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Summary of PIP Meeting at Southwest Multi-service Center on 4/24/07

Approximately 50 community members were present for a regular meeting of PIP. Athena
Baldwin provided handouts with a written description of the study, gave a short 5 minute
description of the study, and briefly answered several questions. At the end of the meeting
35 of the participants returned the survey.

The questions that were asked and/or comments that were made included the following:

“Is this drug FDA approved?”
Dr.Baldwin answered that Epo is FDA approved to treat chronic anemia associated with
cancer, HIV, and chronic renal failure

“Doctors give drugs all the time without permission. If this is FDA-approved, why do you
need permission for this?”

Dr. Baldwin answered that although a physician can prescribe Epo for an off label
indication like traumatic brain injury, they would not be likely to do so unless there is a
study like this demonstrates that it improves outcome.

“Can it help drowning victims?”
Dr. Baldwin answered that it might also protect the brain after drowning, but it has not
been studied.

’ “Can it be used on children?”
Dr. Baldwin answered that Epo can be given to children, but chlldren under the age of 15
are not included in this study.

“So once this study is done, will you have to give placebo anyr'nore?”v
Dr. Baldwin answered that once the study is complete, if the study showed that Epo
improved neurological outcome, then Epo could be given too all patients.

“Can the family request to not get the placebo?”

Dr. Baldwin answered that it would not be possible to request that a patient not be given
the placebo. If they participate in the study, then there would be a 50:50 chance of
receiving the placebo.

“So are you making a list of people who would want to be in the study?”

Dr. Baldwin answered that we are asking people for their opinions about enrolling patients
in this study, in particular whether they would be willing to have this done in their
community.

“I'm gonna put a tatoo on my arm that says "Yes, I want Epo!"”

“Well, all that extra attention you get being in a study is definitely worth mentioning - even
if you only get placebo!”
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BEN TAUB
@ GENERAL =

HOSPITAL

Medicat Director, NICU Department of Neurosurgery

m&‘: 77030 Claudia S. Robsitson, M.O.

phone: (713) 793-2792 Professor

FAX: (713) 768-8063 3;9 Swib 750
Houston, Tw 77030
phane: (743) 798-4696
FAx. (713) 798-3739

email: claudiar@bem.

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: /‘a’l/" "7

Please circle one answer for each question.

1. Do you understand the study?

Strongly agree Agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent?

Strongly agree (: S Dlsagree S{rongly dlsagme

3. Do you understand that patients will be randomly assigned to receive erythropoictin or
placebo?

Strongly agree Agree @ Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythrepoietin?

( Strongly agree ) Agree Disagree Strongly disagree

5. Are you willing for this study to be done in your community?

@ Agree Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?

Strongly @ Agree Disagree Strongly disagree

% JW{A&&,I?M Q_Jopfgu,g_;
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BEN TAUB %ﬁk’r
@ Bt BCM 5.

HOSPITAL

Madical Director, NICU Department of Nsurosargery
1504 Taub Loop N
Houston, Texas 77030 Clautia S. Robertson, M.O.
phone: (713) 793-2792 Professor

EAX:  (713) 798-8063
1708 Dryden, Suite 750
MS: BCM 650
Houston, Texas 77030
phone: (713) 7984596
FAX: (713) 798-3739
emai: daudiar@bem.imc.edu

Commanity Consultation Survey for
Erythropeietin Clinical Trial

Date of Meeting: 4/&"/07
Please circle one amswer for each question.

1. Do you understand the study?

Strongly agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent?

Strongly agree @ Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoictin or
placebo?

Strongly agree @ Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Strongly agree Agree Disagree Strongly disagree
5. Are you willing for this study to be donc in your community?

Strongly agree  {, Agree Disagree Strongly disagree

6. Would you be willing to participate in the stody if you were to have a head injury?

Strongly agree Disagree Strongly disagree
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@ CENERAL BCM &5
HOSPITAL of Medicine

Medical Director, NICU itment of

1504 Taub Loop Depa Neurosurgery
Houston, Taxas 77030 Claudia S. Robertson, M.D.
phone: (713) 793-2792 Professor

FAX:  (713) 793-8063
1709 Dryden, Suite 750
MS: BCM 650
, Texas 77030
phone: (713) 708-4696
FAX: (713)798-3739
emait: claudiar@bem.tme.edy

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: 0'7/ ""; ‘7/”0-7

Please circle one answer for each question.

1. Do you understand the study?

Strongly agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent? '

Strongly agree Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
"placebo?

Strongly agree @ Disagree Strongly disagrec

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Strongly agree Disagree Strongly disagree

5. Are you willing for this study to be done in your community?

Strongly agree Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?

Strongly agree Agree Disagree Strongly disagree
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BEN TAUB P

GENERAL s BCM Bajor
HOSPITAL ' A [ﬁ ine
m?m Loop new Department of Neurosurgary
phone: (73“3’,“793727’32 Claudia S, Robertson, M.D.,
FAX:  (713) 798-8083 Professor

1709 Dsyden, Suite 750
MS: BCM 650
Houston, Texas 77030

phone: (713) 798-4696
FAX:  (713) 796-3729
emait daudian@bem.tme.edu

Community Consultation Survey for

Erythropoietin Clinical Trial

Date of Meeting: I// Z /7

Please circle one answer for each question.

1. Do you understand the study?
Strongly agree @ Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without

their consent?

Strongly agree ﬂ:gree / Disagree Strongly disagree
3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?

Strongly agree @:ér/ec? Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardiess
of whether or not they receive erythropoietin?

Strongly agree , 7 “Agree Disagree Strongly disagree

s,

5. Ave you willing for this study te be done in your community?

Strongly agree @ Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?

Strongly agree gree A Disagree Strongly disagree
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@ Bon ~ BCME&.

HOSPITALN y eormentof Nesuger
1504 ::ul; m Claudia S. Robertson, M.D.
Houston, 77030 Prufessor
phone: (713) 793-2752
FAX: (713) 795-8083 1709 Dryden, Suits 750
MS: BCM 650
Houston, Texas 77030
phone: (713) 7964695

FAX: (713)798-3739
email; claudian@bem imc.edu

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: 4hy0%T
Please circle one answer for each question.

1. Do you anderstand the study?

Strongly agree ( Agry Disagree Strongly disagree
2. Do you understand that most of the patients will be enrolled in the study initially without °
their consent? . v .

Strongly agree Agree Disagree Strongly disagree .,

,f"'// . 3
3. Do you understand that patients will be randomly assigned to receive erythropoieﬁli or
placebo?
Pt :
Strongly agree &Ag} Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Strongly agree ( Ai;y? Disagree Strongly disagree

5. Are you willing for this study to be done in your community?

Strongly agree Agreg/ Disagree Strongly disagree

6. Would you be willing to participate in the study if yoa were to have a head injury?

Strongly agree ~ &g;e@ Disagree Strongly disagree

- /;
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@ i - e
HOSPITAL BCM Ve

1504 Taub Loop Department of Neurosurgery
Houston, Texas 77030

¢ (713) 7932792 Claudia 8. Robertson, M.0.
FAX.  (713) 798-8063

1709 Dryden, Suite 750
MS: BCM 650

Houston, Texas 77030
phone: (713} 7984696
FAX: (713) 7883738
email: claudiar@bem.tme.edu
Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: '7’/2—‘7/ 0 ?’

" Please circle one answer for each question.

1. Do you understand the study?

Strongly @ Agree Disagree Strongly disagree
~

e e

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent?

Strongly agree Agree - Disagree Strongly disagree :
w )

3. Doyou understand that patients mll be randomly assigned to receive erythropoietin or
piaeebo"

Strongly agree \ Agree Disagree Strongly disagree
R ’

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or net they reccive crythropoictin?

~
Strongly agree ; Agree Disagree Strongly disagree

5. willing for this study to be done in your community?
e .
S +  Agree Disagree Strongly disagree
ongly sgree

6. Would you be willing to participate in the study if you were to have a head injury?

Strongly agree Agree Disagree Strongly disagree
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BEN TAUB ]
GENERAL College

HOSPITAL
Madical Director, NICU Department of Neurosurgery
1504 Taub Loop

7 Claudia S. Robertson, M.D.
Houston, Texas 77030

phone: (713)%2792
- 1 8063
FAX: (13) 1709 Dryden, Suite 750
MS: BCM 650
Houston, Texas 77030
phone: (713) 798.4695
FAX:  (713)798-3739

email: claudiar@bcm.ime.edu.
Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting:_4 /1 ¥/ (0%

Please circle one answer for each question.

1. Do you understand the study?

oD . )
Strongly agree IAgreg«" Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent?

Strongly agree @ Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?

f‘ \
Strongly agree @ Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Strongly agree @ Disagree Strongly disagree

5. Are you willing for gu study to be done in your community?

Strongly agree i Agree Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injary?
@gly agree ) Agree Disagree Strongly disagree

7
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BEN TAUB '

CENeRAL BCM &
HOSPITAL , ofdi»‘é%‘m

Madical Director, NICU

1504 Taub Loop . Department of Neurosurgery
, Texas 77030
phone: {713) T93.2792 Claudia S. Robertson, M.D.

FAX.  (713) 798-8063
1708 Dryden, Suite 750
MS: BCM 650

emai: daudianf@bem.ime.edu

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeﬁng:__%_L
Please circle one answér foreach question.

1. Do you understand the study?

Strongly agree @ Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without

their consent?
-;S\lrongty agree Agree Disagree Strongly disagree
3. Do you understand that patients will be randomly assigned to receive erythropoictin or
placebo?
; / -
Strongly agree Agree Disagree Strongly disagree

4. Do you understand that all patients will reccive standard care for head injury, regardiess
of whether or not tkey reeuve erythroponetm"

Strongly agree Ag Disagree ' Strongly disagree

S/

" 5. Are you willing for this study to be dene in your community?
. o —TT )
" Strongly agree Agree Disagree Strongly disagree
6. Would you be willing to participate in the study if you were to have a head injury?
T

. N .
Stongly agree  { Agree j Disagree Strongly disagree
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HOSPITAL
Medical Direclor, NICU Department of Neurosurgery
1504 TaubLoop Claudia 5. Robertson, M.D.

phone: (113) 7932792
FAX:  (713) 798-8063

MS: BCM
W'TMTW
phone: (713)

FAX: (713)798-3738
email: claudiargibem.tme.edy

Community Consultation Survey for
Erythropoietin Clinical Trial
Date of Mecting:__L\ME.S By 24 f 2ol

Please circle one answer for each question.

1. Do you understand the study? ‘
@ Agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent?
——
trongly Agree Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropeietin or
placebo?

trongly agree Agree Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Agree Disagree Strongly disagree

5. Are you willing for this study to be done in your community?

Agree Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have 2 head injury?

