby, 2 goF
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Résearch Ethics Board

Research Ethics Office
Telephane: (416) 864-6060 Ext, 255
Facsimlle: (416) 864-6043 :
E-mail:  pateld@smh.toronto.on.ca

January 26, 2007

Leading with Innovation
Serving with Compassion

Dr. Arthur Siutsky . ol
Vice President, Research ' ST. MICHAEL'S HOSPITAL

St. Michael's Hospital . A teathing hospial ffited with the Univrsty of Toonio

Dear Dr. Slutsky,

Re: REB # 05-234: ROC HS Trial: Hypertonic Resuscitation following Traumatic Injury

REB APPROVAL: Original Approval Date  January 27, 2006 -
: Annual Review Date January 27, 2008

Thank you for your communications submitted January 22, 2007 requesting an .annual
review and approval of the above named study. -

. This letter will serve as an extension of the Research Ethics Board approval for the study

for a period of twelve months effective from January 27, 2007 to January 27, 2008.
Continuation beyond that date will require further review of REB approval. Please submit
your annual report six weeks prior to expiration. ‘

During the course of this investigation, any significant deviatibns from the approved
protocol and/or unanticipated developments. or significant adverse events should
immediately be brought to the attention of the REB.

The SMH REB operates in compliance with the Tri-Council Policy Statement Ethical
Conduct for Research Involving Humans, the Ontario Personal Health Information
Protection Act, 2004, and ICH Good Clinical Practice Consolidated Guideline E6, Health
Canada's Regulations Amending the Food and Drug Regulations (1024 - Clinical Trials).
Furthermore, all investigational drug trials at SMH are conducted by Qualified Investigators
(as defined in the latter document). : :

Good luck with your investigations.

With best wishes,

\
\

MW

[] Dr. Julie Spence: : X
* Chair, Research Ethics Board , Vice Chair, Research Ethics Board

JS/BIMIM

30 Bond Street
Toronto, Ontarlo
M5B 1W8
416-360-4000

www.stmichaglshospital.com
Paga t ol 1




| Health Informa n
ed study for a period

miediately be brought to the

This lefter serves as approval by the SMH REB for conduct of this stuidy; however, additional
approvals are required as-outlined on the Research Administration Authorization Gheck List form,
Enclosed is a copy of this check list and REB authorization is In the appropriate space. Also, the
Clinical Trial Agreements have to be submitted to the Research Office for review and approval. The
remainder of the approvals must be coordinated through the Research Office prior to initiation of
this research. All drug dispensing must be coordinated through the Research Pharmacy at 416-
864-5413,

The SMH REB aperates in compliance with the Tri-Coungil Policy Statement Ethical Conduct for
Research Involving Humans, the Ontario Personal Health Information Profection Act, 2004, and ICH
Good Clinical Practice Consolidated Guideline E6, Health Canada's Regulations Amending the
Food and Drug Reguldations (1024 - Clinical Trials). Furthermore, all investigational drug trials at
SMH are conducted by Qualified Investigators (as defined in the latter doctment).

»\\’Nw# 7./ i- fW{l\/
Julie Spehce MD 0 o
i 3 ~h Ethics & ond -Sirest
Chair, Research Ethics Board Toront, Onaro
M5B 1W8
Encl: 416-360-4000

RH/dp . www. stmichaelshogpital com
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Research Ethics Board

Office of Research Administration

Telephone: 418 884-0060 Ext 2557

Facsimile: 416 864-6043 f| Leadlng with Innovation

&-mall: paveld @smhtoronto.on.ca ;. 7 Serving with Compassion
: S'r MICHAEL’S HOSPITAL

13 April 2006 A letehing hospital agftltared with the Untversity of Toronzo

Dr Arthur Stutsky

- Vice President, Research
St Michael's Hospital

Dear Dr Slutsky
Re: = REB 05-234: ROC HS Trial - Hypertonic Resustitation following Traumatic Injury
REB APPROVAL: Original approval Date = 27 January 2006
_ Annual Review Date 27 January 2007

