
Minutes recor‘d - CCPD 
RTBSE-1 l-1 

COMIRB # 03-229 

Following a brief power point presentation by Dr. E.E. Moore, community members raised the following 
points: 

Muitble questions were asked, primarilv focusinq on soecifics of the orOdUCt and 

studv itself e.a., is studv blinded? What is shelf life of PolvHeme? How is it 

carried on the ambulance? What are the risks? Explain the virus risk? Will 

patients be notified that thev were enrolled? What is our experience? Does 

hemoalobin breakdown like red blood cells? Additionallv, one community 

member recommended that we address the African-American community 

soecificallv (which we intend to do) and solicited each of the communitv board 

members to disseminate this information to other communitv oroanizations. and 

to offer that we attend other communitv meetinos if thev request that we do. Dr. 

Moore responded that this was a fantastic idea, and that we’d be willina to sneak 

to anvone that wanted to listen. 

Meeting Date and Time: Thursdav Mav 29.2003 

Group: Denver Communitv Health Board 

Meeting Location: 660 Bannock, Fifth Floor Administrative Board Room 

Duration of meeting: ADDroximatelv 35 minutes 

Investigator assessment: Positive 
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ORM FOR PARTICIPANTS 
BSE-1 l-l - PolvHeme@ 
.coMIRB # 03-229 

Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 
1 

e; 
Y No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

G Yes No 

3.. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

GJ Ye ” No 

Age: 7/ 
Gender: Male 

Ethnic background: 

Female 

n today. 
r Jeff.Long@lhha.org 

on& : ‘.. .’ 
Or go to www.denverhealth.orq and click on “Physician Research’ 



EEEBACK FORM FOR PARTICIPANTS 
RTBSE-11-l - PolvHeme@ 

COMIRB # 03-229 

Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

were severely injured and bleeding and were being treated by the paramedics in 
would you want to be enrolled in this type of study? 

3. If a family member of yours were severely injured and bleeding and were to be treated 
paramedics, would you want him or her to be enrolled in this type of study? 

Age: 5’1 Ethnic background: & w 

Gender: Male Female v 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or JeffLong@dhha.org 

. if you have any other questions. 
Or go to www.denverhea1th.or.g and click on “Physician Research” 



Minutes record - CCPD 
RTBSE-1 f-l 

COMIRB # 03-229 

Following a brief power point presentation by Dr. Jeffrey L. Johnson, community members raised the 
foIlowing points: 

MultiDIe auestions asked: Q: How does this a%ect other b/ood tvnes? A: There is no effect all 

patients can receive this nroduct irresoective of their blood tvne because the woduct contains no 

cell fmembranel which is where the s~ciiic anficrens are found. Q: Is this considered “svnfhetic?” 

A: No - it is a human oroduct. Q: VW1 it be uiven to oatients who will onlv be admitted to DHMC? 

Q: Yes, in Denver. Q: If a patient has a reaction or dies, how w#l YOU fwel ascertain whether or 

not it was related to the ,woduct or the nrocess of develonino the oroduct? A: 7Baf’s whv we’re 

dolna the trial. it will be based on a comnarison of the exoerimentaf and con&o/ cmu~s, both bv 

the DSMB and at the end of the trial. Plus remember, hundreds of aatient’s have alreadv 

received this oroduct usina infomed consent so we do know what fo exoect. Q: How lona is the 
shelf life? A: 18 months ifrefriuerated. aonroximafelv 30 davs.at room temnerature. and a week 

in exfreme heat 6 42 deorees Celsius). Q: what is the time frame fw Communitv Consultation 

and start of trial? A: Unknown, denends on communitv resnonse and IRR. We’ll soend as much 

time as necessarv, but am honinu to beain natient enrollment late Julv. Q: How lono does woduct 

stav in bodv? A Annroximatelv 48 hours - comnletelv eliminated in 72 hours. Q: Are there anv 
comcetinu woducts? A: Two other nroducts, no one in trauma. Q: Is there any known adverse 

effect in natients with substance abuse oroblems? A: No Q: Are vou (we) concerned about 

lawsuits related to this research? A: No. In 171 natients over nine years there hasn’t been any 

lawsuits. Q: 1s this trial annroved bv the FDA? A: Yes. Q: If patients die. how do YOU know it was 

related to trauma as onnosed to the oroduct? What if a oafient has nre-existina hvnertension or 

renal problems? A: Aaain. that’s whv we have the DSMB Q: How do YOU /we) identifv oatients 

with ore-exist&u medical conditions? A: Impossible unless thev have somethina to identifv that 

/e.u. medic alert braceletJ. 

Meeting Date and Time: 
Group: 
Meeting Location: 

Duration of meeting 

Investigator assessment: 

Tuesdav June 10.2003 
Downtown Denver Residents Oruanization 
511 16th Street Suite 200 

Aoproximatelv seventv-five minutes 

Overall, Dositive. One hostile resnonse. 
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FEEBACK FORM FOR PARTICIPANTS 
RTBSE-11-l - PolvHeme@ 

COMIRB # 03-229 
Downtown Denver Residents Organization 

June IO, 2003 
Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

0 
Yes No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

0 
Yes No 

4. Do you have any comments or concerns you wish to share with the investigators? 
(j.!d-&%Q CylA Lb4- - 2 &#-+4‘c ..&.A Wee OK g & --/;a q q.5 

#&#f 4I,;,, & ra,,k 
/ 3 

u J 

Age: L(d Ethnic background: eu dsp 

Female 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on “Physician Research” 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-1 l-l - PolvHeme@ 

COMIRB # 03-229 
Downtown Denver Residents Organization 

June lo,2003 
Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

Yes 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

Yes 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 
,- 

0 
Yes No 

4. Do you have any comments or concerns you wish to share with the investigators? 
h/UAOLc) dnq ci_ nf& Gf?w.4~ 

3 

ound: 

Gender: Male Female 1 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhea1th.or.g and click on “Physician Research” 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK Fi)RM FOR PARTICIPANTS 
RTBSE-11-l - PolvHeme@ 

COMIRB # 03-229 
Downtown Denver Residents Organization 

June 10,2003 
Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

0 
es 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

G 
Y2. No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: ti 
Gender: Male 

Ethnic background: pA4t.k 

Female 

Tharik you for your participation today. 
Please contact Jeff Long at 303-436-7906 or JeffLong@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on “Physician Research” 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-1 l-1 - PolvHeme@ 

COMIRB # 03-229 
Downtown Denver Residents Organization 

June lo,2003 
Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

1 

0 
es ’ No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: 52 Ethnic background: mw 

Gender: Male d Female 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or JeffLong@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on ‘Physician Research” 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in con?5dential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-11-l - PohiHeme@ 

COMIRB ## 03-229 
Downtown Denver Residents Organization 

June lo,2003 
Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
wo Id be enrolled without giving their infarmed consent? 