\ i
Strongly agree Agree @ Strongly disagree

¢ \-—-9 ot EFo Anﬁ%'«hvt(y
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BEN TAUB | or
i BCM &
HOSPITAL 9 e

Medical Diractor, NICU rtment of Neurosurg
1504 Taub Loop Depa s
Houston, Texas 77030 Claudia 5. Robertson, M.D.
phone: (713) 793-2792 Professor
FAX:  (713) 798-8063
1709 Dryden, Suite 750
14S: BCM 650
Houston, Texas 77030

phone: (713} 798-4896
FAX:  (713) 798-3739

emaill: claudias@bem.tmeedy
Community Consultation Survey for
Erythropoietin Clinicat Trial
Date of Meeting: ﬁ?wl 15, v
Please circle onc answer for each question.
1. Do you understand the study?
Strongly agree Agree Disagree Strongly disagrée

2. Do you understand that most of the patients will be enrolled in the study initially witheut
their consent? : ) )

Strongly agree @ Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo? - . : .

fl}ongly a|

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they reccive erythropoietin?

Agree Disagree Sti'(mgly disagree

trongly Agree Disagree Strongly disagree

5. Are you willing for this study te be done in your community?

trongly agres Agree Disagree Strongly disagree

6. Would you be willing-te-participate in the study if you were to have a head injury?

Strongly agree

10

Disagree Strongly disagree
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HOSPITAL of Meiine

Medical Director, NICU Department of Neurnsurgery
1504 Taub Loop )

Houston, Texas 77030 Claudia S. Robertson, M.D.
phone: {713} 793-2762 Professor

FAX:  (713) 798-8063
1700 Dryden, Suite 750
045 BCM 650

Houston, Texas 77030
phona: (713) 798-4696
FAX: (713) 798-3739
emall: claudiar@boem.tmc.edu

Community Consultation Survey for

Erythropoietin Clinical Trial
Date of Meeting: q-24- 07
Please cirele one answer for each question.
1. Do you anderstand the study?
Strongly agrec g;;c Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without

their consent?

Strongly agree @rﬁe) Disagree Strongly disagree
3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo? :

Strongly agree Agree Disagree Strongly disagree

4. Do yon understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?
~

Strongly agree Agtee Disagree Strongly disagree

5. Are you willing for this y to be done in your community?
Strongly agree Agree Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?

Strongly agree Agree Disagree Strongly disagree

11"
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Surveys Returned for 4/24/07 PIP Meeting at SouthweSt Multi-service Centerv,v'pg'. 12

e s i 5 S e i i A

BEN TAUB | PHEN
@ B BCM .

HOSPITAL

Medicat Director, NICU Department of Neurosargery

1504 Toub Loop

Hrotton, Texas Ciaudia S. Roberison, M.D.
- (713) 7932792 Protessor

FAX: (713)798-8083

MS: BCM 650
Houston, Texas 77030
(713) 7984696
FAX:  (713) 7983738
m .
Commueity Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: Lf/ 2 ‘7‘/ 0 ,l
Please circle one answer for each question,
1. Do you understand the study?

Strongly agree Agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent? .

Strongly agree Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo? - '

Strongly agree @ Disagree Strongly disagree

4. Do you understand that all paticnts will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

@ Agree Disagree Strongly disagree

5. Are you willing for this study to be done in your community?

@ Agree Disagree Strongly disagree

6. Would you be willing to participate in the study if yon were to have a head injury?

Strongly agree Disagree Strongly disagree
12
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Surveys Returned for 4/24/07 PIP Meeting at Southwest Multi-service Center, pg. 13

NS | BCM &
Co )
HOSPITAL of Medticine

Medical Director, NICU De, o

1504 Tavo Loop partment of Neurcsurgery
Houston, Texas 77030 : Claudia S. Robartson, M.D.
phore: (713) 7932782 Professor

FAX: (713) 708-8063 .
1709 Dryden, Suite 750
MS: BOM 650

emalt: cisudiar@bem ime edu
Community Consultation Survey for
Erythropoietin Clinical Trial
Date of Meeting: ‘/‘9‘/ -0/
Please circle one answer for each question.
1. Do you understand the study?
Strongly Agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolied in the study initially without
their consent?

@gﬁe Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoictin or
placeho?

C@& Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Strongly agree Agree Disagree Strongly disagree

3. Are you willing for this study to be done in your community?

Agree Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?
Strongly Agree Disagree Strongly disagree

13
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Surveys Returned for 4/24/07 PIP Meeting at Southwest Multi-service Center, pg. 14

@ e o

Medical Dirscler, NICU Department of Neurosurgery
1504 Taub Loop

Houston, Texas 77030 Claudia S. Robertson, M.D.
phone; (713) 763-2792 Professor

1709 Diydan, Suite 750

MS: BCM 650

Houston, Texas 77030
phone: (713) 798-4696

FAX:  (713) T99-3739
email: caudiar@bem tmc.edu

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: " / ’U'l c}
Please circle one answer for each question.

1. Do you understand the study?

Strongly agree Agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without

their consent?

Strongly agree ! Agree} Disagree Strongly disagree
3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?

Strongly agree Agree | Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Strongly agree Agree Disagree - Strongly disagree

5. Are you willing for-this study to be done in your community?

Strongly agree Agree Disagree Strongly disagree

be willing to participate in the study if you were to have a head injury?

Agree Disagree Strongly disagree
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Surveys Returned for 4/24/07 PIP Meeting at Southwest Multi-service Center, pg. 15

o BCM %
@ HOSPITAL of Medicine
Department of Neurosurgery

Medica! Director, NICU

1504 Taud Loap
Houston, Texas 77030 Claudia S. Robertson, M.D.
phone: (713) 793-2792 Professor
FAX:  (713) 788-8063
1708 Deyden, Suite 750
MS: BCM €50

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting; (// y. V/ 27

Please circle one answer for each question.

1. Do you understand the study?
Strongly Agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without ’
their consent? -

/Sirongly agree ) Agree Disagree Strongly disagree

3. Do you understand that paticnts will be randomly assigned to receive erythropoietinhr
placebo? :

/ Strongly agree >Agree Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

ﬁtrongly agree Agree Disagree Strongly disagree

5. Are you willing for this study to be done in your community?
( . Strongly agree / Agree Disagree Strongly disagree
6. Would you be willing to participate in the study if you were to have a head injury?

@gly agree ) Agree Disagree Strongly disagree

15
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Surveys Returned for 4/24/07 PIP Meeting at Southwest Multi-service Center, pg. 16

BEN TAUB léglor
@ GENERAL 5 qlﬁ. .

HOSPITAL

Medicat Director, NICU Department of Neurosurgery

1504 Taub Loop

Houston, Texas 77030 Claudia S. Robertson, B.O.

phene: (713) 793-2792 Professor

FAX:  (713) 796-8083
1709 Diyden, Suite 750
MS: BCM 650
Houston, Texas 77030
phone: (713) 758-4698
FAX:  (713) 758-3738
emall: claudiargbem tm.

Community Consuitation Survey for

Date of Meeting; L{'/ rl 4%:"‘”%‘ Ctinical Trial

Please circle one answér for each question.

1. Do you understand the study?

- Strongly a% . Agree Disagree Strongly disagree
N‘\\-..

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent? :

Strongly agree (@ - Disagree Strongly diségree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or

Strongly agree Disagree Strongly disagree

4. Do you understand that all patients will reccive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Strongly agree @ Disagree Strongly disagree

5. Are yon willing for this study to be done in your community?

Strongly agree @ Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have 8 head injury?

Strongly agree ;@ Disagree Strongly disagree

16
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Surveys Returned for 4/24/07 PIP Meeting at Southwest Multi-service Center, pg. 17.

iy - BCM &
@ HOSPITAL OImm

Medical Director, NICU . Department of Neurosurgery
1504 Taub Loop

Houston, Texas 77030 Claudia S. Robertson, M.D.
phone: (713) 793-2792 Professer

FAX: (713) 798-8083
1709 Dryden, Sulte 750
MS: BCM 650
Houston, Texas 77030
phone: (713) 798-4696
FAX: (743) 7983739
email: claudiar@bom.tme.edu

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: ?’j‘?_},{& J
Please circle one answer for each question.

1. Do you understand the study?

Strongly agree  CAgree Disagree Strongly disagree
2. Do you understand that most of the patients will be enrolled in the study initially without
their consent?

Strongly agree G-gry Disagree - Strongly disagree
3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?

Strongly agree  Agree Disageie Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Strongly agree @ Disagree Strongly disagree
5. Are you willing for this study to be done in your community?
Strongly agree Agree Disagree Sirongly disagree
6. Would you be willing to participate in the study if you were to have a head injury?

Strongly agree @ Disagree Strongly disagree

17
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Surveys Returned for 4/24/07 PIP Meeting at Southwest Multi-service Ce_liter; pg. 18

Medical Dissctor, NICU ~ Department of Neurosurgery
1504 Taub Loop .
Houston, Texas 77030 Claudia 8. Roberison, M.D.
phone: (713) 793-2792 Professor

FAX. (713) 798-8063
. 1709 Dryden, Sulte 750
MS: BCM 650
Houston, Texas 77030
phone: (713) 708-4696
FAX: (T13) 7983730

emaik: dudiuebwumc.edu .

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: ((-o’z &0 7

Please circle one answer for each question.

1. Do you understand the study?

Strongly agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent?

Strongly agree Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?

Strongly agree Disagree Strongly disagree

4. Do you understand that ail patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Strongly agree Disagree Strongly disagree

5. Are yomyilling for this study to be done in your community?

Agree  Disagree Strongly disagree

Agree Disagree Strongly disagree

b
[
Fily

@ HOSPITAL | °ﬂ~ﬁd"=,«;
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Surveys Returned for 4/24/07 PIP Meeting ai iSouthwest Multi-service Center, pg. 19

P

BEN TAUB 3 Ba
@ B BCM .
HOSPITAL 9

Madical Director, NICU Department of Neurosurgery
1504 Taub Loop

Houston, Texas 77030 Claudia S. Robertsor, M.D.
phone: (71 3) 793-2792 Professor

FAX:  (713) 798-8063
1708 Dryden, Suits 750
MS: BCM 650
Houston, Texas 77030
phone: (713) 7808-4606
FAX: {713) 798-3738
emat: claudiarghbem.tme.edy

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: ‘/ /)- ‘f/U ‘7

Please circle one answer for each question,

1. Do you understand the study?

SW Agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent?

»-»——"’-ﬂ-\\
w Agree Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?

