Minutes record — CCPD
RTBSE-11-1
COMIRB # 03-229

F o}lc;swing a brief power point presentation by Dr. E.E. Moore, community members raised the following
points:

Multiple questions were asked. primarily focusing on specifics of the product and
study itself e.g.. is study blinded? What is shelf life of PolyHeme? How is it
carried on the ambulance? What are the risks? Explain the virus risk? Will
patients be notified that they were enrolled? What is our experience? Does
hemoglobin breakdown like red blood cells? Additionally, one community

member recommended that we address the African-American community
specifically (which we intend to do) and solicited each of the community board

members to disseminate this information to other community organizations. and

to offer that we attend other community meetingé if they request that we do. Dr.

Moore responded that this was a fantastic idea, and that we'd be willing to speak

to anyone that wanted to listen.

Meeting Date and Time: Thursday May 29, 2003

Group: Denver Community Health Board
Meeting Location: 660 Bannock, Fifth ¥loor Administrative Board Room

Duration of meeting; Approximately 35 minutes

Investigator assessment:  Positive

Minutes mordmed by W
P.I Signature:

Ernest E. Moore, M.D.
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@ ORM FOR PARTICIPANTS
- RIBSE-11-1 - PolyHeme®

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?

@ 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 Yes No

3. If a family member of yours were sevérely 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?

\

Ye No

4. Do,you have any comm

4

Age: *// Ethnic background: CMWM

Gender; Male 2§ Female

Thank you for your participation today.
Please contact Jeff Long a r Jeff Long@dhha. org
if you have any other questions.
Or go to www.denverhealth.org and click on “Physician Research”

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



FEEBACK FORM FOR PARTICIPANTS

RTIBSE-11-1 - PolyHeme®
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?

Y No

you were severely injured and bleeding and were being treated by the paramedics in
ommunity, 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
l?y‘th 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? -

(ks Fne coot pnd hew will ut o flud for
_Dutir preedon faten) Cha oenapdvS 70 4
fﬂao/;ﬁé- - 7

Wg‘-‘

Age: 9 L/ Ethnic background: &M Wﬂ/w

Gender: Male Female L~

B

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



Minutes record — CCPD
RTBSE-11-1
COMIRB # 03-229

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

Multiple questions asked: Q: How does this affect other blood types? A: There is no effect. all
patients can receive this product irrespective of their blood type because the product confains no
cell (membrane) which is where the spcific antigens are found. Q: Is this considered “synthetic?”

Q: Yes, in Denver. Q: If a pafient has a reaction or dies, how will you (we) ascertain whether or
not it was related to the product or the process of developing the product? A: That's why we're
doing the trial. It will be based on a comparison of the experimental and control groups. both by
the DSMB and at the end of the trial. Plus remember, hundreds of patient's have already
received this product using informed consent so we do know what to expect. Q: How long is the
shelf life? A: 18 months if refrigerated, approximately 30 days at room temperature, and a week
in extreme heat (> 42 deagrees Celsius). Q: What is the time frame for Community Consuliation
and start of trial? A: Unknown, depends on community response and IRB, We’'ll spend as much
time as necessary, but are hoping to begin patient enrollment late July. Q: How long does progduct
stay in body? A: Approximately 48 hours — completely eliminated in 72 hours. Q: Are there any
competing products? A: Two other products, no one in frauma. Q: s there any known adverse
effect in patients with substance abuse problems? A: No Q: Are you (we) concerned about
lawsuits relafed fo this research? A: No. In 171 patients over nine years there hasn't been any
lawsuits. Q: Is this trial approved by the FDA? A: Yes. Q: If patients die, how do you know it was
related fo frauma as opposed fo the product? What if a patient has pre-existing hypertension or
renal problems? A: Again, that's why we have the DSMB Q: How do you (we) identiify patients
with pre-existing medical conditions? A: Impossible unless they have something fo identify that

(e.q. medic alert bracelet).

Meeting Date and Time: Tuesday June 10, 2003

Group: Downtown Denver Residents Organization
Meeting Location: 511 16th Street Suite 200

Duration of meeting: Approximately seventy-five minutes
Investigator assessment: Qverall, positive. One hostile response.

Minutes recorded and prepared 1;%‘.—/
P.L Signature: ?:9\/7 . '

“Ernest E. Moore, M.D.
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FEEBACK FORM FOR PARTICIPANTS

o RTBSE-11-1 - PolyHeme®
. 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?

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?

-

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?

o

P
) 4. Do you have any comments or concerns you wish to share with the investigators?
Wopng  ov ek = T drost gk oo pve Jojne oo
. - il / ~
C{é +LL€ g ‘(Llf( 44 iv:j Li~ Iac c—,ﬂ[ﬁ,
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Age: H{ Ethnic background: _{4) A4S P
Gender: 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://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 PARTICIPANTS

RTBSE-11-1 - PolyHeme®
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?

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 G| havt. oy MUY~ @He{@es

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?