Q 
Yes ,+I No .“ I 
2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrobed in this type of study? 

No 

3. If a family member of yours were severefy injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

No 

~/DO you have any comments or concerns you wish to share with the investigators? 

Age: x- Ethnic background: 

Gender: Male Female 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhea1th.o~g and click on “Physician Research’ 

(htrp://www.denverheaEth.org/TraumaCen f 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-1 l-l - PolvHeme@ 

COMIRB # 03-229 
Downtown Denver Residents Organization 

June 10.2003 
Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

Q Y No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

0 
Yes No 
‘1 

3. If a family member of yours were severely ii&red and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

0 
kes No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: 39 Ethnic background: )$%vy-mi 

Gender: Male x Female 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on “Physician Research” 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with aEliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-11-l - PolvHeme@ 

COMIRB # 03-229 
Downtown Denver Residents Organization 

June lo,2003 
Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bieeding patients 
would be enrolled without giving their informed consent? 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
would you want to be enrolled in this type of study? 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolied in this type of study? 

es 
0’ 

No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: s/ 

Gender: Male 

Ethnic background: 

Female 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. ’ 
Or go to www.denverhealth.org and click on ‘physician Research” 

All information obtained will be utilized solely for the purpose of documentation of the communily consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with afIXated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-1 l-1 - PoIvHeme@ 

COMIRB # 03-229 
Downtown Denver Residents Organization 

June lo,2003 
Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be’enrolled without giving their informed consent? 

0 Yes No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

.+ 
Yes 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

-.* 
Yes c 

-7 “‘$() ..\ 

Gender: Male Female !/ 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhea1th.o~g and click on “Physician Research’ 

All information obtained will be utilized solely for the purpose of documentatiou of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-11-l - PolvHeme@ 

COMIRB # 03-229 
Downtown Denver Residents Organization 

June 10.2003 
Please circle your anwem 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

@- No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

G No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

&No , 

Age: Ethnic background: 

Gender: Male Female .& 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on “Physician Research” 

(h ffp://wMu.denverhealth,org~raumaCenteme,aspx) 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced studjr, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-11-l - PolvHeme@ 

COMXRB # 03-229 
Downtown Denver Residents Organization 

June lo,2003 
Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

Yes 
0 

NO 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

Yes 

3. If a family member of yours were severely injured and bleeding and were to ‘be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

Yes 
0 

NO 

4. Do you have any comments or concerns you wish to share with the investigators? 

I 

Age: Ethnic background: 
I 

Gender: MaI& Female x 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.orq and click on “Physician Research” 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shred only with affiliated entities. 



Minutes record - CCPD 
RTBSE-11-l 

COMIRB # 03-229 

Following a brief power point presentation by Dr. Ernest E. Moore, commtity members raised the 
followillg points: 

Q- How much will this product cost. and when will it be available? A: Unknown f f or . 
when it will be available. Also, cosf is unknown but we believe the cost will be 

comparable to a unit of blood ($250.00). 0: What are the sforape reauiremenfs? A: For 

this trial, the storape reauirements are the same as blood Lkzpt refrigerated). Product is 

stable for 18 months if ref?iperafed one monfh at room temverafure and ut, fo a week in 

extreme heat. If patients in the control arm need blood will thev be reauired to vrovide 

consent? A: No. 0: Are there anv fore-existing) conditions that patients mav have that 

would inferact adverse& with PodvHeme? A: Nof thaf we ‘re aware of: 0: How long is the 

half life and how does nroduct interact with blood? A: 1172e ha&life is avproximatelv 24 

hours. and it is metabolized the same wav as blood 0: Is there indication for vroduct 

outside of trauma? A: Yes potentiallv. though trauma is the application the comvanv is 

pursuina. lhe FDA is concerned abouf the potential for off label use. How many 
patients are a&&ted to the hospital from trauma? A: Over the last three vears, 189 

patients were admitted that met the criteria for this studv, Onlv 146 of those were 

transvorfed bv Denver Health Paramedics. 0: Will Jehovah’s Wifnesses use this 
product? A: Manv have, and in fact the studv sponsor received a call almosf everv t&y 

from institutions nation wide reauestina Polvheme for Jehovah’s Witnesses. Additionally 

the “Watchtower” issued a statement that if is uv to the individ~ls conscience as to 

whether or not thev ‘ll accept this fvpe of product. 

Meeting Date and Time: June II.2003 at 4:3OPM 

Group: Denver Health Fourtdatkm 
Meeting Location: 660 Bamock Street 

Duration of meeting A~proximat& 45 tnbuks 

Investigator assessment: Positive 



sigh IVL sheet 
sbdy R-I-BSF-u-L-PoLyf+eme 
COMIRB# 03-229 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-11-l - PolvHemeQ 

COMIRB ## 03-229 
a 9 . *?=NJIlFs VW Kv 14: .&+uC( fabm-a~~ 

Please circie your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: 
/ 

Gender: Male 

Ethnic background: 

Female 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.orq and click on “Physician Research” 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-1 l-l - PolsHeme@ 

C0lMIR.B # 03-229 

Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

c9 
es No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

f? 
f3 Ye No 

4. Do you have any comments or concerns you wish to share with the investigators? 

e 
Age: fz Ethnic background: hli I lc 

Gender: Male ,/ Female 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha,org 

if you have any other questions. 
Or go to www.denverhealth..orq and click on “Physician Research” 

(http:/www.denverheaith.org/TruumaCenter/Polyheme.aspx) 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-1 l-l - PolvEeme@ 

Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this comnxmity, specifically, a study in which severely injured and bleeding patients 
would be enrolled witholit giving their informed consent? 

No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: Tb Ethnic background: UbL 

Gender: Male -A- Female 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.orq and click on “Physician Research” 

(hftp://www.denverhealth.org/TraumaCenter/Polyheme.aspx) 

All information obtained will be utilized solely for the purpose of documentation of the community consuhation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-1 l-1 - PolvHeme@ 

COMIRB # 03-229 

Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

i - 
e 

@ 
No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured a&bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

La es No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Ethnic background: 

Gender: Male K Female 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverbeaIth.org and click on “Physician Research” 

(http://WNW..enverhealth,org/TraumaCenter/PalyltePrte.aspx) 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-11-l - PolvHeme@ 

COMIRB # 03-229 

Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

0 
Yes No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

No 

Age: 58 Ethnic background: 

Female 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@ihha.org 

if you have any other questions. 
Or go to www.denverhealth.orq and click on “Physician Research” 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-1 l-l - PolvReme@ 

COMIRB # 03-229 

Please circle your amwers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 
P 

8 es No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? : I 

c. 