@ Agrec Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

@ngly agree Disagree Strongly disagree

S. Are yguviﬂingfor this study to be done in your community?

trongly agree Agree Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?

trongly agree i Agree Disagree Strongly disagree
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Surveys Returned for 4/24/07 PIP Meeting at Southwest Multi-service Center, pg. 20

B BCM %
HOSPITAL FMcine

Medical Director, NiCU Department of Neurosurgery
1504 Taub Loop

Houston, Texas 77030 Claudia 3. Robertson, M.D.
phona; (713) 793-2192 Professor

FAX. (713) 753-8063
1709 Dryden, Suite 750
MS: BCM 650
Houston, Texas 77030
phone: (713) 798-4696
FAX:  (713) 798-3739
emai; daudiar@bem.tme.edu

Community Consuitation Survey for
Erythropoietin Clinical Trial

Date of Meeting: H ’?‘/—'ﬂ/

Please circle one answer for each guestion.

1. Do you understand the study?

@ Agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without :
their consent? )

Stmngly agree Agree Disagree Strongly disagree

3.Do you understand that paticnts will be randomly assigned to receive erythropoietin or
place )

trongly Y Agree Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
gther oot they receive erythropoietin?

Disagree Strongly disagree

willing to participate in the study if you were to havea head injury?
gly a Disagtee Strongly disagree
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Surveys Returned for 4/24/07 PIP Meeting at Southwest Multi-service Center, pg. 21

BEN TAUB Baylor
GENERAL BCM &&.
@ HOSPITAL wﬁ“"‘

Medicat Diector, NICU Department of Neurosurgery
1504 Taub Loop
Houston, Texas 77030 Claudia S. Robertson, M.O.
phane: (713) 793-2792 Professor
FAX:  (713) 793-8083

1709 Dryden, Suita 750

MS: BCM 850

Houston, Texas 77030
phone; (713) 788-4696
EAX:  (F13)798-3738.

email; claudiar@bem.tme.edu
Community Consultation Survey for
Erythropoietin Clinical Trial
Date of Mesting: /2 & /07
Please circle one anéwer for ekch question.
1. Do you understand the study?
Strongly agree - Agree Disagree Strongly disagree
C.
2. Do you understand that most of the patients will be enrolled in the study mmally without
their consent?
t Sn'ongly agree Agree _ Disagree Strongly disagree

3.Do ybu undelstand that patients will be randomly assigned to receive erythropoietin or
placebo? . i ‘

“ Stronglyagzle Agree .- Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive exythropoictin?

Strongly agree Agree Disagree Strongly disagree
— :
5. Are you willing for this study to be done in your community?
\‘\S{ongly agree Agree Disagree Strongly disagree
e S
6. Would you be willing to participate in the study if you were to have a head injury?
//':_—:A v
. Strongly agtée - Agree Disagree Strongly disagree

s
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Surveys Returned for 4/24/07 PIP Meeting at Southwest Multi-service Center, pg. 22

HOSPITAL | e e

Medical Disector, NICU

1504 Taub Loop Department of Naurosurgery
Houston, Texas 77030 ;
phone: (713) 793-2792 m: Robenson, M.D.
FAX: (713} 798-8063
1709 Dryden, Suite 750
MS: BCM 650

Houston, Texas 77030
phone: (713) 7984696
FAX: - (713) 7983739
email: claudian@bom

Community Consultatien Survey for
Erythropoietin Clinical Trial

Date of Meeting: H-av-0] .
Please circle one answer for each question.

L. Doy derstand the study?

Agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without
thei ent?

Agree Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?

Stronm Agree Disagree Strongly disagree

4. Do you understand that all patients will reccive standard care for head injury, regardless
of whether or not they receive erythropoietin?

(oo

5. Are you willing for this study to be done in your community?

gree Disagree Strongly disagree

Strongly agree y Agree Disagree Strongly disagree
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Surveys Returned for 4/24/07 PIP Meeting at Southwést' Multi-service Cenkter,bp‘g.' ‘23

BEN TAUB | Bagor
@ B BCM .

HOSPITAL R
ekt Tokes 77030 Clauia 5. Robertsan, MD.
phone: (713) 783-2792 Professor
FAX:  (713) 7868083 1708 Dryden, Sule 750
MS: BCM 650
Houston, Texas 77030

phone: (713) 796-4606
FAX: gminssm
emak: claudisrgbem.tmc.edu

Community Consultation Survey for
Erythropoietin Clinical Trial

Dat; of Mecting: 4’ Z %ﬂ Q

Please circle one answer for each question.

1. Do you understand the stady?

Strongly agree Agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent? :
Stmnglyn:\ Agree Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?

Strongly agree @ Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Strongly agree r@re_e/ Disagree Strongly disagree

5. Are you willing for this study to be done in your community?

Strongly agree Disagree - Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injory?

Strongly agree Agree Disagree Strongly disagree
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Surveys Returned for 4/24/07 PIP Meeting at Southwest Multi-service Center, pg. 24

HOSPITAL ofvidcine

Medical Director, NICU Depatment of Neurosurgery
1504 Taub Loop

Houston, Texas 77030 Claudia S. Rebertson, M.D.
phore: (713) 793-2792 Professor

FAX: (713) 798-8063
1709 Dryden, Suite 750
MS: BCM 650
Houston, Texas 77030
phone: (713) 798-4686
FAX:  (713) 7983739
emsil: claudizn@bem.tme.edu

Community Consultation Survey for
" Erythropoietin Clinical Trial

Date of Meeting: L'\\Q"\\O‘-\

Please circle one answer for each question,

1. Do you understhnd the study?

Strongly agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent? :

Strongly agrec Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?

Strongly agree Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardiess
of whether or not they receive erythropoietin?

Strongly agree Disagree Strongly disagree

S. Are you willing for this study to be done in your community?

Strongly agree Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?

@ Agree Disagree Strongly disagree

24
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Surveys Returned for 4/24/07 PIP Meeting at Southwest Multi-service Center, pg. 25

iy BCM &
@ HOSPITAL Wﬁm

Medicai Director, NICU Department of Neurosurgery
1504 Taub Loop

Houston, Texas 77030 Claudia S. Robertson. M.D.
phona: (743) 793.2792 Professor

FAX:  (713) 798-8063
1709 Dryden, Suite 750
MS: BCM 850
Houston, Texas 77030
phone; (713) 796-4696
FAX: (713) 7983739

emalk: claudiar@bem.tme.edu
Community Consultation Survey for
Erythropoietin Clinical Trial
Date of Meeting: L\\a"\\u?
Please circle one answer for each question.
1. Do you understand the study?
Strongly agree ‘Egree S Disagrec Strongly disagree

2. Do you understund that mest of the patients will be enrolled in the study initially without -
their consent? . -

Strongly agree ‘@ Disagree Strongly disagrec

3. De you understand that patients will be randomly assigned to receive mthmpohﬁ‘ or
placebo?

Strongly agree Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Strongly agree Agree Disagree Strongly disagree

5. Are you willing for this study to be done.in your community?
Strongly agree ‘@ Disagree Strongly disagree
6. Would you be willing to participate in the study if you were to have a head injury?

Strongly agree Disagree Strongly disagree

s
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Surveys Returned for 4/24/07 PIP Meeting at Southwest Multi-service Center, pg. 26

ot BCM 5
Col

HOSPITAL o Mehcne

et oot e

Houston, Texas 77030 Claudia S. Robertson, M.D.
phone: (713) 793-2792 Professor )
FAX:  (713) 798-8063
1709 , Suite 750
MS: B%
Houston, Texas 77030
phone: (713) 768-4696
FAX:  (712) 796-3739

emai: claudian@bom.ime. edu
Community Consultation Survey for
Erythropoietin Clinical Trial
Date of Meeting:___&f / ?\h/ 27
Please circle one answek for eich question.
1. Do you understand the study?
Strongly agree M Disagree Strongly disagree
2. Do you understand that most of the patients will be enrolled in the study iﬁiﬁally without
their consent? o o
Strongly agree @ Disagree Strongly disagree

3. Do you understand that patients wxll be randomly assigned to receive erythropoietin or
placebo?

Strongly agree @ Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Strongly agree " Disagree Strongly disagree

5. Are you willing for this study to be done in your community?
Strongly agree @ Disagree Strongly disagree
6. Would you be willing to participate in the study if you were to have a head injury?

Strongly agree @ Disagree Strongly disagree
26
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Surveys Returned for 4/24/07 PIP Meeting at Southwest Multi-service Center, pg. 27

HOSPITAL
Medical Director, MICU Depantment of Neurosurgery
1504 Taub Loop "

77030 Claudis S. Robertson, M.D.
Houston, Texas

B G s
AX: 13)
F n3) 1709 Dryden, Suita 750
MS: BCM 650
Houston, Texas 77030
phone: (713) 7984696
FAX: (713)798-3739

email: claugiar@bem.tme.adu
Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: 42 v
Please circle one angwer for each question,
1. Do you understand the study?

Strongly agree  ( Agr;en )] Disagree Strongly disagree
2. Do you understand that most of the patients will be enrolled in the study initially without
their consent? )

Strongly agree Agree 'Disagree Strongly disagree
3. Do you understand that paticnts will be randomly assigned to receive erythropoietin or
placebe?

Strongly agree Agree; Y Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Strongly agree Agn;e . Disagree Strongly disagree
5. Are you willing for this study to be done in your community?
Strongly agree Agré; 3 Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?

Strongly agree Agree Disagree Strongly disagree
2z
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Surveys Returned for 4/24/07 PIP Meeting at Southwest Multi-service Center, p)g."28

Coll S
HOSPITAL | ofMedicine
Madical Director, NICU Dapanment of Neurosurgery < B

phone: (713) 783-2792
FAX. (713)796-8063

Community Consaltation Survey for
Erythropoietin Clinical Trial

Date of Meeting: l//‘iq /0 7‘

Please circle one answer for each guestion.

s

éﬁongl,@ Agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolied in the study initially without
their e@»_q;ent?

@ Agree Disagree Strongly disagree

SR

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?

* —" ~ -
‘K mSmmgly as;}e Agree Disagree . Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

@mly agrcc'} Agree Disagree Strongly disagree
s . .
S. Are yoﬁ willing for this study to be done in your community?
a ( - h )
/ Strongly agree) Agree Disagree Strongly disagree -

Ft}rﬁl’dynn be willing to participate in the study if you were to have a head injury?

[ Stongly agreg Agree Disagree Strongly disagree

28
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Surveys Returned for 4/24/07 PIP Meeting at Southwest Multi-service Center, pg. 29

BEN TAUB ' Baylor
@ GENERAL M

HOSPITAL

Medicat Director, NICU Departmant of Neurosurgery
m“%&&" 77030 : Ciaudia . Robertson, M.D.
phone: (713) 793-2792 Professor
FAX:  (713)798-8063 1703 Dryden, Suite 750
MS; BCM 650
Houston, Texas 77030
{713) 798-4696

FAX: (713) 798.3739
emall: caudisr@bem.pnt.