Nannow dovon G sy g)

Age: _Z(_é Ethnic baclf/?ound: l A}/l ltf../[' (LL£ -

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://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 PARTICIPANTS

Pant RTBSE-11-1 - PolyHeme®
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?

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?

F\\‘
o~

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

Age: 5,(_)3 Ethnic background: __ |4/ L(Al-@

Gender: Male Ef 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://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 PARTICIPANTS

RTBSE-11-1 - PolyHeme®
COMIRSB # 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?

-3
-

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?

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?

-{?es ; No

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

ND
\'

|

Age: B4 Ethnic background: Canet<vmm—"

Gender: Male v’ 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 ://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 PARTICIPANTS

RTBSE-11-1 - PolyHeme®
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?

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?

Yes No
~

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

Age: };ﬁ Ethnic background: (/JA#«;
Gender: Male ﬁ 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://'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 PARTICIPANTS

o~ RTBSE-11-1 - PolyHeme®
7 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?

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 No

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

o

' 4. Do you have any comments or concerns you wish to share with the investigators?
Age: 2_7__ Ethnic background: __ /#/SA3~1C
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://www.denverhealth.org/TraumaCenter/Polyheme.aspx)

All information obtained will be utilized solely for the purpose of docurentation 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 - PolyHeme®
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?

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?

(_é 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?

es No

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

Age: é[ Ethnic background: ﬂmw %/V\_

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://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 PARTICIPANTS

~ RTBSE-11-1 - PolyHeme®
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?

No

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

.S SUPIRIGI, 1. RNy Wi SYSpIPRR | PR I ia
your community, would you want to be enrolled in this
P
R

Yes 7 No }

vy
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% /
N
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R

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?

e

v

™~
Y No *
- €s Q—j
4. Do you have any comments or concerng you wish to share with the investigators?
R e R I ERL T i T
L it uldn # ,é%/afr/ 2 A WATR DY it 2

Age: 9 2 Ethnic background: /) /Z%(/ WZ/' _/
Gender: Male Female Z /

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://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 PARTICIPANTS

o~ RTBSE-11-1 - PolyHeme®
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?

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?

(T o

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 compments %oncerns you wish to share with the investigators?a/
Z. wed fo all o2 you 2/
2/ts !
Age: Ethnic background: _ { 14 Loas lg VA
Gender: Male Female 5
" 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://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 PARTICIPANTS

5~ RTBSE-11-1 - PolyHeme®
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?

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?

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

P
4. Do you have any comments or concerns you wish to share with the investigators?
Age: ‘ Ethnic background: ‘ ; féﬂ Ll % LALC O
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”
fm

(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.



Minutes record — CCPD
RTBSE-11-1
COMIRSB # 03-229

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

Q: How much will this product cost, and when will it be available? A: Unknown if or

when it will be available. Also, cost is unknown but we believe the cost will be

comparable to a unit of blood (3250.00). O: What are the storage requirements? A: For

this trial, the storage requirements are the same as blood t refrigerated). Product is
stable for 18 months if refrigerated_one month at room temperature and up to a week in

extreme heat. If patients in the control arm need blood, will they be required to provide

consent? A: No. Q: Are there re-existing) conditions that patients may have that
would interact adversely with PolyHeme? A: Not that we 're aware of. Q: How long is the
half life and how dopes product interact with blood? A: The half-life is roximately 24

hours, and it is metabolized the same way as blood. O: Is there indication for product

outside of trauma? A: Yes potentially, though trauma is the application the company is
pursuing. The FDA is concerned about the potential for off label use. How many

patients are admitted to the hospital from trauma? A: Over the last three years, 189
patients were admitted that met the criteria for this study. Only 146 of those were
transported by Denver Health Paramedics. Q: Will Jehovah's Witnesses use this

product? A: Many have, and in fact the study sponsor received a call almost every day
from institutions nation wide requesting Polyheme for Jehovah's Witnesses. Additionally

the “Watchtower” issued a statement that it is up to the individuals conscience as to

whether or not they'll accept this type of product.

Meeting Date and Time: June 11, 2003 at 4:30PM

Group: Denyer Health Foundation
Meeting Location: 660 Bannock Street

Duration of meeting: Approximately 45 minutes

Investigator assessment:  Posifive Minutes recordg.prepar ed by IS}4
P.I Signature: \“.mo(' ( e

~Emest E. Moore, MD.
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FEEBACK FORM FOR PARTICIPANTS

RTBSE-11-1 - PolyHeme®
COMIRS # 03-229

DBewntowrr DENver ReSdents-Organization PeaveEiz LLALT# Founnanioad

Please circle your answers o 31//9 3 @

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. 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 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?

ECE

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

Age: 5% Ethnic background: ﬂ W' —
Gender: Male gé 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://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 PARTICIPANTS

RTBSE-11-1 - PolyHeme®
COMIRB # 03-229

Dewntewn-Denver Resident-Orsanization | JEawSe- W fovnonrnd
’ ’ L{ !I/ 03 &

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
your community, would you want to be enrolled in this type of study?