Yes 
./” 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

No 
L/ 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: y3 Ethnic background: t &GCczSf a/f+/ 

Gender: Male Female / 

Thank you for your participation today. 
Please contact Jeff Ldng at 303-436-7906 or JeffLong@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on ‘Physician Research” 

(http://www.denverheaith.org/l”raumaCenter/Polyheme,aspx) 

All information obtained will be utilized solely for the purpose of document&on of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARTItXPANTS 
RTBSE-1 l-l - PolvHeme@ 

COMIRB # 05229 
i)EnlcIa t&%d f%drJD&~~~ 

Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
you community, would you want to be enrolled in this type of study? 

3. If a family member of yours were severely injured and bIeeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

c2 
Yes I No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: g Ethnic background: 

Gender: Male LA+-’ Female 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth..oro, and click on “Physician Research” 

(http://www.denverhealth.org/TraumaCenter/PoEyheme.aspx) 

All information obtained will be utilized solely for the purpose of documentation of the community consukation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR~PARTICIPANTS 
RTBSE-1 l-l - PolvHeme@ 

COMmB # 03-229 

Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

0 es No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: 5-Z Ethnic background: w! 

Gender: Male ,x Female 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhhaorg 

if you have any other questions. 
Or go to www.denverhealth.org and click on “Physician Research” 

(http://www,denverhealth.org/TraumaCenter/Polyheme.aspx) 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARWCIPANTS 
RTBSE-1 l-l - PolvHeme@ 

Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

0 
Yes No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would ydu want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and.were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

,, Yes 
Q 

No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: kk- Ethnic background: IL/ 

Gender: Male >( Female 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or JeffLong@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on “Physician Research” 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-11-l - PolvHheB 

Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

0 
Yes No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
+,the paramedics, would you want him or her to be enrolled in this type of study? 

0 
Yes No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: 56 Ethnic background: 

Gender: Male Female d 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on ‘Physician Research” 

(h ffp://www.denverhealth.org/TraumaC~hemRaspx) 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-1 l-l - PolvHeme@ 

coivIIRB # 03-229 
,I-_._, ForlmtsA 

Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

/ 

cl 
Yes No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

f\ 
No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

0 
Yes No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: 53’ Ethnic background: 

Gender: Male Female I/ 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.orq and click on “Physician Research” 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-1 l-l - PoIyHeme@ 

Please circk your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

c-3 Yes No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

0 Yes No 

3. If a family member of yours were severely injured and bIeeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: sr! Ethnic background: 

Gender: Male Female d 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on ‘SPhysician Research” 

(http://www.denverhealth.org/TraumaCertteP/Polyheme.aspx) 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared oniy with affiliated entities. 



Minutes record - CCPD 
RTBSE-1 l-l 

COMIRB # 03-229 

Following a brief power point presentation by Dr. Ernest E. Moore, community members raised the 
foilowing points: 

Q: Was PolvHeme used in the war? A: That’s unknown at this point, though it was considered 0: Is there 
a concern with regard% to patients who mav have ore-existing hvpertension who get PolvHeme? A: Is a 
consideration, but again, we ‘ve not seen that affect with PolvHeme. 0: Is it safe for patients with Sickle 
Cell Anemia? A: Has not been looked a specificallv. /A discussion ensued about a recent report in 
“Transfusion ” [scientific journal]and it was reworted as life saving in that article. The article was 
subsequentlvarovided to this board member). 0: Has there been anv long term follow up with regard to 
anv “,svnthetics” left over in the bodv? A: Not specifically though we have confirmed that there is no organ 
dvsfinction associated with the use ofPolvHeme andif is removed from the bodv (metabolized) within 72 
hours. Plus there are no “svnthetics” in PolvHeme. 0: What hawpens when a patient becomes aware 
enough to provide consent? A: Described our wlan to contact familv /LAP as weI1 as plan to give patient 
option to withdraw. 0: Do vou /we) have experience with waiver from informed consent? A: Not using 
PolvHeme, all vreviouslv enrolled p&‘ents wrovided informed consent. However there have been trials 
utilizing the waiver. 0: Does PolvHeme have to be tvpe and crossmatched? A: No. 0: Is there a uroblem 
with giving PolvHeme to patients with pre-existing diabetes? A: Not that we ‘ve aware of 0: Hav is 

. PolvHeme stored? Does it have to be refigerated? A: If refigerated it has a shelf life of 18 months. At 
“room temperature ” it lasts 30 aIavs and in extreme heat f>42 degrees Celsius1 it lasts one week 0:’ Is it 
alreadv being carried in ambulances? A: No - Not until if and when studv is auwroved 0: iJ%en will the 
studv be approved? A: Unknown. 0: After 18 months of storme, can it be used (reprocessed) or does it 
have to be discarded? A: Unknown. 0: Will PolvHeme replace blood? A: No -It onlv lasts 72 hours and if 
patient still need blood transti&on they’d likelv get it at that time, though it mav decrease the need for 
stored blood. 

Dr. Moore asked fir recommendation of other groups for us to meet with, and encouraged grouw to 
disseminate infirmation and contact us for additional meetings. 

Meeting Date and Time: T’sdav. J~ute 12,11:30 am 

Group: Denver He&h Multi Cu&ural Committee 

Meeting Location: G&son Eaa!siak Familv He&h Center - MI 28th &wet 

Duration of meeting: Amroxinoutdv one Irorcr 

Investigator assessment: Positive 
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FEEBACK FORM FOR PARTICIPANTS 
RTBSE-1 l-l - Pol~Hemt@ 

c0lvIIR.B # 03-229 
. . 

e 
Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

c3 
Yes No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of smdy? 

0 
Yes No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: 1M Ethnic background: k-tLi& 

Gender: Male Female J&d 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to wu~~.dellverhealth.o~~ and click on ‘“Physician Research” 

All information obtained wilI be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-11-l - PolvHemeB 

coMIRJ3 # 03-229 
Downtown Denver Residents Organization 

June, 10.2003 
Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 
._. 

e9 
Yes NO 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

0 
Yes No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: s 
Gender: Male 

Ethnic background: 

Female ,x 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to wuw,denverhealth.org and click on “Physician Research” 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-11-l - PoivHeme@ 

COMET3 # 03-229 
Downtown Denver Residents Organization 

June IO, 2003 
Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

(---zig *O 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

6-7 No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

Age: -51 Ethnic background: 

Gender: Male Female y 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth..orq and click on “Physician Research” 

All information obtained will be utilized solely for the purpose of documentqtion of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-11-l - PolvHemeB 

COMIRB # 03-229 
Downtown Denver Residents Organkation 

June IO.2003 
Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

cl Yes’ No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

’ Yes I-1 No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

cl Yes No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: @J 

Gender: Male 

Ethnic background: fi rvlerl’m &&d &J 

Female Y 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on “‘Physician Research” 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-11-l - PolyHeme@ 

COMIRB # 03429 
Downtown Denver Residents Organization 

June 10.2003 
Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

0 
es NO 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

0 
Ye No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: 

Gender: Male 

Ethnic background: 

Female I/ 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on “Physician Research” 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-11-1 - PolvHeme@ 

COMIRB # 03-229 
Downtown Denver Residents Organization 

June 10.2003 
Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

a No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

m No 

4. Do you have any comments or concerns you wish to share with the investigators? 

. 