Community Consultation Survey for

Erythropoietin Clinical Trial
Date of Meeting: ht
Please circle one answer for each question.
1. Do you understand the study?
rongly agree’  Agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent?

Apgree Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?

Agree Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoictin?

g : ree Agree Disagree Strongly disagree

5. Are you willing for this study to be done in your community?

@ Agree Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?
Agree Disagree Strongly disagree

25
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Surveys Returned for 4/24/07 PIP Meeting af Southwest Multi-service Center, pg. 30

(i

@z  BOME

HOSPITAL

Madical Director, NICU Department of Neurosurgery

-~ T@}Lmnoao Claudia S mn, MO
Professor

phone: (713) 793-2792
EAX:  (713) 796-8063

phone: {713) 796-4688
FAX:  (713) 798-3739
email: claudiar@bem.ime.edu

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: 0 ¥ - £ O
Please circle one answer for each question.

1. Do you understand the study?

Strongly agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent?

Strongly agree Disagree " Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?

Strongly agree Disagrec Strongly disagree

4. Do you understand ﬁat all patients will receive standard care for bead injury, regardless
of whether or not they receive erythropoietin?

Strongly agree Agree Disagree Strongly disagree

5. Are you willing for this study to be done in your community?

Strongly agree gree Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?

Agree Disagree Strongly disagree
3
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Surveys Returned for 4/24/07 PIP Meeting at Southwest Multi-service Center, pg. 31

@ oo o5

Medical Director, NICU Dapartment of Neurosurgery
1504 Taub Loop
Houston, Texas 77030 Claudia $. Robertson, M.D.
phone: (713) 793-2792 Professor
FAX:  (713) 768-8063
1709 Dryden, Suite 750
MS: BCM 650
Houston, Texas 77030

phone: (713) 7984696
FAX: (713) 788-3738

email: claudiargbem tmc.edu
Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: “‘B—‘ \O—‘\’
Please circle onc ansiver for each question.

1. Do you understand the study?

-~ R

; Strongly agree Agree Disagree Strongly disagree

~ .

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent? ' ) o

Strongly agree Agree ‘ Disagree Strongly disagree '

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?

Strongly agree ’ Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they veceive erythropoietin?

Strongly agree Agree Disagree Strongly disagree

5. Are you willing for this study to be done in your community?

@ Agree Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?

trongly a% Agree Disagree Strongly disagree

3
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BEN TAUB ' B
® 2t BCM .

HOSPITAL

Medical Director, NICU Depariment of Neurosurgery
1504 Taub Loop

Houston, Texas 77030 Claudia S. Robertson, M.D.
phone: (713) 793-2792 Professor

FAX:  (713) 798-8083

) ngs myuan. Suite 750
M
Houston, Tons 77030
phone: (713) 7984696
FAX: (713) 708-3739
email: claudiarg@dbom.tme.edu
Community Cousultation Survey for
Erythropmeﬁn Clinical Trial
Date of Mecting: L‘ \ Q‘l" ‘ C
Please circle one answer for each question.
1. Do yau understand the study?
&Q/agr} Agree Disagree Strongly disagree
2. Do you understand that most of the patients will be enrolled in the study initially without
their consent?
A
Strongly agree gree | Disagree Strongly disagree
3. Do you understand that patients will be fandomly assigned to reccive erythropoietin or
placebo?
Strongly agree Agree Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

-‘\ Strongly agree © Agree Disagree Strongly disagree
\., . il .

5. Are you willing for this study to be done in your community?

@ngly a@ Agree Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?

S;:nm_ Agree Disagree Strongly disagree
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BEN TAUB
@ B BCM
HOSPITAL

Medical Director, NICU
1504 Taub Loop
Houston, Texas 77030
phone: (713) 793-2792
FAX: (713) 7988083

' phone: (713) 7884696

FAX: (713)798-3739 R
Community Consuitation Survey for V
Erythropoietin Clinical Trial

Date of Meeting: "}/ﬁ L"/07

Please circle one answer for each question.

1. Do you understand the study?

Strongly agree Agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent?

@ Agree - Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebe? .

@ Agree Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Agree Disagree Strongly disagree

5. Are you willing for this study to be done in your community?

@) Agree Disagree Stronglydisagreey :

6. Would you be willing fo participate in the study if yon were to have a head injury?

Strongly agree Agree Disagree Strongly disagree - -
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BENTAUB | B
GENERAL ke
GAEAL BCM &k.

1504 Taub Loop ; Department of Neurasurgery
Houston, Texas 77030 Claudia S. Robertson, 3
phone: (713) 7932792 v MO
FAX:  (713)796-8063
1709 Dryden, Suite 750
MS: BCM €50

Houston, Texas 77030
phone: (713) 7084696

FAX: (713) 7983738
emaik: claudias@bem.tme.edu

Community Consultation Sarvey for
Erythropoietin Clinical Trial
Date of Meeting: A4-2 (/, 47

Please circle one answer for each gquestion.

1. Do you understand the study?

Strongly agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent?

Strongly agree Agree Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?

Strongly agree Agree Disagree Strongly disagre

4. Do you understand that ail patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin? :

Strongly agree Disagree Strongly disagree

5. Are you willing for this study to be done in your community?

Strongly agree Agree Disagree

6. Would you be willing to participate in the study if you were to have a head injury?
Strongly agree Agree Disagree trongly disagree

M
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HOSPITAL
Medicat Director, NICU Department of Neurosurgery
Taub Lo
mw? 71030 Claudia S. Robertson, M.D.
phone: (713) 793-2792 Professor
FAX:  (T13) 798-8063
1709 Dryden, Suite 750
MS: BCM 650
Houston, Texas 77030

; {713) 798-4696
FAX:  (713) 798-3739
emai: dauciar@bam.fme.edy

Community Censultation Survey for
Erythropoietin Clinical Trial

Date of Mecting: Yy =7
Please circle one answer for each question.

1. Do you understand the study?

Strongly agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent? .

Strongly agree Agree ( Disagree )  Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo? ’

Strongly agree  Agree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

W A Agree Disagree Strongly disagree

5. Are you willing for this study to be done in your community?

Strongly agree @ Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to.b a head injury?

Strongly agree Agree Disagree Strongly disagree
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Summary of Community Meeting at Southwest Multi-service Center, 4/24/07

Approximately 20 people participated in this meeting. Dr. Robertson and Dr. Rene Celis
gave the presentations in English and Spanish. Dr. Mariscalco attended as an IRB
representative. Most of the participants were invited from people attending the WIC clinic
at the center. Most of the participants were Hispanic and Spanish-speaking. After the
presentations, 13 filled out surveys and returned them.

Some of the questions that were asked included the following:

“Is the Epo given to the patient or to the family?”
Dr. Celis explained that the study drug would be given to the injured patient.

“Would the drug be helpful to someone who has had a head injury months or years ago,
and who still has neurological problems?”

Dr. Celis answered that it is not likely that Epo would reverse longstanding neurological
deficits.

“Explain question #3”

Dr. Celis answered that all of the patients participating in the study would still receive the
same usual treatment of the head injury, which they would receive even if they did not
participate in the study. In addition to this usual treatment, half of the patients would _
receive the active drug and half would receive the placebo or inactive drug. Question #3
asks if you understand and agree that all patients in the study would receive the usual
treatment of head injury, as well as the study drug.
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Handout (English version) for Community Meeting at Southwest Multi-service
Center on 4/24/07

@ HOSPITAL ‘ﬂﬁdm

Madical Director, NICU Department of Neurcsurgery
1504 Tsub Loop
Housaton, Texas 77030 Claudia S. Robartson, MD.
phona: (713} 703272 Professor
FAX: (713)708-8083
17048 Dryden, Sulte 750
: BCM 650
Houston, Texas 77030
phone: (713) 7084608
FAX:  (713) T9B-3720
emall: claudisr@bemime.edu

Exception from Informed Consent for Erythropoietin Study

The Neurosurgery Department at Baylor Collepe of Medicine and Ben Taub General Hospital is
conducting a clinical trial of a drug called Erythropoietin (or Epo) in patients who have suffered
a severe brain injury from rauma. We would like to tell you about this study, and ask your
opinion about it

The drug that we are studying, Epo, is an FDA-approved drug that is given to patients to treat a
low blood count. We are trying to see if Epo may also improve recovery of brain function afer a
severe injury. Patients who are enrolled in this study will all receive standard treatment for their
head injury. In addition to standard treatment, half of the patients will receive Epo and half will
receive placebo. All of the patients will be foltowed for 6 months after their injury to see how
well they recover. The potential benefits of participating in the study are: Epo may improve the
blood count and reduce the number of blood transfusions that are needed. Epo may reduce
damage to the brain. The potential risks of Epo are that it may cause or worsen high blood
pressure, and that it may cause blood clots.

Normally for a research study like this, we would ask the patient or the patient’s family if they
would like to participate in the study and have them sign a consent form explaining all of
potential benefits and risks of the study and explaining their rights as a research subject.
However, for this study the drug must be given very soon afier the brain injury to help. The
patients will not be able to give consent because of their brain injury. Many patients do have not
famity members available at the hospital rapidly enough to give the usual informed consent for
the study. When this is the case, federal law allows investigators to apply for an exception to the
usual informed consent. In the place of initial written informed consent, the investigators must
notify the community that the study will be taking place without consent, and ask the community
for feedback about whether they think that the study should take place without the usual
informed consent for all patients.

We will try to find relatives of patients for up to 3 hours after injury. If we find a relative, we
will only enrolf the patient if the relative agrees and signs a consent form. If no relatives are
found within 3 hours after injury, we will enroll the patient in the study. Then when relatives are
located or if the patient recovers, we will tell them about the study and let them decide if they
wish to continug to participate or withdraw from the study. As with any research study, patients
can withdraw from the study any time that they wish.

