[ROC Site Status & Enroliment as of 4/30/2007
Approval FDA Shock TBI Community
Initial to Start | Amendment| Cohort Cohort | Consultation
Milwaukee IRB Approval | Study Approval | Enrolled | Enrolled | Completed
Overarching IRB-Medical College of Wisconsin
Hospital 9 3 Jul-06
Children's Hospital of Wisconsin Children's Hospital 7/12/2005 | 9/6/2006 |  12/5/2006
Medical College of Wisconsin (no pts) oversees: Medical College of Wisconsin | 7/5/2005 | //24/2006| 12/14/2006
Froedtert Hospital Medical College of Wisconsin | 7/5/2005 | //24/2006] 12/14/2006
EMS Agency
Milwaukee County EMS System* Medical College of Wisconsin | 7/5/2005 [ /72472006 12/1472006
*All agencies are enrolling subjects
Shock Enroliment Breakdown as of 4/30/2007 |
Froedtert |Died in the]
EMS Agencies/Hospitals Children's Hospital Hospital  JField Total
Milwaukee County EMS System* 1 7 1 9
TBI Enroliment Breakdown as of 4/30/2007 |
Froedtert  |Died in the|
EMS Agencies/Hospitals Children's Hospital Hospital  JField Total
Milwaukee County mu_,\mmw\mﬂmﬂ:* 0 3 3
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P hee  IRBAPPROVAL
JCA: AMENDMENT

December 5, 2006

Karen Brasel, MD

Tom Anfderheide, MD
Emergency Medicine

9200 West Wisconsin Avenne
Mi'lwa_uke:e, WI 53226

Dear Drs. Brasel and Aufderheide:
Administrative approval has béen gtanted on behalf of the Human Research Review Board for the following amendment

Hypertonic Resuscitation Following Traumatic Injury which was requested on November 29, 2006. This will be known as
Amendment IV,

* Addition of Closer monitoring and reporting to increase safety to subjects
*  Dr. Winthrop added to the study as co-investigator.

The following Protocol Numbers wil remain unchanged: CEW 05/89, FMLH: 05-070, HRRC 163-05.,
The Consent form approved December 1, 2006 should be used from this date forward.

Any changes in the protocol and any severe _llhtoward reactions must be reported in writing immediately to the Board. Changes in
approved research, during the period for which Board approval has already been given, may not be initiated without Board Teview
and approval except where necessary to eliminate appatent, immediate hazards to the human subjects.

When the above work is completed or discontinued, the Board must be notified in order to maintain an accurate record of all current
projects.

Sincerely,

S e =

J. Paul Scott, MD, Chair
Human Research Review Board

cc:  David Kitscha
Melanie Skorzewski

*" ~bers: Children's Hospital of Wisconsin, Children’s Hospital of Wiscansin-Fox Valley, Children's Hospital of Wisconsin-Keriosha, Children's Hospital and Health System Foundation, Children's Health Education Center,
“en’s Medical Group, Children's Service Soclety of Wisconsin, Children’s Specialty Group, Surgiceriter of Greater Milwaukee, Children's Research Institute, Seeger Health Resources, National Outcames Center
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- AMENDMENT'
Scprember 15, 2006
¥aren Brasel, MD
Tem Aufderhoide, MD
FMCLB 294H

Deat Drg. Brasel and Aufilerheid

tfor your i:rotuqo_l ,ant_me’_d:‘ Hypertonle Resuscitation Following Traumatle Injury was

Please be ndvised that the amen ; ‘ ; p : i
spproved at the Hurmar Rescarch Review Board and Privicy Boavd Mesting on September 6, 2006 for Childeen's Hoapitel of
Wisconsin, This will be kmown g8 Amendmené XL =

Approval to conduct public notification and start the study. o
Review of huapital razards on ull subjeets under the waiver of informed covsent while the progess of obtaining Informed
songant for continued participation faongoing. _

«  Removalof Ilsting the rifks of pulmonary edems, osmatic demyalination, and decreastd Kldnay function,

s Adminlstrative / editoxiad charges to consent.
Risks updated to inelude new information on Rituxumab; additlonal serious viral infections and bowel ebstruction /
parferation,

The following Protoco) Numbers will rematn unchangsd: CHW 05/85, HRRC 283-D5

The Conzent Pottn approved September 15, 2006 rmuat bu nsed from this date ferward

Any changes in the protocol mjﬁny severs untaward resctiond must bo reported in writing irmmediately to the Bourd, Chenges in
approved ressarch, during the period for which Board epproval has already been given, sy not be initiated without Board roview and
approval exceps where nacessary o climinate apparent, immediate hazards ta the hamsn subjects.