Age: 3-f Ethnic background: 

Gender: Male Female N 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or JeffLong@dhha.org 

if you have any other questions. 
Or go to www.denverheaIth.org and click on “Physician Research” 

(http:f/wWW.denverheatth,org/TpaumaCenter/PolylzernRaspx) 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



RTBSE-1 l-l - PoIvHemeB 
COMIRB # 03-229 

Downtown Denver Residents Organization 
June 10.2003 

Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

42 No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be em-oiled in this type of study? 

652 No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: 3L Ethnic background: Ah& 

Gender: Male Female J 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on “Physician Research” 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-11-l - PolvHeme@ 

COMIRB # 03-229 
Downtown Denver Residents Organization 

June 10.2003 
Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
wo 

5 

(57 

be enrolled without giving their informed consent? 

es No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 

-h 
our community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

c4 
Ye No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Ethnic background: 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long(@lhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on “Physician Research” 

(http://www.denverhealth.org/TraumaCenteme.aspx) 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shred only with affiliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-11-l - PolvHem&# 

COMIRB # 03-229 
Downtown Denver Residents Organization 

June IO.2003 
Please circle your answers 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

0 
es No 
./ 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

0 Ye No 

4. Do you have any comments or concerns you wish to share with the investigators? 

. 

Age: -CL Ethnic background: 

Gender: Male Female x 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.orq and click on ‘Physician Research” 

Ail information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



Minutes record - CCPD 
RTBSE-1 l-l 

COMIRB # 03-229 

Following a brief power point presentation by Jefhy S. Long, RRT, community members raised the 
followiug points: 

p: Is North field Labs a publiclv held comvanv? A: Yes 0: Whv has it taken so lona to get to this 
point? A: Enrollment has been much slower secondarv to theinformed consent vrocess in 
previous patients. 0: Is there anv chance this will ever be available to children? A: Probablv. but 
as with most dru.~s, it won ‘t be looked at until ifand when it’s avvroved for adults. There are no 
plans fir that at the current time. 0: Has PolvHeme been used to treat Auto Immune Herno@% 
Anemia. A: No# that I’m aware of- It has been used to treat tit least one vatient with Sickle Cell 
Anemia and Acute Chest Svndrome (Described article vublished in Transfirsionl. 0: Will 
Jehovah ‘s Wiinesses accevt it? A: Thev are allowed to bv “The Watchtower” it’s based on their 
personal conscience. 0: what other hosm’tuls are varticivatin~: A: I don ‘t know 0: ,Can elective 
surgery patients request PoIvHeme? A: No - There have been clinical hials in elective suraerv 
but this is svecificallv for trauma, 0: W%en will it be avvroved bv the FDA? A: Unknown if or 
when it will be avvroved 0: Has it been sent to Europe for testing? A: No. 0: When pan*ents got 
hvvertensive from earlier forms of blood substitutes. how long did it last? A: I don ‘t know. 0: 
Anv vroblem with giving PolvHeme to patients who have underivin~ disease? A: We don ‘t think 
so. but that’s whv we ‘re doing the studv. To see if it’s both safe and effective. 0: Is it on 
ambulances now? A: No -Not until fifl avvroved bv the IRB. 0: Can we reauest for our familv 
members to ret PolvHeme if their in need ofblood? A: No. It wiZ1 onZv be available to trauma 
patients treated bv Denver health E 

Encouraned to tell others and to contact for further information or to request additional 
meetings. 

Meeting Date and Tie: 

Group: 

Meeting Location: 

Dumtion of meeting 

Investigator assessment: 

Wedrtesdav, Jme 18,12:00 am 

Resviraforv lkrmw Students -Rma Medical Institute 

Pinto Medial InstaUte - Samuel Building 
7290 W 7Td St, Denver 

Apvrtielv one hour 

Posirve 
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FEEBACK FORM FOR PARTICIPANTS 
RTBSE-11-l - PolvHeme@ 

COMIRB # 03-229 

Please circle your answers 

PimaMedicalIustitute 
June l&2003 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

Yes No 

2. Jf you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

Yes No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

Yes No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: 

Gender: Male 

Ethnic background: 

Female 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or J&Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on “Physician Research’ 

@@dhvww. dertverhedth or@rmmaCentiPo&her/Polyl;teme. aspx) 

All information obtaiued will be utilized solely for the purpose of documentation oftbe community comultation portion of 
the above referenced study, and specific iuformation will remaiu in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSELll-1 - PohrHemeQ 

COilaRB # 03-229 
PimaMedicalInstitute 

June 18.2003 ’ _.. _ ._ _ _ Please circle-your answers -I - - -- . _--.-- ..- ..- ----._ -_ _.._. -._. .________ ..___ _____._. ..- . - . - . - - _ _ _ 

1. Would you support a study such as the one described at this meeting being conducted 
’ in this community, specifically, a study in which severely injured and bleeding patients 

would be enrolled without.giving their informed consent? 

0 
Yes ’ No 

_. 
2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

0 
Yes -.’ No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

No 

Age: g& 

Gender: Male 

Ethnic background: 
: 

Female 3c 

Thank you for your participation today. 
Please contact JefTLong at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on “Physician Research” 

All information obtained will be utilized solely for the purpose of documentation of the community ccmultation portion of 
the above referenced study, and specific i~&ormation will remain in confidential. to be shred onlv with afiiiiated entities 



FEEBACK FORMFOR PARTICIPANTS 
RTBSE-11-l - PoivHemeQ 

COMIRB # 039229, 
Pima Medical Institute 

. Jimd 18.2003 
- -. . Please cirqle your-unswers .- - -- - -...-- --- _.--- .- -I. . . . .--. - _ - - _ .-_. .- ” __-. :... _. . . _-__ _ ____ _ 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

@ No 

2. If you were severely. injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

@ No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the p~aramedics, would you want him or her to be enrolled in this type of study? 