259



Handout (Spanish version) for Community Meeting at Southwest Multi-service
‘Center on 4/24/07

HOSPITAL ;
Director Medico, NICU Departamento de Neurocirugla
1504 Taub Loop H
Houston, Texas 77030 Qauﬁas.ﬂomMD.Teléﬁnm {713) 7932792

FAX:  (713) 708-8063 '
1709 Dryden, Suits 750 }
MS: BCM 650 k4

teléfono: (71
FAX: (713} 798-3739
emal: daudisr@ben.tme.edu

Excepci6n para el Consentimiento Informado del Estudio de 1a Erit yetina‘

El Departamento de Neurocirugfa de Baylor College of Medicine en el Hospital Ben Taub, esta conduciendo una )
prucba clinica de una droga liamada Eritropoystina (Epo) en pacientes que han sufrido una lesion traumética
cerebral. Nos gustaria platicarles acerca de este estudio, [ preguntarle su opinion acerca de el. :

La droga que estamos estudiando, Epo, es una droga aprobada por la FDA y es administrada a los pacientes para
tratar un conteo sanguineo bajo. Estamos tratando de ver si Epo pudiera mejorar la recuperacion de las lesiones
cerebrales después de una lesién severa. Los pacientes que serdn enrolados en este estudio recibiran el tratamiento
estandar para su lesion de cabeza. En adicion al tratamiento estandar, la mitad de los pacienos recibirin Epo y Ia
otra mitad recibiran placebo. Todos los pacientes serdn seguidos por un periodo de 6 meses después de su lesion
para ver que tan bien fue su recuperacion. Los beneficios potenciales de participar en el estudio son: Epo pudiera
mejorar el conteo sanguineo y reducir el mumero de transfusiones sanguineas que pudieran ser necesitadas. Epo
pudiera reducir el dafio cerebral. Los riesgos potenciales de Epo son, pudiera causar o agravar una alza de fa presién
sangufnea, y que pudiera producir codgulos sanguineos.

Normalmente para una investigacién como esta, nos gustaria preguntar al paciente o a la familia del paciente si les
gustaria participar en el estudio y obtener una firma de consentimiento ¢l cual explica todos los beneficios
.potenciales y riesgos del estudic y donde explica los derechos como sujeto de investigacion. Sin embargo, para este
estudio la droga debe de ser administrada taii pronto posible después de la lesién cerebral. Muchos pacienes no
tienen familiares disponibles en el hospital lo suficientemente ripido para proveemos con consentimiento informado
para el estudio. Cuando este es el caso, la ley federal permite a los investigadores aplicar Ia excepcién al usual
consentimicnto informado. En lugar de un consentimiento informado escrito, los investigadores deben de notificar a
la comunidad que e estudio tendré lugar sin consentimiento, y preguntar a la comunidad acerca si eHos piensan que -
el estudio debe de tomar lugar sin el consentimiento informado usual para todos los pacientes. ‘

Nosotros trararemos de encontrar parientes del pacientes hasta por 3 horas después de la lesién. Si encontramos
algin familiar nosotros solamente enrolaremos al paciente si ¢l pariente acepta y firma el consentimiento informade.
Si ningtm familiar es encontrado en 3 horas después de la lesion, nosotros enrolaremos al paciente en ¢l estudio.
después cuando los familiares sean encontrados o si ¢l paciente s¢ recupera, le diremos acerca de el estudio y Ies
dejaremos decidir si desean continuar participando en ¢l estudio o si quisieran retirarse del estudio. Como en ..
cualquier estudio de investigacion, los pacientes pueden retirarse de el estudio en cualquier momento que ellos’
deseen. '
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BEN TAUB ' Baylor
®Bar BCM #..

HOSPITAL
Director Medico, NICU Departarents de Neurocirugia
1504 Taub Loop o
Houston, Texas 77030 Claudia S. Robertson, M.D.
Telefono: (713) 793-2792 Pm: \MD
FAX:  (713) 788-8063
1709 Dryden, Suite 750
MS: BCM 650
Houston, Texas 77030
telsfono: (713) 798-4596

FAX:  (713) 7683739
email: ciaudiar@bem.tme.

Encuesta de Comunidad para la Prucba
Clinica de Eritropoyetina

Fecha de Reunion _/z —2‘[ -0 1
Porfavor eliga circule una respuesta para cada pregunta.

1. Usted entendio el estudio?
tertemente en favor A favor Encontra Fuertemente en contra

2. Usted entiend que la mayoria de los paceintes seran enrolados en el estudio
en un principio sin ningun consentimiento?

@ A favor Encontra Fuertemente en contra

3. Usted entiende que los pacientes seran asignados aleatoriamente ha recibir
eritropoyetina o placebo?

. uertemente en favor A favor Encontra Fuertemente en contra
4. Usted entiende que todos los pacientes recibiran los cuidados estandares para
Ja lesion de cabeza, independientemente si recibieron la eritropoyetina?
T

e “Fuertemente en fa Afavor  Encontra Fueriemente en contra

5. Usted desea que este estudio sea realizado en su comunidad?
T ’ '

A favor Encontra Fuertemente en contra

ria dispuesto en participar en el estudio si usted tuviera una lesion
de cabeza?

Fuertemente en favor A favor - Encontra Fuertemente en contra
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GENERAL icine

HOSPITAL ,
Director Medico, NICU Departamento de Neurociugia
1504 Taub Loop
Houston, Texas 77030 Claudia S. Robertson, M.0O.
Telefono: (713) 793-2792 Professor

1709 Dryden, Suite 750
MS: BCM 650
Houston, Texas 77030
telefono: (713) 768-4696
FAX:  (713)798-3739
emall: claudiar@bem.tme.edu

Encuesta de Comunidad para la Pracba
Clinica de Eritropoyetina

Fecha de Reunion _7-Z4/ - . 2 .
Porfavor eliga circule una respuesta para cada pregunta.

1. Usted entendio el estudio?
Fuertemente en favor A favor Encontra Fuertemente en contra
 favor

2. Usted entiend que 1a mayoria de los paceintes seran enrolados en ¢l estudio
en un principio sin ningun consentimiento?

Fuertemente en favor A favor Enconira Fuertemente en contra

3. Usted entiende que los pacientes seran asignados aleatoriamente ha recibir
eritropoyetina o placebo?

Fuertcmentc en favor (A favor Encontra Fuertemente en contra

4. Usted entiende que todos los pacientes recibiran los cuidados estandares para
1a lesion de cabeza, independientemente si recibieron la eritropoyetina?

P
Fuertemente en favor Q favor > Encontra Fuertemente en contra
5. Usted desea que este estudio sea realizado en su comunidad?
Fuertemente en favor - A favor ' Encontra Fuertemente en contra
6. Usted estaria dispuesto en participar en el estudio si usted tuviera una lesion
de cabeza?

RN

A favor

Fuertemente en favor Encontra Fuertemente en contra
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BEN TAUB
Ba
GINERAL BCM &&.
HOSPITAL of Medicine

oi A
150";‘}“””“{'“:- Necy Departamento de Neurocinugia
Houston, Texas 77030
Telefono: Claudia S. Robertson, M.0O.
L g ;3) 7932782 Protessor

1709 Dryden, Suite 750

MS: BCM 650

Houston, Texas 77030

telofono; (713) 788-4696
FAX: (713) 7883739

email: claudiar@bem.tme.edu
Encnesta de Comunidad para la Prucha
Clinica de Eritropoyetina
Fecha de Reunion C{ J1 ()(
Porfavor eliga circale una respuesta para cada pregunta.
1. Usted entendio el estudio?
Fuertemente en favor @ Encontra Fuertemente en contra

2. Usted entiend que ia mayoria de los paceintes seran enrolmios en el estudio
en un principio sin ningun consentimiento?

Fuertemente en favor @ Encontra Fuertemente en contra
3. Usted entiende que los pacientes seran asignados aleatoriamente ha recibir
eritropoyetina o placebo?
T e

p : N
Fuertemente en favor  _A favor_J Encontra Fuertemente en contra

4. Usted entiende que todos los pacientes recibiran los cuidados estandares para
Ia lesion de cabeza, independientemente si recibieron la eritropoyetina?

Fuertemente en favor A fa\-fdi'-/ Encontra Fuertemente en contra
5, Usted desea que este estudio sea realizado en su comunidad?
Fuertemente en favor @\}@ Encontra Fuertemente en contra

6. Usted estaria dispuesto en participar en ef estudio si usted tuviera una lesion
de cabeza?

Fuertemente en favor A favor % Encontra Fuertemente en contra
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® BE BCM %.

HOSPITAL .

Director Medico, NICU Departamento de Neurocingia

1504 Taub Loop

Houston, Texas 77030 Claudia Prdeseosr‘ Robertson, M.D.

Telefono: (713) 7932792

FAX: (713} 758-8063 47080 Suite 750
MS: BCM 850
Houston, Texas 77030
telefono: (713) 798-4696
FAX: (713)798-3739
email: claugiar@bom.tme.edu

Encuesta de Comunidad para la Prucba
Clinica de Eritropoyetina

Fecha de Reunion /794
Porfavor eliga circule una respuesta para cada pregunta.

1. Usted entendio el estudio?
Fuertemente en favor (‘ A favc; - Encontra Fuertemente en comra

2. Usted entiend quela mayoria de los paceintes seran enrolados en el estudio
en un principio sin ningun consentimiento? :

Fuertemente en favor Encontra Fuertemente en contra

3. Usted entiende que los pacientes seran asignados aleatoriamente ha recibir
eritropoyetina o placebo?

Fuertemente en favor A favg Encontra Fuertemente en contra

4. Usted entiende que todos los pacientes recibiran los caidados estandares para
la lesion de cabeza, independientemente si recibieron la eritropoyetina?

Fuertemente en favor Encontra Fuertemente en contra
S. Usted desea que este estudio sea realizado en su comunidad?
Fuertemente en favor @9 Encontra Fuertemente en contra

6. Usted estaria dispuesto en participar en el estudio si usted tuviera una lesion
de cabeza?

Fuertemente en favor A favor @ Fuertemente en contra
N
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15“1,”2“’” Dmudem\rwwa
Hauston, Texas 77030 Claudia S. Robertson, 3
Teletono: (713) 793-2792 m;a: M0
FAX: (713)798-8063
1709 Dryden, Suite 750
MS: BCM 650 o
Houston, Texas 77030 .

FAX: - (713) 768-3739
email: claudiar@bom.imc.edu

Encuesta de Comunidad para la Prueba
Clinica de Eritropoyetina

Fecha de Reunion Ty /5
Porfavor eliga circule una respuesta para cada pregunta,

1. Usted entendio el estudio?

Fuertemente en favor @ Encontra Fuertemente en contra

2. Usted entiend que la mayoria de los paceintes seran enrolados en el estudio
en un principio sin ningun consentimiento?

Fuertemente en favor ,@' Encontra Fuertemente en contra

3. Usted entiende que Jos pacientes seran asigna{los aleatoriamente ha recibir

eritropoyetina o placebo?
Fuertemente en favor /A favor Encontra Fuertemente en contra
favor (AT ‘

4. Usted entiende que todos los pacientes recibiran los cuidados estandares para
Ia lesion de cabeza, independientemente si recibieron la eritropoyetina?