CHE

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?
7

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

Age: S/X Ethnic background: WA:%C

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://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 PARTICIPANTS

RTBSE-11-1 - PolyHeme®
COMIRB#03:229 o

JTune-1+6-2603
Please circle your answers Zuifn %

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?
Y Yy Y YP Y

4

Yes ‘ No

Dew- d&q\c fousnATIE~)

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?

R

Yes No

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

Age: ¢ Ethnic background: Wm

Gender: Male }5 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://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 PARTICIPANTS
RTBSE-11-1 - PolyHeme®

COMIRB # 03-229
) etion DEWER. é(t—%ﬂ* Founoanon

Please circle your answers SVAE I, 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?

-
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: ié/_ Ethnic background: &&I@ﬁ \IJA]\Te

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.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 PARTICIPANTS
RTBSE-11-1 - PolyHeme®

COMIRB # 03-229 @ ba/ (‘{“‘N S
June-1672003 6/,/& 6

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?

Please circle your answers

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?

(&)

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?

_@D No

4. Do you have any conyﬁts or congerny you wish to share w1th the investigators?
Zéz e £~ .w:m — e gemce \,
7

Age: S8 Ethnic background: &Gﬁf/&’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 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 PARTICIPANTS

RTBSE-11-1 - PolyHeme®
COMIRB # 03-229

Devmmﬁmmf@rff‘m‘g 3 @PENVEE— it Feuwosmo
4“38—4-9-.-3993@ u\‘s 83

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?

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?

O

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

Age: 3 Ethnic background: / MACAS o, -

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://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 PARTICIPANTS

A RTBSE-11-1 - PolyHeme®
’ COMIRB # 03-229 @©

; izating, DEANSR lAz-a.u-l Fou MbAT o
Fomc-+8-2063 Z?l?d}@

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?

CHPAR

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?

Cye ) N

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?

Q2

A
4. Do you have any comments or concerns you wish to share with the investigators?
Age: 58 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”

(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 PARTICIPANTS
RTBSE-11-1 - PolyHeme®
COMIRSB # 03-229

; ation DgavEe \i?ﬂ:ml rosnInaTtd N
Fune-10-2003- 61!\223

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

PPN . i

your community, would you want to be enrolled in this type of study?
(Yes) No

3. If 2 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?

G vk

Age: $ 2 Ethnic background: WM

Gender: Male z 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://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.



e ——— 2 - . o — 4w pueyar e 2w Trws

FEEBACK FORM FOR PARTICIPANTS
RTBSE-11-1 - PolyHeme®
COMIRSB # 03-229

; : @ =3 ‘(64&# ﬁuﬂ%‘?d*&
_ Tune+6:2003~ ¢ /) /forz
Please circle your answers
1. Would you support a study such as the one described at this meeting being conducted
in this community, spec1ﬁca11y, a study in which severely injured and bleeding patients
would be enrolled without giving their informed consent?

e

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?

Yes No

/

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

Age: _éj‘:_ Ethnic background: (a/

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”

(hitp://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 PARTICIPANTS
RTBSE-11-1 - PolvHeme®

COMIRB # 03-229
SR O N % RV
Please circle your answers u >

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

No

Yes No

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

Age: 55~ Ethnic background:

Gender: Male Female v’

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://'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 PARTICIPANTS

RTBSE-11-1 - PolyHeme®
COMIRSB # 03-229

e s '%Deum fsaent Fosmans >
B o

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
your community, would you want to be enrolled in this type of study?

P
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?

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

Age: 55 Ethnic background:

Gender: Male Female v/

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://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.
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FEEBACK FORM FOR PARTICIPANTS
RTBSE-11-1 - PolyHeme®
COMIRB # 03-229 @

Do Dot OB Ogwilez Hewn Founse amon)
e

Please circle your answers

1 Y7y R S G S PR PP Iy

i. Would you support a SIU(ly such as the one described at this i‘ﬂ&t‘:uﬁg uemg 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?

Yes No

4, Do you have any comments or concerns you wish to share with the inivestigators?

st

En_—ns«%"awl— worlc /JQH’LC\ done here - ?a‘)’&n-ha_f

+o Save pany fives .

Age: S'_( Ethnic background: [) e Cafea in

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://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.



Minutes record — CCPD
RTBSE-11-1
COMIRB # 03-229

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

Q: Was PolyHeme used in the war? A: That'’s unknown at this point, though_it was considered. Q: Is there
a concern wzth regards fo Qatlem‘s who may have Qre-extstmg hyggrtensxon who get PolyHeme? A:Isa