4. Do you have any comments or concerns you wish to share with the investigators? 

Gender: Male 

Thank you for your participation today. 
Please contact Jeff Long at 3 03-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on ‘Physician Research” 

(Ii*:/&. denverhealth org/TaumaCenten!Polyheme. aspx) 

All informatic~n obtained will be utilized solely for the purpose of documentation of the community c~nsultalion portion of . 
the above referenced stub. and smAic information will remain in ccmfidential tn he shkd nnlv wiih Ai1i~tm-l mtitk 



FEEBACK FORM FOR,PARTICIPANTS 
RTBSEll-1 - PoivHeme@ 

COMIRB # 03-229 
PimaMedicalInstitute 

June 18.2003 ’ 
. . - - _ _ - - -PZease-&de ymir answers .. ‘- -I -. .--.. -.. - .-.- --I . -- - -... -. -. .-. -_. .- _......_ I _ ____.__ _ __ 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

iy<> No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, woufd you want him or her to be enrolled in this type of study? 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: /& 7 /r? 

Gender: Male 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverheaith.org and click on “Physician Research” 

AU information obtained will be utilized solely for the purpose of documentition of the community comuitation portion of 
the above referenced study, and specific information wiil remah~ in confidential to be shared onlv with slffilintd mtitim 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-11-l - PoIvHeine@ 

COMIRB # 03-229 
Pirna Medical Institute 

June l&2003 
- _ . _ _ _ Please Circle youranswers - . .--.- .- : --- ..--- --- - .- . ^ ---- --.- ._ __ . - _ _. ._ _ _ _ __ ___ 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their ir&ormed consent? 

0 
.)Tes No 
r.. . . . . ’ 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

0 
es No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: my - Ethnic background: 

Gender: Male Female L// 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or JeKLong@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on “Physician Research’ 

All information obtained will be utiked solely for the purpose of dkunentation of the community consultation portion of 
the above rehenced studv. and s~ecifk inkmation will remain in confidential. to be shared onlv with affiliated entities. 



FEE&&K FORM FOR PARTICIPANTS 
RTBSE-11-l - P&Heme@ 

COMJRB # 03-229 
PiS.iaMedicai rnstitute 

June 18.2003 
. _. _ _ _ Please circle your answers .-... -- - -_-_-- .- --.- . -. ._.- .-.. -..- . . . . . .._.._.. .^ _._..___. ___ _ ____ 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

0 Yes No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrobed in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

concerns you wish to share with the investigators? 

Agea Ethnic background: 

Gender: Male Fernal% 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on “Physician Research’ 

All tiormation obtained will be utilized solely for the purpose of.documen@$ion of the community consultalio~~ portion of 
thp ahnve rpfprsmrml etnr.rhr nnrl -&fii~ kfnrmntkn &II rmma;n ;n mnnfiAnndn1 tn h,a chcarprl nnlw with 4C-d;cata-l ~nti1;m. 



FEEBACK FORM FOR PARTICIPANTS- 
RTBSE-11-l - PaIvIihe@* 

COlMIEiB # 030229a 
PimaMediczid Institute J 

June 18.2003 1 
- Please tide jmir answers . - _ 

- - - - ---- .-.- -. _ . -- -. --.. -. -. .._.__. - - -...... ._ _ . .._ __ _: _ ,. _. 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

a ‘es No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

/=Y 
(Ye/J No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

0, 
YiS No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: 3G Ethnic background: 2n/ 

Gender: Male I/ Female 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverheahhlorg and click on“‘Physician Research” 

(hatp:/M. dimverhedtk org/llwumaCentw/PoZyh~ aspx) 

All information obtained wilI be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will mnain in txmfidenliaL to be shared nnlv with nffilintd mtitiPc 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-11-l - PoivHeme@ 

COMIRB # 03-229 
PimarvfedicaiInsli~te 

June 18.2003 
. . . _ _ Please cjrcleyour mweps - . . .- . - “. . ..--.. .--. -. -.-. .- “--. _., ,_ .__ _ -.. -... - . .- _-.. . _ __ _ 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

67 
es No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3, If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: Yr> 

Gender: Male 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on “Physician Research’ 

AU tiormation obtained wiIl be utilized solely for the purpose of documentation of the community consultation potion of 
the above referenced stmiv and .smxifk information will remain in confMential. to be shared onlv with af%ated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSEll-1 - PolvEeme@ 

COMIRB # M-229 
PimaMedicalIusti~ 

June 18.2003 
. - - Please -circle -ymr answers -- ,__ . . _. .._ _ I .__. ._ __.__ _ __. _ _ -- ---- --.__. .._. _.. - .- _.- _. .._ _.._ ._ . _ _ __ 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

0 Yes No 

ave any comments or concerns you wish to share with the investigators? . . . 
e hPfiPFI; 4-s 4 -t-k.ir trrr. I i-l i--f? 

Age: 39 Ethnic background: Cat,r*sran 

Gender: Male Female d 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or JeiXLong@dhha.org 

if you have any other questions. 
Or go to www.denverheahh.ora; and click on “Physician Research’ 

All information obtained will be utilized solely for the purpose of documentation of the co-unity consu.Itation portion of 
the ahnve refetpnrd ~tndv aawl erwrifir infnmdinn will remain in rnnfiAentir1 tn hp chard nnlv with nffiliated entities 



FEEBACK FORM FOR PARTHXPANTS 
RTBSE-11-l - PolvEemeeS 

COMlRB # 03-229 

. 

PimaMedicalInstime 
June 18.2003 

.. Please circle your answers -- -. .- -.-.- ---- -.-_. -.-. .._ - __: .._, ___,. .- _. ̂.., _-. -..__..- .-. . _ _. -.-. ._ _ 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

0 Yes No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: <$8 Ethnic background: 

Gender: Male Female L 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on “Physician Research’ 

(Mtp:/Ywww. &mwhealtk org/TaumaCe+dPo&heme asp) 