Fuertemente en favor Encontra Fuertemente en contra

5. Usted desea que este estudio sea realizado en su comunidad?

e e

Fuertemente en i;)r\ ) A favor En contra Fuertemente en contra

6. Usted estaria dispuesto en participar en el estadio si usted tuviera una lesion
de cabeza? .

N
-~ Fuertemente en favor /A favor

Encontra Fuertemente en contra

pEN— v s =

telafono: (713)7084696 -« .. i,
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HOSPITAL .
Director Medico, NICU Departamento de Neurocirugia
1504 Taub Loop :
Houston, Texas 77030 ’ Claudia S. Robertson, M.D,
Telefono: (713) 793-2792 Professor

FAX:  (713) 798-8063

1709 Dryden, Suite 750
MS: BCM 650
Houston, Texas 77030
teiefono: (713) 7984696
FAX:  (713)798-373%
email: caudiar@bem.tmc.edu
Encuesta de Comunidad para Ia Prueba
. Clinica de Eritropoyetina
Fecha de Reunion 4/ l( 24 / 02
Porfavor eliga circule una respuesta para cada pregunta.
1. Usted entendio e] estudio?
Fuertemente en favor A favor_ Encontra Fuertemente en contra

2. Usted entiend que la mayoria de los paceintes seran enrolados en el estudio
en un principio sin ningun consentimiento?

Fuertemente en favor A favor Encontra Fuertemente en contra

3. Usted entiende que los pacientes seran asignados aleatoriamente ha recibir
eritropoyetina o placebo?

Fuertemente en favor A favor Encontra Fuertemente en contra

4. Usted entiende que todos los pacientes recibiran los cuidados estandares para
1a lesion de cabeza, independientemente si recibieron la eritropoyetina?

Fuertemente en favor A favor Encontra Fuertemente en contra

5. Usted desea que este estudio sea realizado en su comunidad?

Fuertemente en favor &fﬂc}r Encontra Fuertemente en contra
6. Usted estaria dispuesto en participar en el estudio si usted tuviera una lesion
de cabeza?
Fuertemente en favor A favor Encontra Fuertemente en contra
e
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@ GENERAL of Medicine

HOSPITAL
Director Medico, NICU Dep de
1504 Taub Loop
Fouston, Texas 77030 Caudda 8. Rabartson, 1D,

Tum (713) 7932722
FAX:  (713)798-8063

Encuesta de Comunidad para la Prueba
Clinica de Eritropoyetina

Fecha de Reunion 54/~ 24- 07

Porfavor eliga circule una respuesta para cada pregunta.
1. Usted entendio el estudio?

Fuertemente en favor favor Encontra Fuertemente en contra
e

2. Usted entiend que la may;;ia de los paceintes seran enrolados en el estudio
en un principio sin nmgun consentimtento"

Fuertemente en favor /A favor Encontra Fuertemente en contra

3. Usted entiende que los pacientes seran asignados aleatoriamente ha recibir
eritropoyetina o piacebo?

Fuertemente en favor | A favor Encontra Fuertemente en contra

4, Usted entiende que todos los pacientes recibiran los cuidados estandares para
1a lesion de cabeza, independientemente si recibieron la eritropoyetina?

Fuertemente en favor Encontra Fuertemente en contra
5. Usted desea que este estudio sea realizado en su comunidad?
T e
o Fuertemente en favor\. A favor En contra . Fuertemente en contra
6. Usted estaria dispuesto en participar en el estudio si usted tuviera una lesion
de cabeza? )
ST —
Fuertemente en favor A favor Encontra Fuertemente en contra
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BEN TAUB
o BCM .
HOSPITAL 9

Director Medico, NICU
1504 waloop Depariamento de Neurocirugia
8xas 77030
Telm ms 7932792 Claudia S. Robertson, M.D,
FAX:  {713) 798-8063 Professor
1709 Dryden, Suite 750
MS: BCM 650

Houston, Texas 77030

telefono: (713) 7084696

FAX:  (713) 798-3739

emai: caudiar@bem. tme.edu
Encuesta de Comunidad para la Prucba

Clinica de Eritropoyetina

Fecha de Rennion
Porfavor eliga circule una respuesta para cada pregunta,

1. Usted entendio el estudio?

Fuertemente en favor A favor Encontra Fueriemente en contra
e m——
2. Usted entiend que la mayoria de los paceintes seran eurolados en el estudio
en un principio sin ningun consentimiento?

Fuertemente en favor A favor Encontra Fuertemente en contra

3. Usted entiende que los pacientes seran asignados aleatoriamente ha recibir
eritropoyetina o placebo?

Fuertemente en favor A favor Encontra Fuertemente en contra

4 Usted entiende que todos los pacientes recibiran los cuidados estandares para
" Ia lesion de cabeza, independientemente si recibieron la eritropoyetina?

Fuertemente en favor A favor Encontra Fuertemente en contra

5. Usted desea que este estudio sea realizado en su comunidad?

Fuertemente en favor A favor. Encontra ~ Fuertemente en contra
6. Usted estaria dispuesto en participar en el estudio si usted tuviera una lesion
de cabeza?
Fuertemente en favor A favor Encontra Fuertemente en contra
—_—m

g
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Surveys Returned for 4/24/07 Community Meeting at Southwest Multi-service
Center, pg. 9

HOSPITAL of Mdicine

Director Medico, NICU

1504 Taub Loop Dep dot oo
Houston, Texas 77030 Claudia S. Robertson
Telsfona: (713) 763-2782 p,m: - MD.
FAX:  (713) 798-8063
1708 Dryden, Suite 750
MS: BCM 650
Houston, Texas 77030
telefono: (713) 798-4696
FAX:  (713)768-3739
emai: ciaudiar@bem.tme.edu

Encuesta de Comunidad para la Proeba
Clinica de Eritropoyetina

Fecha de Reunion %jﬂlui_
Porfavor eliga circule una respuesta para cada pregunta.

1. Usted entendio el estudio?

(Euenemente enfavor) A favor Encontra Fuertemente en contra

2. Usted entiend que la mayoria de los paceintes seran enrolados éﬁ el estudio
_en un principio sin ningun consentimiento? : ’

Fuertemente en favor Encontra Fuertemente en contra

3. Usted entiende que los pacientes seran asignados aleatoriamente ha recibir
eritropoyetina o placebo?

Fuertemente en favor Encontra Fuertemente en contra

4. Usted entiende que todos los pacientes recibiran los cuidados estandares para
1a lesion de cabeza, independientemente si recibieron la eritropoyetina?

Fuertemente en favor A favor Encontra Fuertemente en contra

S. Usted desea que este estudio sea realizado en su comunidad?

Fuertemente en favor A favor Encontra Fuertemente en contra

6. Usted estaria dispuesto en participar en ¢l estudio si usted tuviera una lesion
de cabeza?

A favor Encontra Fuertemente en contra
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Surveys Returned for 4/24/07 Community Meeting at Southwest Multi-service
Center, pg. 10

GENERAL o?;{%:nnc

HOSPITAL
Director Medico, NICU Departamento de Neurocirugia
Housion. Texss 77030 Claudia S. Robertson, M.D.
Telefono: (713) 7932752 Professor

1708 Dryden, Suite 750
MS: BCM 650
Houston, Texas 77030

tolefono: (713) 798-4696
FAX:  (713) 798.3738
emaill: claudiar@bom.

Encuesta de Comunidad para la Prueba
Clinica de Eritropoyetina

Fecha de Reuni
Porfavor eliga circule una respuesta para cada pregunta.

1. Usted entendio el estudio?

Fuertemente en favor Encontra Fuertemente en contra

2. Usted entiend que la mayoria de los paceintes seran enrolados en el estudio
en un principio sin ningun consentimiento?

Fuertemente en favor @ Encontra Fuertemente en contra
3. Usted entiende que los pacientes seran asignados aleatoriamente ha recibir
eritropoyetina o placebo?

ﬂ’:memente en favor ) A favor Encontra Fuertemente en contra

4. Usted entiende que todos los pacientes recibiran los cuidados estandares para
la lesion de cabeza, independientemente si recibieron la eritropoyetina?

Fuertemente en favo; A favor Encontra Fuertemente en contra

s

sted desea que este estudio sea realizado en su comunidad?

Fuertemente en favor A favor Encontra Fuertemente en contra

6. Us‘ted estaria dispuesto en participar en el estudio si usted tuviera una lesion
de cabeza?

Fuertemente en favor Encontra Fuertemente en contra

N
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Surveys Returned for 4/24/07 Commumty Meetmg at Southwest Multi-service
Center, pg. 11

BEN TAUB ’
@ B  BCM 3.
HOSPITAL c

Medical Director, NICU tment of Neuros

1504 Taub Loop . Oepa uraery
Houston, Texas 77030 . Claudia S. Robertson, M.D.
phone: (713) 793-2782 - ) Professor

FAX: (713) 798-8063
1709 Dryden, Suite 750
MS: BCM 650
Houston, Texas 77030
phone: (713) 7984696
FAX:  (713) 788-3739
email: daudiar@bcm.tme.edu

Community Consultation Survey for
Erythropoietin Clinical Trial

pate ot eeting:_4 D4 [0]

Please circle one answer for each question.

1. Do you understand the study?

Strongly agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent?

Strongly agree Diéagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoictin or
placebo?

Strongly agree Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for heﬁd injury, regardles§
of whether or not they receive erythropoietin?

Strongly agree Agree Disagrée Strongly diskgree
§. Are you willing for this study to be done in your community?

Strongly agrec Agree Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?
Strongly agree @ Disagree Strongly disagree
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Surveys Returned for 4/24/07 Commumty Meetmg at Southwest Multi-service
Center, pg. 12

BEN TAUB Ba
Rl BCM &z..

HOSPITAL

Medical Disector, NICU Department of Neurosurgery
1504 Taub Loop

Houston, Texas 77030 Claudia S. Robertson, M.D.
phone: (713) 783-2792 Professor

FAX:  (713) 798-8063
1708 Dryden, Suite 750
MS: BCM 650
Houston, Texas 77030
phone: (713) 758-4696
FAX: (713) 7983738

email: claudiar@bom tme.edu
Community Consultation Survey for
Erythropoietin Clinical Tnal
Date of Meeting: ﬁ( /J\ L{ I” 1
Please circle one answef for ea¢h question.
1. Do you understand the study?
Strongly agree Agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent?

Strongly agree Agree Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?

Strongly agree Agree Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Strongly agree Agree Disagree Strongly disagree

S. Are you willing for this study to be done in your community?

Strongly agree Agree Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?

Strongly agree Agree Disagree Strongly disagree
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Surveys Returned for 4/24/07 Commumty Meeting at Southwest Multi-service
Center, pg. 13

Macical Director, WG eporamens of Mourosgery

1204 Toubs Loop .

Houstor, Tatas Y1000 Claudin 5, Robaseon, 4D,

prose (T13) TE3-27NE Profiessr

Flx )
ma Dfrd\m. S 750
Hnmw. ?un Froad
pheom (113) FA4836
POk (N8 TA-STAL
omaE: ciaudtaniibe e adu

Cammunity Consultation Survey far
Esythropoietin Clindeal Trial
Date ufMeetng;yA/i%//'?