. Q: Is it safe for patients with Sickle
Cell Anemia? A: Has not been looked a specifically. (A discussion ensued about a recent report in
“Transfusion” [scientific journalland it was reported as life saving in that article. The article was
subsequently provided to this board member). O: Has there been any long term follow up with regard fo
any “synthetics” left over in the body? A: Not specifically though we have confirmed that there is no organ

dysfunction associated with the use of PolyHeme and it is removed from the body (imetabolized) within 72

hours. Plus there are no “synthetics” in PolyHeme. O: What happens when a patient becomes aware

enough to provide consent? A: Described our plan to contact family / LAR as well as plan fo give patient
option to withdraw. Q: Do you (we) have experience with waiver from informed consent? A: Not using
PolyHeme, all previously enrolled patients provided informed consent. However there have been trials
utilizing the waiver, Q: Does PolyHeme have to be type and crossmatched? A: No. Q: Is there a problem
with giving PolyHeme to patients with pre-existing diabetes? A: Not that we're aware of. Q: How is

. PolyHeme stored? Does it have to be refiigerated? 4: If refrigerated it has a shelf life of 18 months. At
“room temperature” it lasts 30 days and in extreme heat (>42 degrees Celsius) it lasts one week. Q: Is it
already being carried in ambulances? A: No — Not until if and when study is approved, Q. When will the
study be approved? A; Unknown. Q: After 18 months of storage, can it be used (reprocessed) or does it
have to be discarded? A: Unknown. Q: Will PolyHeme replace blood? A: No — It only lasts 72 hours and if

patient still need blood transfusion they'd likely get it at that time, though it may decrease the need for
stored blood.

Dr. Moore asked for recommendation of other groups for us to meet with, and encouraged group to

disseminate information and contact us for additional meetings.

Meceting Date and Time: Thursday, June 12, 11:30 a.m.

Group: Denver Health Multi Cultural Committee

Meeting Location: Gipson Eastside Family Health Center - 501 28th Street

Duration of meeting: Approximately one hour

Investigator assessment: Positive Minutes recordegi}ared by ISk
P.L Signature: I Bper

Emest E. Moore, M.D. _/
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FEEBACK FORM FOR PARTICIPANTS

RTBSE-11-1 - PolyHeme®
COMIRB # 03-229

Mo ey L wa

Fume$672663 é/ra

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 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?
Yes No

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

-

Age: ﬁ Ethnic background: L%#?/vtl\_,
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”

(htip://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 PARTICIPANTS

RTBSE-11-1 - PolyHeme®
COMIRSB # 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?

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?

Gender: Male Female

Age: 53 Ethnic background: ﬂ%m

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://'www.denverheaith.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 PARTICIPANTS

RTBSE-11-1 - PolyHeme®
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?

/ "Y:;s ) 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?

( Yes 2 No

4, Do you have any comments or concerns you wish to share with the investigators?
%Mz = (Fine) offutn- Atsiddus Doftcn)

)—_60(/&3 Ha . gnay A@NIL It ppace oA

22 ’ﬂa;i ';72:;1/{ [P / v

Age: 5 / Ethnic background: [&z‘ ggm' b 422 % gﬁa’“ )

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.org and click on “Physician Research”

(http://www.den verhealth.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 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?

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?

1Yes 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?

Fal o

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

W;%cm%.

Age: p() Ethnic background: A mer o Tudia n

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.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 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?

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?

7

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 concermns you wish to share with the investigators?

Age: é_‘l_ Ethnic baclfground: WW/ WW

Gender: Male Female V

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://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 PARTICIPANTS
RTBSE-11-1 - PolyHeme®
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?

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?

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?

Qs> Mo

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

Age: é‘\z Ethnic background: %@%W

Gender: Male Female ﬁ(

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://'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 PARTICIPANTS

RTBSE-11-1 - PolyHeme®
COMIRSB # 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?

@ 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?

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?

Ce2 No

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

" N [« “I \
ot Vele \
Age: 3L Ethnic background: An&\o
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://'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 PARTICIPANTS

RTBSE-11-1 - PolyHeme®
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?

I

es No

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

No

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

3
/ ,
Age: ﬁ Ethnic background: 60 )/A/O - &M/MW\/

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://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.
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FEEBACK FORM FOR PARTICIPANTS

RTBSE-11-1 - PolyHeme®
COMIRSB # 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?

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?

o

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

/%

Age: fz Ethnic background: ﬂwm)

Gender: Male Female 23

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://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.



Minutes record — CCPD
RTBSE-11-1
COMIRSB # 03-229

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

Q: Is Northfield Labs a publicly held company? A: Yes O: Why has it taken so long fo get to this

Doznt? A Enrollment has been much slower secondarv fo the mtormed cansent Qrocess in

as with most drugs, zt won't be looked at until if and when it’s approved for adults adults There are no
plans for that at the current time. Q: Has PolyHeme been used to treat Auto Immune Hemolytic
Anemia. A: Not that I'm aware of- It has been used to treat at least one patient with Sickle Cell
Anemia and Acute Chest Syndrome (Described article published in Transfusion). Q: Will

Jehovah's Witnesses accept it? A: They are allowed to by “The Watchtower” it's based on their
personal conscience. Q: What other hospitals are participating: A: I don’t know Q: Can elective
surgery patients request PolyHeme? A: No — There have been clinical trials in elective surgery
but this is specifically for trauma. Q: When will it be approved by the FDA? A: Unknown if or
when it will be approved. Q: Has it been sent to Europe for testing? A: No. O: When patients got
hypertensive from earlier forms of blood substitutes, how long did it last? A: I don’t know. O:

Any problem with giving PolyHeme to patients who have underlying disease? A: We don 't think
so. but that's why we 're doing the study. To see ifit’s both safe and effective. Q: Is it on

ambulances now? A: No — Not until (if) approved by the IRB. Q: Can we request for our family
members to get PolyHeme if their in need of blood? A: No. It will only be available to trauma

patients treated by Denver health EMS.