Ail hfommtion obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and speciiic information will remain in confidential. to be shared onlv with afliliated entities. 



~~~EEBACKF~RMF~RP~~~~J~NTS 
RTBSE-11-l - PoIvHemeQ 

COMIRB # 03-229’ 

. 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

a 
Yes’ No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

6. 
Yes No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrplled in this type of study? 

0 
es No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: 23 Ethnic background: 

Gender: Male Female )(: 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.orq and click on “Physician Research’ 

All tionnation obtained will be utilized solely for the purpose of documentation of the community consultation potion of 
the nhnve referencd ctdv and cnecific infnkatinn will remain in confidential ta he shared dv with aE.Iiated entities. 



FEEBACK FORM FOR PARTKIPANTS 
RTBSEll-I- PoivHemeQ 

COllalRB # m-229 
PimaMedical Insliblp 

June 18.2003 
-. -_ Please circle your answers --. ._ - ---- . ..- - -. - - ---. ----- .-- -.. _ ._ ._I . ..___ _ ,._ __ --...- _ . . . _ . . - ___ _ 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

Q Yes No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

63 es No 

4. Do you have any comments or concerns you wish to share with the investigators? 

AiF: $L Ethnic background: u/&k 

Gender: Male Female )( 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and cIick on “Physician Research” 

@ttp:/I;Awntw. denverhealth. 0rgflraumaCen fw/Polyher/Palylieme. as& 

All i16ormation obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and smcific information wiU remain in confidential. to be shared onlv with aEiliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSEll-1 - PoivEeme@ 

COMIRB # 03-229 
PimaIi4edicallnstitute 

‘, June 18,2003 . . _ -.- ..--. Please- circle your answers --. --. .- - -- -..- -.-. .- .-.- -_---. - - - ._^_._ -_. _. ___ _ .- _ - ._ ..- ._ . _ . . _ _ 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

0. - 
Yes No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

c 
Yes 7 j No 

,i’ 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: 5$- Ethnic background: &ueL2A l&d 

Gender: Male Female J 

Thank you for your participation today. 
Please contact J&Long at 303-436-7906 or feKLong@dhha.org 

if you have any other questions. 
’ Or go to www.denverhealth.org and click on “Physician Research” 

All i~Sonnation obtained will be utilized solely for the purpose of documentation ofthe community consultation portion of 
the above referenced study, and specific information will remain in confidential. to be shared bnlv with afliliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSEll-1 - PolvlE[emeQ 

COMIRB # W-229 
Pima Medical Institute 

Jane 18.2003 
- _ . . Please circle your-aprswers --. -- . .__ _ - -_. - _ -_. -. -- -.-_ - _ ._. __ _ .-___ _ _. _ _. ___ . ..__ 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

0 
I es 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community,.would you want to be enrolled in this type of study? 

0 e NO 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

NO 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: a Ethnic background: 

Gender: Male Female J 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on “‘Physician Research” 

All inGormt.ion obtained will be utilized solely for the purpose ofdocument@ion of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with &iliated entities. 



FEEBACK FORM FOR PAR?lXIPANTS 
RTBSE-11-l - PdvHemecfS 

COMIRB # 030229 
PinlaMedicalrnsti~te 

June l&2003 . 
--. Please- circle your xznswers .- -.- - _ _.._.- _.._. . ._-. --._. _ ..- ._... _ ___ .._ .._. . _. - _ _ __ _. 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

0 
YeS No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

29 
Yes No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
paramedics, would you want him or her to be enrolled in this type of study? 

No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: z 

Gender: Male 

Ethnic background: 

Female 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or JtiLong@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.0~g and click on “Physician Research’ 

(http:/-. denverhealth orgYlhimaCenter/Poly~em~ aspx) 

All tiormation obtained will be utilized solely for the purpose of document&on of the community consultation portion of 
the above referenced study, and specik information will remain in confidential, to be shared only with afliliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSEll-1 - PolvHeme@ 

COMIRB # W-229 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

c> Yes No “.fl 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enroIled in this type of study? 

No 

3. If a f&nily member of yours were severely injured and bleeding and were to be treated 
by the paramedics, wouId you want him or her to be enrolled in this type of study? 

Age: $3 Ethnic background: mu\ ~LC tiih \ 

Gender: Male Female w 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or JeffLong@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on “Physician Research” 

All tiormation obtained will be utilized solely for the purpose of documentation of the community consultation potion of 
the above referenced study, and specific information will nmain in confidential, to be shared only with afliliated entities. 



FEEBACK FORM FOR PAR~CIPANTS 
RTBSEll-1 - PoIvHeme@ 

COMERB # 03429 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? .- 

@ e No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

0 
e No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: ,&(4 Ethnic background: 

Gender: Male Female ? 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions.. 
Or go to www.denverhealth.org and click on “Physician Research” 

All infonuation obtained will be utilized solely for the purpose of documentagion of the community consultation portion of 
the above referenced study, and specitic it&m&ion will remain in con&ienW, to be shared only with afEliated entities. 



FEEBACK FORM FOR PARTNXPANTS 
RTBSE-11-l - PoivHehe@ 

COMIRB # 03-229 
Pima Medical Institute 

June 18,, 2003 
-Please circle your-answers -. . ..--- - -- ---.-. - -. -. .- .-. ---. - .._ .-_.._ _.._ _.- .___ _.__ ___. _ _ ____ _ _ 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

I. 
No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a fhmily member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: $a--- Ethnic background: 

Gender: Male Female g 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhea1th.o~g and click on “Physician Research’ 

AU information obtained will be utilized solely for the purpose of docvmentition of the community consuhtion portion of 
the above referenced study, and specific i&ornWion will remain in confidential, to be shred only with afEliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSE-11-l - PolvHeme@ 

COMIRB # 03-229 
PixlaMedicalInstitute 

June 18.2003 