Whaen the above werk is complited or discontiavad, the Board must be notifisd in order to maintain ap aceurate racord of all carxent
projects. .

Sincerely,

Vi ko

L.P. 8cott, MD, Chatr
Human Regagrch Review Bnn.rfl

oo David Kitscha
Melanis Skorzawski

nanmbm: CHlldren's viozoltal of Wiscarsh, Chitdran's Haaplial of Wistaruia- Fax valiey, Childranh Mospital of wmmlml(enash:. chl‘l‘d'f‘in‘s Hgsnlul "m Health gymm ;ou?:aabn. Ch\ldrm Hﬂ;'g\ “"m“c" 510:""
ool Loisge L gy oy ‘ . iR @ ileemamn ol .-__....4 taloibaa Childeante Racanreh dntliole Seanas Health Resouries, Navans! Outcomes Contes
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IRB APPROVAL
July 12, 2005
Karen Brasel, MD
‘Tom Aufderheide, MD
FWC 294H
Dear ﬁrs;.‘ Brasel and Aufderheide:

- Please be advised that your protocol, entitled Hypertonic Resuscitation Following Traumatic Injury was approved at the Human
Research Review Board (HRRB) and Privacy Board Meeting on June 1, 2005 for Children's Hospltal of Wisconsin (CHW)

For purposes of identification, this research has beer assigned the following numbers CHW 05/89 HRRC 263-05 All CHW
protocols are also registered with the Medical College of Wisconsin's Human Research Review Committee (HRRC) and are thus also
asszgned a registration number by the Medical College of Wisconsin's HRRC : . .

The Consent and HIPAA Forms approved J uly 8, 2005 must be used from this date :forwa',rd
This protocol is approved for 1-year from the date of the Board meeting and a contnoumg review is scheduled for June 1, 2006.
A Continuing Review Form will be forwarded three months prior to this review date.- Failure to submit the Continuing

Review Form in a timely manner may result in the termination of your research approval.

Any changes in the protocol, Consent Form or Assent Form, and any serious advers_e reactio_ns,vo'r death, must be reported in writing
immediately to the Children’s Hospital of Wisconsin's HRRB at Mail Station #959 (phone number 414-266-2986).

Federal regulations require that if any advertlsmg is mvolvcd in the initiation of thls protocol prlor approval must be obtained from
Children's Hospital's HRRB. :

If this is a sponsored research project, it is incumbent upon the Principal Investigator to be aware of the Quality Assurance
requirements of the sponsor and to carry out the project accordingly.

When the above work is completed or dxscontmued the Board must be notified in order to maintain an accurate record of all current
projects. ‘

If you Ieave the staff of the hospital, you are expected to notlfy the Board in wntmg to whom the protocol should be transferred;
other\mse the protocol will be terminated.

Smcere‘ly,

%ﬂkf/ﬂp

1.P. Scott, MD, Chair
Human Research Review Board

cc: < - Gail Radonski
" s David Kitscha
_Melanie Skorzewski

Members: Children's Hospital of Wisconsin, Children’s Hospltal of Wisconsin-Fox Valley, Childreri's Hospital of Wlsconsm Kenosha Children’s Hospital and Health System Foundation, Children’ s Health Educatlon Center,
- Children’s Medical Group, Children’s Service Society of Wisconsin, Children's Speualty Group, Surglcenter of Greater Milwaukee, Chlldren s Research lnstltute Seeger Health Resources, National Outcomes Center
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MEDI '
Medical College of Wisconsin
COLLEGE Froediert Hospital
OF WISCONSIN Institutional Review Board &