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

Meeting Date and Time: Wednesday, June 18, 12:00 p.m.

Group: Respiratory Therapy Students — Pima Medical Institute
Meeting Location: Pima Medical Institute - Samuel Building
7290 W 72" St, Denver

Duration of meeting; Approximately one hour

Investigator assessment;  Positive Minmtes reco

P.I Signature:

Ernest E. Moore, M.D. J
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FEEBACK FORM FOR PARTICIPANTS

RTBSE-11-1 - PolyHeme®
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?

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 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: 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”

(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 PARTICIPANTS

RTBSE-11-1 - PolvHeme®
COMIRB # 03-229
Pima Medical Institute

June 18,2003

Please circle your answers --- - - e
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. 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 . 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?

o
ﬁwﬁm ‘

4. Do you have any comments or mncez%;'ou wish to share with the investigators? o /

reote [Dlesemia Lo, MBI PINOTILGRI VO

Y &

Age: ;Q} Ethnic background: __ (") 0‘\ (=

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”

(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 onlv with affiliated entities



FEEBACK FORM FOR PARTICIPANTS
RTBSE-11-1 - PolyHeme®
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?

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 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?

& (G Y o WYL B A L N f»‘é’&;x;,_g_.,m;"“{ L 2 .0 o

\P\ P“E ‘:a" \w-*‘a«nﬂw ‘:\ q) \\ t‘?‘ M’ﬁaw’hﬂwﬁw’ g S, D b, ;w:ﬁwzﬁﬂm &w‘m
e o A Y- e Y

WM¥~ S Ry «Le“?‘\ 2 €3¢, o 'e-.,_s_.&»ﬁmﬁm S g‘“g,w"'w s
&“’*M» \:“«g% m":& X_,a\ B S F S, 58

Age: /)U Ethnic background: M <mraen !
- T
Gender: Male Female h

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://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 he shared onlv with affilinted entitiec



FEEBACK FORM FOR PARTICIPANTS

™ RTBSE-11-1 - PolyHeme®
COMIRB # 03-229
Pima Medical Institute
) June 18, 2003 ’
= === - Please-circle your answers - - - ccvmoeecomeon cio e sl el
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?

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?

TS

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

~ ¥ P Y g
Age: 7/ &; Ethnic background: M\ :»%”iz’;f L s

3

Gender: Male Female \/‘/n

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://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 onlv with affiliafed entitiec



FEEBACK FORM FOR PARTICIPANTS
RTBSE-11-1 - PolyHeme®
COMIRB # 03-229
Pima Medical Institute
’ June 18, 2003
--—  Please circle your answers - - - — - - G- em m e oo Lo L L L

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
N

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: (‘bﬂ . Ethnic background: Qfﬂ?ﬂvﬁ\m\)

Gender: Male Female v

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://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 onlv with affiliated entities.



FEEBACK FORM FOR PARTICIPANTS

RTBSE-11-1 - PolyHeme®
COMIRB # 03-229

Pima Medical Institute
June 18, 2003 -
- "Please’circleyour answers Tt TE T I oo T e mom e e e

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?

v
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 of concerns you wish to share with the investigators?

-cw_gf\%__m\w. ,

Age;ag ) Ethnic background: L ,Qm(g{ y)

Gender: Male Femalé(

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

All information obtained will be utilized solely for the purpose of documentation of the community consultation portion of

tha alhnve rafaronrad chisdv and enarifie infarmatian vanll ramain in ranfideontial #n he charad anle with affliatad sntifisc



FEEBACK FORM FOR PARTICIPANTS-

RTBSE-11-1 - PolvHeme®~
COMIRB # 03-229 «

Pima Medical Institute * \
] : June 18,2003 © R
= = Please circle your answers - -- - - vmcccse s s
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?

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: 36 Ethnic background: _ W

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”

(hitp://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 anlv with affiliatad entitire



FEEBACK FORM FOR PARTICIPANTS

RTBSE-11-1 - PolvHeme®
COMIRB # 03-229

Pima Medical Institute
June 18, 2003
- Please circle your answers -~ - oo miom s mee e e e T s e

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?

6(9 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 i_n this type of study?

Yes No

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

Age: YD Ethnic background: Lo .

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://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 studv and specific information will remain in confidential. to be shared onlv with affiliaied entities.