Thank you for your communication of 27 February 2006 concerning amended decuments
regarding the above named study.

| have reviewed and hereby issue Research Ethics Board approval for the following
documents as submitted:

Patient Study Notification dated 27 February 2006
Brochure submitted on 01 March 2006

Executlve Summaries version dated February 2006
Lay summary version dated February 2006
Protocoi Version dated November 2005

NndHWON -

During the course of this investigation, any significant deviations from the approved
protocol and/or unanticlpated developments or significant adverse events should
immediately be brought to the attention of the Research Ethics Board.

The SMH REB operates in compliance with the Tri-Councll Policy Statement Ethical
Conduct for Research Invoiving Humans, the Ontarlo Personal Health Information
Protection Act, 2004, and ICH Good Clinical Practice Consolidated Guideline E6, Health
Canada's Hegulaﬁons Amending thé Food and Drug Reguiations (1024 - Clinical Trials).
Furthermore, all investigational drug trials at SMH are conducted by Qualified investigators
(as defined in the latter document).

With best wishes

e Spence MD
air, Research Ethics Board

. 30 Bond Street
JS/dp Toronto, Ontarlo
MsB 1W8
416-360-4000
www.stichaslshospital.com
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Research Ethics Board

Research Ethics Office
Telephone: (416) 884-8060 Ext, 2557
Facsimile:  (418) 864-06043

E-mall:  pateid @sroh.toronto.onon b
November 20, 2006 R

] Leading with Innovation

.k Survlag with Compassion
Dr. Arthur Slutsky ST. MICHAEL’S HOSPITAL
Vice President, Research A teching hospital affitiared with the University of Toentin

St Michael's Hospital
Dear Dr. Shutsky,

Re:  HEB # 05-234: ROC HS Trial: Hypertonic Resuscltation foliowing Traumatic Injury .

REB APPROVAL; Original Approval Date January 27, 2006
Annual Review Date January 27, 2007

Thank you for your communications submitted on November 09, 2006 requesting approval for
Protocol Amendment IND 12505 and 12506,

This letier will serve as approval for the IND Amendment 12505 and 12506, dated October 28, 2006.
“In addition, the Patient Chart Insertion Sheet, version dated November 15, 2006 Is approved as
submitted.

The REB also wishes to acknowledge recelpt of the submitted FDA Approval letter, facsimile copy,
dated November 14, 2006. '

During the course this investigation, any significant deviations from the approved protocol and/or
unanticipated developments or significant adverse events should Immediately be brought to the
attentlon of the REB, -

The 8t. Michael's Hospltal Research Ethics Board operates In compliance with the Tri-Council Policy
Statement Ethical Conduct for Research Involving Humans, the Ontarlo Personal Heatth Information
Protection Act, 2004, and ICH Good. Clinical Practice Consolidated Guideline E6, Health Canada's
Regulations Amending the Food and Drug Regulations (1024 - Clinical Trials), Furthermore, all
investigational drug trials at St. Michasl’s Hospital are conducted by Qualified Investigators (as
defined in the Jatter document),

Good luck with ybur investigations.

With best wishes,

Dr. Brenda McDowell
Vice Chair, Research Ethics Board

30 Bong Street

Toronto, Ontaric

M5B 1W8
JS/BIMm 416-360-4000

oge 1o voww Stmichag Ishospilal.com
1

2/7 A : z




§§ Sunnybrook

HEALTH SCIENCES CENTRE

Research Elhics Board, Room $133
2075 Bayview Aveaue
Toronto. ON

Canadn  M4N 3MS

t: 416-480-4276
www.sunnybrook.ca

MEMORANDUM
To: Dr. L. Morrison
Prehospital & Transport Medicine
Room B103
From: Philip Hébert MD
Date: November 17, 2006
Subject: Hypertonic Resuscitation Following Traumatic Injury
ROC HS Trial

Project Identification Number: 353-2005

The Research Ethics Board is in receipt of your memo dated November 7, 2006
regarding the temporary suspension of enrolment in the above referenced study as of
October 26, 2006 due to questions raised by the US FDA.