Please eirele one sifswer for each question.
1. Do you understand the sty
Sirongly agree @ Diisagres Strangly dissgrec

2. Do you undersiand that mesi of the paticals will be envalied in the study initially without

their comsent?
e .
Soongly agree L Agree Disagree Suoagly disagree
3. Do you underitand that paticnts will be rundomby assigned te reecive erytinpninﬁi o
placebo?
ol L .
Strongly agree QE; Disagres Strongly disagree

4. Da vou endersiand that il patients will ceceive standard care for head injury, regavidless
of whedher or nat they receive erythropoleting

Swonply apree ""'X@?ér Dhssgree Sirongly disagres
& Ave you willing for this stndy te be doae i your commumity?
s . - N 2
trangly agres @ Disngree Strongly disapres
6. Would you be willing ts participate in the study if you were to have a head injury?

Strongly agres <7 Agrel— Disagres Strongly disagnee

15
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Summary for 4/26/07 PIP meeting at 10101 Fondren

Approximately 25 community members were present for a regular meeting of PIP. Athena
Baldwin provided handouts with a written description of the study, gave a short 5 minute
description of the study, and briefly answered several questions. At the end of the meeting
15 of the participants returned the survey.

The questions that were asked included the following:

“I have a question. My son was 4 months old and, well, we don't know what happened, but
the babysitter said he stopped breathing. The ambulance revived him after CPR, but they
don't know how long he was without air. After he got to the hospital, they said he was
brain dead. They kept him on life support for a week, but we had to let him go. I was just
wondering if you think this drug might have helped him, you know, if they had it on the
ambulance, to maybe help get more oxygen to his brain?”

Dr. Baldwin answered that Epo is being studied in another clinical trial for use in anoxic

injury, such as you describe. It may be useful for that type of brain injury.

“Do you think it would be good to keep a prescription around the house?”
Dr. Baldwin answered that Epo is not yet approved for this purpose.
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Surveys Returned for 4/26/07 PIP meeting at 10101 Fondren, pe. 1

CENRAL - BCM i
Coll
HOSPITAL of Madicine

Medical Director, NICU Depaniment of Neu
1504 Taub Loop rosurgey
Houston, Texas 77030 Claudia S. Robertson, M.D.
phone: (713) 793-2792 Professor
FAX:  (713) 798-8063

1709 Oryden, Suite 750

MS: BCM 650

Houston, Texas 77030

phone; (713) 7984696
FAX: (713)798-3739

email: claudian@bom tme.edu
Community Consultation Survey for
Erythropoietin Clinical Trial
Date of Meeting: ‘M -& ;
Please circle one answer for each queStion.
1. Do you understand the study?
¢ )
“-Strongly agree ; Agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without
thei 2

Strongly agree Agree Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?

S;ongly agree Agree Disagree ,.%gly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?
£4 !

@grce Agree Disagree Strongly disagree

S. Are you willing for this study te be done in your community?
- N

’

< élmngly agree ‘ Agree Disagree Strongly disagree
. ~

6. WoﬁWe willing to participate in the study if you were to have a head injury?

@ohgly agree } Agree Disagree Strongly disagree
. /,
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Surveys'Returned for 4/26/07 PIP meeting at»1010‘1. Fdndreh, pg. 2

HOSPITAL

Medical Director, NICU ' Department of Neurosurgery - )
1504 Taub Loop - S
Houston, Texas 77030 Claudia S.Robertson, MD. -~ . ° *
phone: (713) 793-2792 Professor

FAX:  (713) 798-8063
1709 Dryden, Suite 750
MS: BCM 650
Houston, Texas 77030 .
phone: (713) 788-4696 Lo :
FAX: {713)788-3739 ’ .
emall: claudiar@bemmcedy . -

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting:
Please circle one answer for each question,

1. Do you understand the study?
@ Agree Disagrec Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent?

Strongly agree Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?

Strongly agree @ Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Strongly agree @ Disagree Strongly disagree

5. Are you willing for this study to be done in your community?
Strongly agree  @Ggre® Dissgree *  Strongly disagree

6. Would you be willing to parficipate in the study if you were to have a head injury?

trongly agree Agree Disagree Strongly disagree

P
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Surveys Returned for 4/26/07 PIP meeting at ‘:'1?0101 Fondren, pg. 3

BEN TAUB ‘ t
@ B BCM ..

HOSPITAL

Meicat Direcior, NICU Department of Neurosirgery

Houston. Teass 77050 Claudia S. Robsrtson, MD.

phone: (713) m Professor

FAX. (T13) 1709 Oryden, Suite 750
MS: BCM 650

H«Mon' , Texas 77030
phone: (713) 79846586
FAX: (713) 768-3738

Community Consultation Survey for
Erythropoietin Clinical Trial
Date of Mesting:_0 4/20/ 2007

Please circle one answer for each question.

1. Do you understand the study?
Strongly agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent?

Strongly agree /\Kg;_eé‘ Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?

TN
Strongly agr@ Agree Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

@y a;_e> Agree Disagree Strongly disagree
5. Are you willing for this study to be done in your community?
Strongly agree Disagree Strongly disagree
6. Would you be willing to participate in the study if you were to have a head injufy? .
— )

e

CStrongly agree”  Agree Disagree Strongly disagree
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Surveys Returned for 4/26/07 PIP meeting at 10101 Fondren, pg. 4

s BCM &
Col
HOSPITAL o MGicine

1504 Taub Loop Department of Neurcsurgery
Houston, Texas 77030 Claudia s, !
hone: (713) 793.2792 Plaudla Robertson, M.D.

FAX:  (713) 798-8063

1709 Dryden, Suite 750
MS: BCM 650

alpu. 0_( @ emai: claudiar@bom.ime.edu
- Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: g
Please circle one answer for each question,

1. Do you understand the study?

Strongly agree ([ @ Disagree Strongly disagree
2. Do you understand that most of the patients will be carolled in the stixdy initially without
their consent? . .
Strongly agree g J Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?

Strongly agree Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Strongly agree Disagree Strongly disagree

illing for this study to be done in your cdmmunity?

Agree Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?

Strongly agree @ Disagree Strongly disagree

278



Surveys Returned for 4/26/07 PIP meeting at 10101 Fondren, pg. 5

BEN TAUB

GENERAL or
'HOSPITAL BCM ?lm%

Medical Director, NICU

1504 Taub Loop Department of Neurosurgery
Houston, Texas 77030
phone: (713) 7932752 ‘ Claudia Sr Robertson, M.D,
FAX:  (713) 788-8063 e

1708 Dryden, Suite 750

MS: BCM 650

Houston, Texas 72030
phone: (713) 7964696
FAX:  (713) 798-3739
email: clwdial@bmm.ﬁ'nc.edu

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: é[‘ z Z&lz o 7
Please cirele one answer for ehch question,

1. Do you understand the study?
Strongly agree @ Disagree Strongly disagree

2. Do you understand that most of the patients will be cnrolled in the study initially without
their consent? : ' : :

Strongly agree - Disagrec Strongly disagree

3. Do yon understand that patients will be randomly assigned to receive erythropoietin or
placcho? v ’ : '

Strongly agree Agree . ( Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardiess
of whether or not they receive erythropoietin?

Strongly agree Disagree Strongly disagree
5. Are you willing for this study to be done in your community?
Strongly agree @my Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?

Agree Disagree Strongly disagree

=
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Surveys Returned for 4/26/07 PIP meeting at 10101 Fondren, pg. 6

GENERAL icine

HOSPITAL

¥

Medical Disector, NICU Department of Neurosurgery
Houston, Texas 77030 ' Claudia S. Robertson, MD.
phone: (713) 793-27%2 Professor
FAX:  (713) 798-8063 1708 Suite 750
MS: BCM 650
Houston, Texas 77030
ne: (713) 7984695
FAX: (713) 7983739
email: daudiar@bem.tme.odu
Community Consultation Survey for
Erythropoietin Clinical Trial
Date of Meeting:___¥-24- 2007
Please circle one answer for each question.
1. Do you understand the study?
Strongly agree @ Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolied in the study initially without
their consent? '

Strongly agree Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietio or
placebo? :

Strongly agree  Agree Disagrec

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Strongly agree Disagree Strongly disagree

5. Are you willing for this study to be done in your community?

Strongly agree Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?

Strongly agree Agree Disagree Strongly disagree
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Surveys Returned for 4/26/07 PIP meeting at 10101 Fondren, pg.7 ' -

phone: (713) 798-4696
FAX:  (713) 7983739

emai: cludiai@bomimeedy - : |

Community Consultation Survey for
Erythropoietin Clinical Trial
Date of Meeting: "/' P Y
Please circle one answer for each question.
1. Do you understand the study?
Strongly agree @ Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled iim the study initially without
their consent? '

Strongly agree @ Disagree ' Strongly disagree

3.Doyou understand that patients will be randomly assigned to receive erythropoietin or
placebo?

Strongly agree :{-groe? ) Disagree ;Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Strongly agree \’/‘Agree Disagree Strongly disagree
5. Are you willing for this study to be done in your community?
Strongly agree @ Disagree . Strongly disagree
6. Would you be willing to participate in the study if you were to have a head injury?

Strongly agree Agree fm Strongly disagree 7

@ B  BRCM =
lege
HOSPITAL BCM och%?t:ine

Medical Director, NICU
1504 Taub Loop Department of Neurosurgary
Houston, Texas 77030
phone: (713) 768.2792 Claudia S. Robertson, M.D.
FAX: (713} 798-8063
1709 Dryden, Sutte 750
MS: BCM 650
Houston, Texas 77030
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oy . BCME.
HOSPITAL of Medicin

Medical Director, NICU Departmant of Neurosurgery
1504 Taub L
Houston, Te::: 77030 Claudia S. Robestson, M.O.
phone: (713) 793-2792 Professer
FAX: (713)798-8063
1709 Dryden, Suite 750
MS; BCM 650
Houston, Texas 77030
phaone; (713) 798-4696
FAX: (713)798:3739

email: daudiar@bem.tme.edu
Community Consultation Survey for
Erythropoietin Clinical Trial
Date of Meeting;__ ¥ ~ »% - ¢ 1
Please circle one answer for each question.
1. Do you understand the study?
Strongly disagree

Strongly aj Agree
((Sonely e

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent?