FEEBACK FORM FOR PARTICTPANTS

RTBSE-11-1 - PolyHeme®
COMIRSB # 03-229

Pima Medical Institute
June 18, 2003

T ‘Please"cz'rcleyour answers — oovoT o ocmmmo TITTTTTITI T T oTm e s ms s e T T e e e

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?
The henefits of +this dvrial ore
excellent

Age: D9 Ethnic background: C,a LCAQA N
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 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 ahave raferanred ctndv and enerific infarmatinn will ramain in canfidential $n he chared anlv with affiliated entities
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RTBSE-11-1 - PolyHeme®
COMIRB # 03-229

Pima Medical Institute
June 18, 2003
- Please circleyour ANSWEFS = = = =7 s e e e o s e

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?

SORR

N

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?

o

3. Ifa 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: I8 Ethnic background: QA,U\MLM\

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.org and click on “Physician Research”

(hitp://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 onlv with affiliated entities.
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RTBSE-11-1 - Poleeme@
COMIRB # 03-229
Pima Medical Institute

June 18, 2003

" Please—circleyour ANSWEFS -~ —7 Tt me T oo e e

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

No

@i

2. If you were severely injured and bleeding and were being treated by the paramedics in
your commumty, would you want to be enrolled in this type of study7

No

O

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

G}

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

. pd
_Zi Ethnic background: _W n/ M / C.

Gender: Male Female 7<

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://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 ahave referenced emdv and enecific information will remain in confidential fo be chared onlv with affiliated entities.



FEEBACK FORM FOR PARTICIPANTS

RTBSE-11-1 - PolvHeme®
COMIRB # 03-229

Pima Medical Institute
June 18, 2003

- - - Please circleyour answers - - o T T T oI e e S s e e

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

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: Q'Z Ethnic background: h)/’u/fa,

Gender: Male Female QS

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://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 onlv with affiliated entities.



FEEBACK FORM FOR PARTICIPANTS

RTBSE-11-1 - PolyHeme®
COMIRB # 03-229
, o ' " June 18, 2003
~ Please circle your answers -~ — = -ooem e cememc e

Would you support a study such as the one descnbed at thls meeting being conducted

ad and hlaadix
in this community, specxﬁcau ¥s 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?

@ No

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

l1

Age: gf_ Ethnic background: OLUJ--@,CLQ coa

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://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 onlv with affiliated entities.
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RTRBSE-11-1- 'Dnl:yﬂ’nmnti\

FAN Wi Vol MEY AL RRES O

COMIRB # 03-229
Pima Medical Institute
June 18, 2003
- - Please circleyour-answers T Tt ot T Tt mTm mem Tt o T

1. Would you support a study such as the one described at this meeting being conducted

adino natiant
in this community, specifically, a study in which severely injured and bleeding patients

would be enrolled without giving their informed consent?
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?

&

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: Q 2 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”

(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 PARTICIPANTS

RTBSE-11-1 - PolvHeme®
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?

No

S

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

G

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?

e No

@

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

Age: 37 Ethnic background: ﬂﬂé

Gender: Male l[ 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://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.
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RTBSE-11-1 - PolvHeme®
COMIRB # 03-229

Pima Medical Institute
June 18, 2003
- - Please circleyouraizswers T TS Mo gmmoe f s sson oo s e

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?

"

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?

Qo)

4, Do&u have any comments or concerns you wish to share with the investigators?

NN e G , oy Ses

wﬁ‘mmx% S <o cn.saus
\y LU N ' :

Age: L_“S Ethnic background: (oW1 o\ Ca il mdiocs

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://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.
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P RTBSE-11-1 - PolyHeme®
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? -

@ 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?

&
A~

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

Age: _2 U Ethnic background: (' AUA @((JLM
Gender: Male Female ﬁé |

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”

(hitp://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.
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RTBSE-11-1 - PolyHeme®
COMIRSB # 03-229

Pima Medical Institute
June 18,2003 .
'Please circleyour*answers h‘ T T ITTT TTT T TS TemUOTmImammmnos me o ewmmeovomemesomes

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. 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

G

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: §9~ Ethnic background: QQL&L@&}Q A

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”

(hitp://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.
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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?

(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?

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?

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

Zmwe, (Yo, o ewat i wamdoet  Hhose
Wl Rl e vmm% e,

Age: _Z_'_‘!_ | Ethnic background: @f’}%)ﬁfﬁ; (.
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”

(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 PARTICIPANTS

RTBSE-11-1 - PolyHeme®
COMIRB # 03-229
Pima Medical Institute

June 18,2003

Please-circleyour answers - T - TR mmeTmmOme me rmmmememms e mm e e

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?

Yes No

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

Age: _4__ ) Ethnic background: (\ Al CaSiONA

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.denverhealth.org and click on “Physician Research”

(htip://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.
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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: A\.Q Ethnic barjkfound: M

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://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 PARTICIPANTS

P RTBSE-11-1 - PolyHeme®
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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?