The Board has reviewed and approved the following documents that the FDA is now
satisfied with:

- Protocol Amendment IND 12505 & 12506
- Information for Care Providers (Sunnybrook)

This Board approves of this study being restarted at Sunnybrook Health Sciences Centre.

During the course of the research, any significant deviations from the
Approved protocol and/ or any unanticipated developments must be
Brought to the attention of the Research Ethics Board.

Thail; you for keeping the Board informed.

Thomas W. Paton Pharm D

Vice Chair, Research Ethics Board
Jeap

’f‘he Research Ethics Board of Sunnybrook Health Sciences Centre Operates in Compliance with the Tri-Council Policy

Statement, the [CH/GCP Guidelines and Division 5.0f the Food and Drug Repulations,

Fully affiliated with the University of Toronto






Ressareh Ethics Boakd

Sunnybrook Campus

The Research Building
2075 Bayview Aventig,
Roum 51 33,

Toronto, oK,

Canada MAN 3MS
Tel 416.480.4276

Fax 416.480.5814

‘ThieResearehiEthics Board
‘of Sunhihtoik dnd Womer's

Cetitrdoperites In gotmpllance
with the. T-Coviriell Palicy

Guidelines and Biviston 5 of

thie Food and Drug Regulatins.

MEMORANDUM

To: Dr. L. Morrison

Sunnybroak and Woman's College Henfih Sclences Centre ik

Prehospital & Transport Medicine

Room B103
From: Philip Hébert MD

Date: Novemiber 16, 2005

Subject: Hypertonic Resuscitstion Following Tranmatic Injury

ROC HS Trial

Project ldentification Nuniber: 353-2005
Approval Date: Noyémb'e’r 18, 2005

The Research Bthics Board of Stim
referenced above on thic.
huitnan subjects as specified in the

1ybrook & Women’s College Health
Seiences Centre has coid full Board review of the research protocol

The-approval of this study molud the following dociments:

. Family Study Notification Version 2 — both cohorts

- Patient Study Noti
- Protocol With appenidicies-A-G

I3

Hvestigator’s Brochute Edition 2 dated June 30, 2004

The Board is also in receipt Qf your memo dated Octaber 18, 2005 and has
reviewed and approved the following documents.

. Summary of ROC HS Trial (for lay audience)

- Requirements for Research Plan Section 16 for the Resuscitation
Outcomes Consortium (revised with IPC Recommendations)

- Letter dated September 8, 2005 from the Infotmation and Privacy

Commissioner/Ontario

The quorum for approval did not involve any member associated with this

project.

Suniybrook and Women's College Health Sciences Ceptre

i ¥ien X
Bt

Fully sffiliated with the University of Toronto




Research Ethics Bosrd

Sunnybrook Campus

The Research Building
2073 Bawiew: Avenue;
Room: S1 33,

‘Torontd, on,

Canada MAN 3M5
Tel 416.480.4276
Fax 418.480.5814

Thee Résearch Ethlcs Board,
of Sunrybrick and Wosnen's
Colleyé Heidlt

H Sctericeg.
Centre apérates in compliance
with the Tri-Council Péficy-
Sraternent; the IER/GEP
Guldélines and Division 5.of

the Food and Drug Regulations.

Sunnybrook and Wonen's Collegs Mealth Seiences Centre

Sunnybrook and Womén's Cellege Health Stlences Centre Exssilig

Should your study continve for more than one year you must request a renewal
on of before one year from the apptoval date. Please advise the Board: of the
progress of your research annually and/or any adverse reactions or deviations
which may occur in the future,

The above Profect 1d ntification Number has been assigned to your project
Please use {His numb?r-on'all future eorrespondence.

Phitip C. Hében} MD PHD) FC
Chiair, Research Btfiics Boaid
feap

Fully affiliated with the University of Toronto