Human Research Review Committee

' AFFROVAL NOTIFICATION
Date: July 28, 20086

To: Karen Brasel, MD
Department of Surgery

Re:  Hypertonic Resuscitation following Traumatic Injury
FMLM #05-070 HRRC #163-05

IRB Approval Date: July 24, 2006
IRB Expiration Date: July 23, 2007

At the May 16, 2005 meeting, the MCW/FH IRB Committee #2 reviewed and conditionally approved this
protocol pending the receipt of requested modifications, including the results of commmnity consultation, The
requested modifications have been submitted and reviewed, thus final approval is now being granted for this

study for 12 months, The consent form is granted approval as of July 24, 2006 and must be used from this day
forward. Public notification for this study may also commence,

The items below were submitted, reviewed, and approved by the IRB:
- Hypertonio Resuscitation following Traumatic Injury - Protocol Summary — Version 68, 6/23/06
- Hypertonic Resuscitation following Traumatic Injury ~ Informed Congent — Version 6, 6/23/06
- Hypertonio Resuscitation following Traumatic Injury —~ Appendices and Attachements
- Media Plan :

The IRB approved consent document will contain an IRB approval stamp on each page. You must use the
documents with the approval stamp for obtaining informed consent. Signed consent forms for each participant
involved in this study must be kept on file as part of your study records.

This protocol met the waiver of Informed Consent in Emergency Research detailed in 21 CFR Section 50,24,
Research must be conducted according to the protocol that was approved by the IRB,

Any and all proposed changes to this submission (protoco] form, consent documents, edvertisements,
questionnaires, etc) must be subrmitted to the IRB for review and approval prior to implementation.

In accordance with federal regulations, your next Continuing Progress Report must be.reviewed prior to July 24,
2006, The Contifuing Progress Report form must be received by the IRB tith enough time to allow for review
and approval prior to the expiration date, Failure to submit the Continuing Progress Report in a timely manner
may result in the termination of IRB approval. Please notify the IRB within 30 days when all study activities and
data analysis have been complated. '

All adverse events must be reported in accordance with the Medical College of Wisconsin IRB policies and

procedures, When it is necessary 1o eliminate immediate hazards to participants, make changes as necessary first
and then submit & protecol deviation form and amendment to the IRB.

AUG-B2-2906 B2:@2PM  FAX:414 805 6532  ID:UW CTC PAGE: BPR  R=10@%
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If you wish to exclude members of the popul

which updates the inolusion criteria, as well

L S

at M 1 18 years of age, please submit an amendment
% if a participant is 18 years of age or older,

If you have any questions regarding this letter, please contact your IRB Coordinator I, Mike Binghan, at 456-

8464 or mbingham@mew.edy,

Sincerely,

7 A

Rysn Spellecy, PhD
Chair, MCW/FH IRB Committes #2

AUG-B2-2006 02:02PM  FAX:414 885 6532
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MEDI Medical College of Wisconsi
edical College ¢ consin
COLLEGE Froediert Hospital
OF WISCONSIN Tnstitutional Review Board &

Humon Research Review Committee

AMENDMENT APPROVAL NOTIFICATION
Date: July 28, 2006

To:  Karen J, Brasel, MD
Department of Surgery

Re:  Hypertonic Resuscitation following Traumatic Injury
- FMLH #05-070 HRRC #163-05

Allow review of hospital recards on all subjects under the walyer of informed consent while the process of
obtaining informed consent for continned participation is ongoing,

Approval of the above-teferenced amendment was granted by the MCW/FH IRB Committes #2 at the July 24,
2006 meeting, .

Research rmust be conducted according to the protocol that was approved by the IRB.,

Any and all propoged changes to this submission (protocol form, consent documents, advertisements,
questionnaires, ete) must be submitted to the IRB for review and spproval prior to implementation,

All adverse events must be teported in accordance with the Medical College of Wisconsin IRB policies and
procedures. When it ia neceasary to eliminate immediate hazards to participants, make changes as necessary first
and then submit & protocol deviation form and amendment to the IRB.,

If you have any questions regarding this letter, please contact your IRE Representative, Mike Bingham, at 456-
8464 or mbingham@rmow. edu.

Sincerely,

75

Ryan Spellecy, PhD
Chair, MCW/FH IRB Committee #2
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