O3

No
-~
4. Do you have any comments or concerns you wish to share with the investigators?
T I P ol [ u J 010 (A~
“H’“t)r‘g st Onal LS ¢ &Mee 17‘— 40O
D) _ondoet L. T Quu %,L Alu
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Age: & E ) Ethnic background: {4 Y if)
Gender; Male Female , 2
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”
S -

(http:/rwww. 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.
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FEEBACK FORM FOR PARTICIPANTS

RTBSE-11-1 - PolyHeme®
COMIRB # 03-229

Pima Medical Institute
June 18, 2003
- - Please circleyouranswers TTOT T T T n T e s e e e

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?

(Yo Mo

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?

Yes No

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

Age: ,Q ';)( Ethnic background: (-L)\'\r\c €
G_ender: 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://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.
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RTBSE-11-1 - PolyHeme®
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Pima Medical Institute
' : June 18, 2003
© Please circle your answers - ~- = =« ¢ o e
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

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?

&

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: L@___ Ethnic background: HS)M

‘Gender: Male Female 2_(_ '

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://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.
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1. Would you support a study such as the one described at this meeting being conducted
in this community, specxﬁcally, a study in which severely injured and bleedmg 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?

N

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

P
4. Do you have any comments or concerns you wish to share with the investigators?
Age: / ? Ethnic background: C/’m,, Aol ol
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 org and click on “Physician Research”
o ‘

(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.



Community Consultation

Clinical Trials Coordinator
Denver Health Medical Center

Denver Health
PolyHeme Research Team

¢ Jeffrey Johnson, M.D., Co-Investigator

+ Jim Haenel, RR.T., Surgical Critical Care Specialist

» Jeffrey Long, RR.T., Clinical Trials Coordinator

» Chris Colwell, M.D., Medical Director Paramedic Division
+ Craig Gravitz, EMT-P, RN, BSN, Chief Paramedic

» Jim Manson, NREMT-P Clinical Coord., Paramedic Schoel
+ Dee Martinez, Director, Marketing Communications

Principal Investigator

Emest E. (Gene) Moore, M.D.,
Principal Investigator
Chief of Surgery and Trauma Services
Denver Health Medijcal Center

Study Purpose

To evaluate the life saving potential of a
blood substitute ... when given to
severely injured patients who have
suffered major blood loss ... starting
at the scene of injury.

What is a “Blood Substitute”

Red Blood Cell Substitute

Red Blood Cell
Hemoglobin Based Oxygen Carrier Polymerized
Hemoglobin
PolyHeme®

Primary Function = Transport Oxygen

Beneficial Properties of a Red
Cell Substitute

« Should provide simultaneous volume expansion
and O, carrying capacity

* Should be universally compatible
* Immediately available
« Free of vasoactive properties

+ Free of disease transmission

* Capable of long term storage




PolyHeme® o

”

Glutaraldehyde g

88

Polymers

Side Effects of Tetrameric Hgb

. Hyi:eﬂension (Vasoconstriction)
* Pulmonary Hypertension

» Renal insufficiency

* Gastrointestinal distress

| Vasoconstriction : Role of Nitric Oxide |

Consequences of Acute Blood
Loss
* Decreased Blood Volume
e Decreased Cardiac Output
* Decreased Oxygen Carrying Capacity

e Hemorrhagic Shock

Oxygen Delivery (DO,)
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Oxygen Delivery (DO,)

PolyHeme
* Binds oxygen

* Carries Oxygen
* Releases Oxygen
DO,=Ca0,xCOx 10

Cardiac Qutput (CO)

A
Tachy Brady Preload 1 Contractility

NN o

Tx with Rx or ;; X;L‘”]n’dk
_ . 3 3 rioa educers
Normal = 1250 ml/O,/min cardioversion 3.) Positive Inotropes,
resolution of ischemia
Oxygen Content (Ca0,)
Oxygen Delivery

PaO. FIO,
2\ Mean airway pressure
onny>  LE
80, PEEP

Blood Substitutes

Ca0, = (Hgb x a0, x 1.34 + PaO, x 0.003)
X

PRBC’s

Whole Blood

Cardiac Output
£
10

Equals
Oxygen Delivery to the tissues!!!

Slow >HR>CO/\0302
PAR
N ey " | ™

510,

Hemoglobin Structure ]

Four Subunits
-twoa
- two B
Each bound to
a heme group
containing iron
and are
capable of
binding one
molecule of O,
* One gram
binds 1.39ml 6,

Approximately 64,500 Daltons  200-300 million per RBC

I Oxyhemoglobin Dissociation Curve |

vy e o revs T

o, Sat

50%

PO, (mm He)




What is a “Blood Substitute”

Red Blood Cell Substitute
Red Blood Cell
Hemoglobin Based Oxygen Carrier Polymerized
Hemoglobin
PolyHeme®

Primary Function = Transport Oxygen

What is PolyHeme®?

A blood substitute
... that carries
qff oxygen as od
iciently as stor
Iood, using
hemoglobin ...
derived from
outdated human
blood.

Study Sponsor: Northfield Laboratories Inc.

What are the advantages of
PolyHeme®?