_. _ Please. c&cle y*ur-m~ers - . ._ -_ - . - ^ _. . -- -- . . “̂  . . - - - - _.- .._ . _ _1 _I 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

Gb Y No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

0 es No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

No 

comments or 

Age: Ethnic background: 

Gender: Male Female 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhba.org 

if you have any other questions. 
Or go to www.denverhea1th.o~g and click on “Physician Research” 

(http:/%ww. denverhealth. orgr/TraumaCentezflolyhemR aspx) 

AU information obtained will be utilized solely for the purpose of documentation of the community con&ation portion of 
the above referenced studv. and mecifk information will remain in confidential, to be shared only with afliliated entities. 



FEEBACK FORM FOR PARTICTPANTS 
RTBSE-1’1-I - PoIvEeme@ 

COMERB # 03-229 
. Pima Medical Institute 

June 18,. 2003 
- .-.-- Please-circle your answers - - . .- “- - _ ..-_ -... .--.. ._ --. -_. _ -. _ _._ ..I -. _ _.._.. _. _ _. ._ -._ -. __ __ 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their itiormed consent? 

a Yes No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
.your community, would you want to be enrolled in this type of study? 

Q 
Yes No 

. 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

No 

u have any comments or concerns you wish to share with the investigators? 

Age: 93 Ethnic background: - 
#A CQLI o- 

Gender: Male Female k ’ 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or JtiLong@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on “Physician Research’ 

@tttp:/%ww.denverheult~ orgflr~mCePrtm/Polyheme. asp) 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specific information will remain in confidential, to be shared only with affiliated entities. 



FEEBACK FORM FOR PAR’XZIPANTS 
RTBSEll-1 - PoivHeme@ 

COMmB # 03-229 
Pima Medical Itlstiate 

June 18.2003 
. _ - -. --- -. Hease circle your answers - - __ ___ _..__ -.. .._ _- __... . ..-._- _.__.. _ _ _ _ __-, _ _. .__ _.__ _._ 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

Q 
es No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

Q 
Yes No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: & 

Gender: Male 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth,org and click on “Physician Research” 

(ltttp://www, demerhealtk org/Ta.wnaCertter/Polyheme. asp) 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referemed study, and specific information will remain in confidential, to be shared only with aBlUed entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSEll-1 - PoIvHeme@ 

COlWRB # 03-229 
PimaM&calInstitute 

June 18.2003 
- - pzey## &.& your (#?wers -. .- ---. --. _ .- . -- - - . - -- .- ---. _. . . - .-- .,- ___. ___ _ _. ____.. ___ ’ _ _ 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

0 Yes No 

2. If you were severefy injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

NO 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

NO 

4. Do you have any comments or concerns you wish to share with the investigators7 

Age: 6?fi 

Gender: Male 

c 

Ethnic background: & )fnn krQ 

Female . K 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverheath.org and click on “‘Physician Research” 

(h@://www. denverheak org/TraumaCe@er/Po~her/Polyheme. asp) 

AU tiormation obtained will be utilized soIeIy for the purpose of documentation of the commti~ ~~nsuItali~n portion of 
the above referenced study, and specific information will remain in confidential, to be shared O&I with aftiiiated entities. 



FEEBACK FORM FOR PAR=CIPmS 
RTBSE-11-l - PolvBeme@ 

COMlRB # m-229: 
Pima Medical Institxlte 

June 18.2003 
--- Please circle your answers - - - .- ..I..__ . _-. ._.. -- -------. _ ._-_-._ --.. - _. . -.._ . ___ _ ,__ _ - - 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

G No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. Jf a Punily member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

0 
Yes No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: a Ethnic background: ’ u-de 

Gender: Male Female L 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.orq and click on ‘Physician Research’ 

All information obtained will be utilized solely for the purpose of docxuuen tation ofthe commnnity consultation portion of 
the above referenced study, and specific information will rem&u in confide&i, to be shared only with affiliated entities. 



FEEBACK FORM FOR PARTHXPANTS 
RTBSE-11-l - PolvHe&e@ 

COlklIRB # 03-229: 
Pima Medical Institute 

June 18.2003 
- Please circle your answers - - .- ---. - .-..--- - --.-. .-- .- .-.. ._.._. .- . ..-_ . . _ __ _ . . . 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

9 

Yes No 

f you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

9 Ye<, No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: ] ’ 9 Ethnic background: 

Gender: Male Female x 

Thank you for your participation today. 
Please contact JeffLong at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to F and chck on “Physician Research” 

(http://cwwru. denverhealth. org/TrhumaCem f eme aspx) 

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of 
the above referenced study, and specifk information w-ill remain iu confidential, to be shared only with afliliated entities. 



FEEBACK FORM FOR PARTICIPANTS 
RTBSEll-1 - PdvHeme@ 

COMlRB # 03-229 
Pima Medical Jmtitute , Jme 18.2003 

1. Would you support a study such as the one described at this meeting being conducted 
in this community, specifically, a study in which severely injured and bleeding patients 
would be enrolled without giving their informed consent? 

0 Yes No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

cl3 Y No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: 19 

Gender: Male Female “!( 

Thank you for your participation today. 
Please contact Jeff Long at 303-436-7906 or Jeff.Long@dhha.org 

if you have any other questions. 
Or go to www.denverhealth.org and click on “Physician Research’ 

(http:/Ywww. denverheaitk org/TaumCen f uspx) 
. 

All information obtained will be utilized solely for the pwpose of documentation of the community consultation portion of 
the above referenced study, and specifk it$ormation will remain in confidential, to be shared only with afUiated entities. 



Civilian Ambulance Trial 
community consnltation 

Jeffrey S. Long, RRT 
Senior Respiratory Therapist 
Cliid Trials Coordiiator 

Principal Investigator 

What is a “Blood Substitute” 

%noglobin Based Oxygen Carrier 

Po&Heme@ 

Primary Function - Transport Oxygen 

Denver Health 
PolyHerne Research Team 

l Jeifrq Johnson, MD., Co-Investigator 

l Jim Haonel, RRT, Surgkal Critical Care Specialist 

l Jeffrey Long, RRT., Clinical Trials Coordinator 

l Chris Colwell, M.D., Medical Diiector Paramedic Division 

l Cra& Gravltz, EMT-P, RN, BSN, Chief Paramedic 

l Jim Manson, NREMT-P Clinical Coord., Paramedic School 

l Dee Martinez, Director, Marketing Communications 

Study Purpose 

To evaluate the life saving potential of a 
blood substitute . . . when given to 

severdy injuredpafients who have 
st.@md major blood loss . . . starting 

at the scene of injury. 

Beneficial Properties of a Red 
Cell Substitute 

l Should pmvide simultaneous volume expansion 
and O2 carrying capacity 

l Should be universally compatible 

l Jmmediately available 

0 Free of vasoactive properties 

l F&a of disease transmission 

0 Capable of long term storage 

1 

1 



PolvHeme@ 
I  

Tetramers 

Polwners 

I # I 
1 Vasoconstriction : Role of Nitric Oxide 1 

PolyHeme Resuscitation 

Normal Blood Loss Resuscitation 
Volume 

...a >.. $ $;A 

Side Effects of Tetrameric Hgb 

l Hypertension (Vasoconstriction) 

* PuImonaq Hypertension 

l Renal insticiency 

l Gastrointestinal distress 

Consequences of Acute Blood 
Loss 

l Decreased Blood Volume 

* Decreased Cardiac Output 

l Decreased Oxygen Carrying Capacity 

l Hiwwrrhagic Shock 

Oxygen Delivery (D0.J 

/\ 

2 



Oxygen Delivery (D0.J 
PoZvHeme 

l Binds oxygen 

l CarriesOxygen 

l Releases Oxygen 

DO, = CaO, x COx 10 

Normal = 1250 mlIO+in 

B 

Oxygen Cpntent (CaO3 

CaO, = (Hga x SaO, x 1.34 + Pu02 x 0.003) 
x 

CardiacOutput 
x 

EqL 
OqgenDeGveqtothetirsrrerl!l 

I ’ Hemoglobin Structure 
’ I 

Four Subunits 
- lwoa 
- tsrog 

Escb bound to 
a ham group 
contabdllg iron 
and am 
capable d 
bimdlog om 
molecllle of o* 

8 One gram 
binds 1.39 ml a, 

Approximak4y 64,500 Daltona 200-3oominion’pcrRBc 1 

TxwithRxor 
cardiovemion 

I .) V&me 
2.) Alterload Rcduoa 
3.) Positive Itlq. 
reaohltiw of ischcmia 

Oxygen Delivery 

Oxyhemoglobin Dissociation Curve 
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What is a “Blood Substitute” 

Red Blood Cell Substituie 

Hemoglobin Based Oxygen Carrier PoIym%ized 
Hemoglobin 

Q Primav Function = Transport Oxygen 

I What are the advantages of 
PolyHeme@? 

www.northfieidabs.c 

Stored RBCs - ? The Risks I 
l Dieease Trenemission 

WV, HTLV, HrpBlC! 

l RBC Membrane Compatibility 
Hl?mdyucReedlmn I .I 

- Allergic Responses 
prim, Ra AMpllyl- 

l Immuaodyefuoction 
TumwCmnib,Jnf~ MOP 

l Comprombed 0, Delivery 
RBCD&~I~W‘~, 2-SDPG 

What is PolyHeme@? 
A b’“t2$-u&d 

.*. 

f?jpibti7&fYt;ed 

hemoglobin . . . 
deAwdfkom 

outdated human 
blood 

Study Sponsor: Northfield Laboratories Inc. 

Serious Hazards of Transfusion 

hoerred blood 
compemeld 
tmmfumd 

II Stored RBCs Fail to Improve Tissue 0, 

Deyle et al J Appl Phyeiol 1990 

M&k ctal JAMA 1993 

Pitzgeraid ct sl Crit Care Med 1997 

Psrthawrethl et al Am J Phyeiol 1999 

et al J Sura Roe 2002 



Why Use PolyHeme@? 

To &eat blood loss 
when stored blood & not awilable 

Hood is not available 
in the ambulance 

I Why a Civilian Ambulance Trial? 
I 

l The Center for Disease Control (CDC) lists 
trauma as the leading cause of death among 
Americans from 1 - 44 years of age 

l More than 150,000 trauma patients die each 
year in the United States 

l Many of these patients die because the 
“standard of care” cannot reverse the 
damaging effects of hemorrhagic shock 

what is the Standard of Care in the A Decade of PolyHeme@ 
Hospital? Experience 

LactatedRiwer’s ~10s Banked Blood 171 trauma patients at Denver Health have 
s&own that PolyHeme@ 

what is the Standard of Care at the 
Scene and in the Ambulance? 

Sterile Salt Water (S 

- Cwrles as much osygen as blood 
(1 mlt of PolyHeme@ - 1 unit of blood) 

I l Reduces need for stored blood 

l Has replaced up to two times a person’s 
entire blood vohnne (2 s 10 units - 20 units) 
w&h no organ damage 

5 



How will this Study be Done? 
Severely injured trauma patients wili be 

assigned to either one of two groups 
by chtince 

How will this Study be Evaluated? 

Control Test 
Receives Salt Water Ikeives PolyHcmc 

Prhnary Endpoint 
Increased Survival at 30 days 

Secondary Endpoints 
Reduce use of stored blood 

Reduce multiple organ faihtre 
Reduce adverse events 

What is Hemorrhagic Shock? 

Hemorrhagic: Massive blood loss 

Shock Dangerously low blood pressure 
Internal organs don’t receive enough oxygen 
May cause death 

How will this Study be Evaluated? 

co*1 Test 
Receives Salt Water Reeeb PolyHeme 

PHmarg Endpoint - 
Increased Survival at 30 days 

Secondaq Endpoints 
Reduce use of stored blood 

Reduce multiple organ faike 
Reduce adverse events 

Whd Would Be Included in this study? 

l At least 18 years old 

l Sustained severe injuries 

l Lost a large amount of blood 

l Are in “hemorrhagic shock” 

What is the Primary Purpose of 
this Presentation? 

Application has been made to the 
Cok&=ado Multiple Institutional Review Board 

to approve an 

I Ercepiionfimn Infomd Consent Requirementr 

for this dinicai Mal. 
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Informed Consent 
TraditiwaUy required for all research studies that 

compare two treatments (standard vs. test) 

Patients sre informed of the potential risks and benefits 
associated with treatments 

Patients choose whether to participate in the study 

Excevtion fi-om Informed Consent 
Patients are enrolled in a research study 
withoutrequiring their informed consent 

Potential Benefits of PolyHeme@ 

Increase the likelihood of survi~ because: 

l Immediately available 
l Cat-ties oxygen to vital organs 

l Reduces the need for tired blood 

Data Safety Monitoring Board 

l After 60,120,240, etc., patients 
enrolled . . . an independent DSMB will 
completely evaluate ALL patients from 
both the standard and test groups for 

unexpected outcomes. 

How can that occur? 
A federal reguhxtion (21 CFR 50.24), created 
in 1996, allows certain studies that meet lhe 

following criteria to use this exception 

0 Patients lives must be at risk 
l Pa&i 

dim& F 
‘oa in Le research could provide a 

emfit to the patient 
* Patients are unable provide informed consent 
* The research could not practioabl be oartied 

out without an exoeption &ml irl&rmedoonsent 
l Potential risks ofnew trea&uent are reasonable 
l Available treatments arc not satisfactozy 

Potential Risks of PolyHeme@ 

*Rash 

l Increased blood pressure 

l Kidney or liver damage 

l Vii tnfection (HIV, hepatitis, etc) 

* Unforeseen 

Right of Refusal 

Subjects who wish to not be included in this 
cliflical trial, may indicate theirpreference 

not to participate by means of a “‘Medic 
Alert” bracelet, or a @ted note kept with 

their idenh@ation. 



For Further Information or to 
ofer opinion, please contact: 

Jefhy S. Len R.R.T. 
Clinical Researc k 

Ernest E. Moore, M.D. 
Specialist 

Depertment of Surgery 
Chief, Trauma Swgey 

777 Banncck St. 
Princi al Investigator 

77~Bannooti St 
Mail Code 0206 Mail Code 0206 

Denver,C080204 
303-436-7906 Denver,C080204 

303-436-6558 
Jeff.Long@dbha.org Emest.Moore@dhhaorg 

Questions 

CoInEents? 

For Further Information or to 
ofer opinion, please contact: 

www. denverhealth. org 
then click on “Physician Research” 

(www. denverhealth. or-g/ 
TraumaCenter/Polyheme.aspx) 

a 
www.northGeldlabs. corn 

iI 