*" Compatible with all
blood types;
therefore it is
immediately
available

* Canbegiven usinga
standard LV. in the
arm

www.northfieldlabs.com

Serious Hazards of Transfusion
Postéranstusion L Transhusion transmitted
Acute lung injury
Gratvshost
disease
\~ Incorract blood
osares romponet
reaction
Acute
transfusion
reaction
Witamsen L, ot L. BOLL 198931E:168, e iroane.

|  Stored RBCs-?TheRisks |

+ Disease Transmission
HIV, HTLY, Hep B/C
* RBC Membrane Compatibility
Hemolytic Reactions
» Allergic Responses
Fever, Rash, Ansphylaxis
* Immunodysfunction
Tumor Growth, Infectlon, MOF
* Compromised 0, Delivery
RBC Deformabllity, 2-3DPG

l Stored RBC:s Fail to Improve Tissue 0,

Doyle et al J Appl Physiol 1990
Marik et al JAMA 1993
Fitzgerald et al Crit Care Med 1997
Parthasarathi etal Am J Physiol 1999
Berezina et al J Surg Res 2002




Why Use PolyHeme®?

To treat blood loss
when stored blood is not available

Blood is not available
in the ambulance

| HBOC:s : Pre-Hospital Care |

Why a Civilian Ambulance Trial?

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

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

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

What is the Standard of Care at the
Scene and in the Ambance

Sterile Salt Water (Saline)

Limitation: Salt water does not carry oxygen

‘Wiithout oxygen ... internal organs do not
function properly ... and severely injured
patients may die

What is the Standard of Care in the
Hospital?

Lactated Ringer’s Flus Banked Blood

A Decade of PolyHeme®
Experience

171 trauma patients at Denver Health have
shown that PolyHeme®

* Carries as much oxygen as blood
(1 unit of PolyHeme® = 1 umit of blood)

* Reduces need for stored blood

* Has replaced up fo two times a person’s
entire blood volume (2 x 10 units = 20 units)
with no organ damage

www.denverhealth.org/TraumaCenter/Polyheme.aspx




How will this Study be Done?

Severely injured trauma patients will be
assigned to either one of two groups
by chance

& Control
Reoeive salt water

How will this Study be Evaluated?

Control Test
Receives Salt Water Receives PolyHeme

Primary Endpoint
Increased Survival at 30 days

Secondary Endpoints
Reduce use of stored blood
Reduce multiple organ faflure
Reduce adverse events

How will this Study be Evaluated?

Control Test
Receives Salt Water Receives PolyHeme

Primary Endpoint
Increased Survival at 30 days

Secondary Endpoints
Reduce use of stored blood
Reduce multiple organ failure
Reduce adverse events

Who Would Be Included in this study?

e At least 18 years old
* Sustained severe injuries
+ Lost a large amount of blood

* Are in “hemorrhagic shock™

What is Hemorrhagic Shock?

Hemorrhagic: Massive blood loss

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

What is the Primary Purpose of
this Presentation?

Application has been made to the
Colarado Multiple Institutional Review Board
to approve an
Exception from Informed Consent Requirements

for this clinical trial.




Informed Consent

Traditionally required for all research studies that
compare two treatments (standard vs. test)

Patients are informed of the potential risks and benefits

associated with treatments
Patients choose whether to participate in the study

Exception from Informed Consent

Patients are enrolled in a research study
without requiring their informed consent

How can that occur?

A federal regulation (21 CFR 50.24), created
in 1996, allows certain studies that meet the
following criteria fo use this exception

« Patients lives must be atrisk

.

. ngtieigatlon in the research could provide a
direct benefit to the patient

+ Patients are unable provide informed consent

* The research could not practicably be carried
out without an exception from in¥o:med consent

+ Potential risks of new treatment are reasonable
+ Available treatments are not satisfactory

Potential Benefits of PolyHeme®

Increase the likelihood of survival because:
» Immediately available
* Carries oxygen to vital organs
* Reduces the need for stored blood

Potential Risks of PolyHeme®
« Rash

* Increased blood pressure
¢ Kidney or liver damage

Viral infection (HIV, hepatitis, etc.)

* Unforeseen

Data Safety Monitoring Board

*» 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.

Right of Refusal

Subjects who wish to not be included in this
elinical trial, may indicate their preference
not to participate by means of a "Medic
Alert” bracelet, or a signed note kept with
their identification.




For Further Information or to
offer opinion, please contact:
Jeffrey S. Long, RR.T. Emest E. Moore, M.D.

Clinical Research Specialist ~ Chief, Trauma Surgery
Department of Surgery Principal Investigator

777 Bannock St. 777 Bannock St

DMail Cg‘g %284 Mail Code 0206
enver, Denver, CO 80204
303-436-7906 303-436-6558

Jeff.Long@dhha.org Emest.Moore@dhha.org

For Further Information or to
offer opinion, please contact:
www.denverhealth.org
then click on “Physician Research”
(www.denverhealth.org/
TraumaCenter/Polyheme.aspx)
Or

www.northfieldlabs.com

Questions
or
Comments?