Strongly agrec Disagree Strongly disagree

3. Do you understand that patients will be randomly assignied to receive erythropoietin or
placebo?

Strongly agree (: Agtee) Disagree Strongly disagree

4; Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin? ’

Strongly agree Agree Disagree Strongly disagree

S. Are you willing for this study to be done in your community?

Strongly agree @ Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?

Strongly agree Agree Disagree Strongly disagree
< F—WL 4wl Q_};L —+o Hgl
N : ] HM,T ‘
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Surveys Returned for 4/26/07 PIP meeting at 10101 Fondren, pg. 9

BEN TAUB :
B BCM &
HOSPITAL of Medicine

Medical Directar, NICU . Deapartment

1504 Taub Loop of Neurosurgery
Houston, Texas 77030 :

phone: (713) 793.2762 Claudia S. Robertson, M.D.

FAX:  (713)798-8063

1709 Dryden, Suite 750
MS: BCM 650
Houston, Texas 77030
phone: (713) 7984696
FAX: (713) 7983730
email: claudiar@bem.tme.edu
Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: 4-26-07%

Please circle one answer for each question.

1. Do you understand the study?

Strongly agree {/ lAgrej Disagree Strongly disagree
N

2. Do you understand il;at most of the patients will be enrolled in the study initially without _

their ? ]
Strongly agree / Agree Disagree Strongly disagree
\ e .

. // .
_--—'/ -
3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo? ’ ’ :
S 1 ¢ A D Strongly di
trongly agree égr;/ isagree trongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardiess
of whether or not they receive erythropoietin?

Strongly agree Ggree Disagree Strongly disagree

5. Are you willing for this study to be done in your community?

Strongly agree Agree Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?

Strongly agree Agree Disagree Strongly disagree

: Ahg  risdA
eel Tzl Bugbs Lan d
d"";i(l Ny )mqé,;a«cs- a2 Shaly

g o sovweowe A
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Surveys Returned for 4/26/07 PIP meeting at 10101 Fondren, pg. 10

BEN TAUB Baylor
GENERAL BCM ..

HOSPITAL

Medical Director, NICU Department of Neurosurgery
Hovston, Texas 77030 Claudia S. Robertson, M.D.
phone: (713) 763-2762 Professor

o 13} 768-8063
FAX: (113) 1702 Dryden, Suite 750
MS: BCM 650

Houston, Texas 77030
phone: (713) 798-4696
FAX: (713)798-3739
emai: claudiar@bem.ime.edu
Community Consultation Survey for
C._ Erythropoietin Clinical Trial
~ H .
Date of Meeting: ksM @gg' ( %
Please circle one answdr for each question.
1. Do you understand the study?
Strongly agree Kgree Disagree Strongly disagree
2. Do you understand that most of the patients will be enrolled in the study initially without
their consent? _ . :
Strongly agree Agree " Disagree Strongly diségree' S
s o i Loy .
3. Do you understand that patients will be randomly assigned to receive erythropdietin or
placebo? . - ' ' : ;
T few B S . .
Strongly agree Agree Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardiess
of whether or not they receive erythropoietin?

Strongly agree { Agree Disagree Strongly disagree
5. Are you willing for this study to be done.in 1 your community?

Strongly agree Agrec {\Disagree / ? Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?

Strongly agree Agree Cﬁgx’; 1 Strongly disagree

{0
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Surveys Returned for 4/26/07 PIP meeting at 10101 Fondren, pg. 11

BEN TAUB Ba
B BCM 5
HOSPITAL of Medlicine

Medical Director, NICU Department of Neurosurgery
1504 Taub Loop *
Houston, Texas 77030 Claudia S. Robertson, M.D.
phone: (713) 793-2792 Professor
FAX:  (713) 798-8062

1709 Dryden, Suite 750

MS: BCM 650

Houston, Texas 77030
phone: (713) 7984696
FAX:  (713) 798-3739
emai:: claudiar@bem.tme.edu

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: 4’ Z(U -7

Please circle one answer for each question.

1. Do you understand the study?

Strongly agree Agree @ Strongly disagree

2. Do you understand that most of the patients will be enrofled in the study initially without
their consent? :

Strongly agree Agree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?

Strongly agree Agree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Strongly agree Agree isagree Strongly disagree

5. Are you willing for this stady to be done in your community?
=
Strongly agree Agree Disagree rongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?

Strongly agree Agree Disagree trongly disagree
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Surveys Returned for 4/26/07 PIP meeting at 10101 Fondfén, pg. 4>12

BEN TAUB o r
s . BOMZ.

HOSPITAL
Medical Director, NICU Department of Neufosuw o
1504 Taub Loop

7 Claudia S. Robertson, M.O.
Houston, Texas 77030 ‘

phone: (713) 783-2792

FAX: (713) 798-8063 :}509 . Suite 750
C stmmumso
© . phone: (713) 798-4696

" FAX: (713)798-3739

emait: claudiar@bemn.tme.edu
Community Consultation Survey for . : B
Erythropoietin Clinical Trial

Date of Meeting: 4’] MU / 07'
Please circle one answer for each question.
1. Do you understand the study"

Strongly agree Q/ Disagree Strongly disagree
2. Do you understand that most of the patients will be enrolled in the study initially without
their consent?

Pt "‘\"\ :
Strongly agree 'Agrec L Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?

Strongly agree @) ) Disagree Strongly disagree

1

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?
i Y

Strongly agree CAgre/e/’ Disagree Strongly disagree
5. Are you willing for tlns study to be done in your community?
Strongly agree u * Disagree Strongly disagree

6. Would you be wiiling ! ticipate in the study if you were to have a head injury?

Strongly agrec Agree . Disagree Strongly disagree
y :

2
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Surveys Returned for 4/26/07 PIP meeting at 10101 Fondren, pg. 13

BEN TAUB ' ‘
Ay BCM .
HOSPITAL : ©of Medicine

Madical Director, NICU Department of Neurosurgery
1504 Taub Loop :
Houston, Texas 77030 Claudia S. Robertson, M.O.

phone: (713) 793-2792 Professor

FAX:  (713) 798-8063
1709 Dryden, Suite 750
MS: BCM 650
Houston, Texas 77030
phone: (713) 798-4696
FAX:  (713) 798-3739
email: claudiar@bem.tme.edu

Community Consultation Survey for
Erythropeietin Clinical Trial

Date of Meeting: 00~ 3o~ 0]

Please cirele one answer for each question.

1. Do you understand the study?

Strongly agree @ Disagree Strongly disagree
2. Do you understand that most of the patients will be enrolled in the study initially without
their consent?

Strongly agree | Ag Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or

placebo? N

Strongly agree Disagree Strongly disagree
4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they.pecejve erythropoietin?

Disagree Strongly disagree
5. Are you willing for this study to be done inryou'r community?
Strongly agree grec Disagree Strongly disagree
6. Would you be will'to participate in the study if you were to have a head injury?

Strongly agree Agree Disagree Strongly disagree

%
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i

BEN TAUB ' i gglor
@ BCM 3.

HOSPITAL

Medical Director, NICU Department of Neurosurgery
1504 Taub Loop

Houston, Texas 77030 Claudia S. Roberison, M.D.
phone: (713) 793-2792 Professor

FAX:  (713) 798-8063 .
1709 Dryden, Suite 750
MS: BCM 650
Houston, Texas 77030
phone: (713) 798-4696
FAX: - (713) 796-3739
email: claudiar@bem.tme.edu

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: d(\ ZLQ Oq ‘

T

- Please circle one answer for each question.

1. Do you understand the study?

Strongly agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent?

Strongly agree ( Agree > Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoictin or
placebo?

Strongly agree Agree Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Strongly agree Agree Disagree Swongly disagree

S. Are you willing for this study to be done in your community?

Strongly agree Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?

Strongly agree\ Agree Disagree Strongly disagree
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Surveys Returned for 4/26/07 PIP meeting at 10101 Fondren, pg. 15

BEN TAUB ' ‘
GENERAL Baylor
@ HOSPITAL BCM g'ﬂﬁim

Medical Director, NICU

1504 Taub Loop Department of Neurosurgery
Houston, Toxas 77030
: (713) 793.2792 Claudia S. Robertson, M.D.

FAX:  (713) 798-8063

FAX:  (713)708-37%%

email: claudiar@bem tme.edu
Community Consuitation Survey for
Erythropoietin Clinical Trial
Date of Meeting: -206 -0
Please circle one answer for each question.
1. Bo you understand the study?
Strongly agree ((éree } Disagree Strongly disagree
\g 2. Do you understand that most of the patients will be enrolled in the study initially without
their consent? ’
Strongly agree /Agree) Disagrec Strongly disagree

e

3. Do you understand that paﬁenfs Wﬂl be randomly assigned to receive erythropoietin or
placebo? ) .

Strongfy agree f:Agfec) ‘ Disagree " Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Strongly agree 4 Agr% Disagree Strongly disagree

§. Are you willing for this study to be done in your community?

Strongly agree égre‘e\ Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?

o N

-
¢

Strongly agree Agwe} Disagree Strongly disagree

{
. 14

] F the D oNe A. (‘»'(“"l(fc'\ wi‘// SQVC Buat-cy. /-“Fe
Tx 6our\ol,s Aveat,
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Summary of 4/27/07 Kashmere Community Meeting

Attending the meeting were Dr. Robertson, Dr. Gopinath, Athena Baldwin PA, and Sharon
Barnes, Sr AA. Two groups were invited to participate in the discussions, the senior
citizens at the center for the daily activities and people attending at a prenatal clinic at the
center.

In addition, one participant at the meeting came because of our ad that was placed in the
newspaper. She is a member of the Texas Traumatic Brain Injury Advisory Council,
which is a group that gives advice to the state legislature. She has a son that suffered a
head injury 16 years ago, and was treated at Ben Taub. Her son is currently enrolled in a
study at UTMB, examining the effects of growth hormone replacement after TBI. She was
initially very concerned about the prospect of enrolling patients in a research study without
individual consent, and had many questions about the legality of this procedure, and about
the risks/benefits of the study drug. Dr. Robertson and Dr. Gopinath answered all of her
questions about the study, and she will take this information back to the other members of
the TBI Advisory Council. ’

The senior citizen group had mixed interest in the project, but several people were
interested and asked some insightful questions, including:

“Instead of using the waiver, is there some way that people who want to participate in the
study could be enrolled before they have an injury?”

Dr. Robertson answered that for disorders where it can be predicted who is likely to
develop the disorder it is possible to pre-consent for research studies. However, anyone in
the city of Houston can be the victim of a head injury, and it is not really practical to pre-
consent for this study. One additional method that some emergency studies have utilized
to allow people to opt out of enrollment is to make available an alert bracelet that can be
worn. This is something that could be done for this study if there was enough interest to
do so.

“Why can’t everyone in the study get the drug?”

Dr. Robertson answered that it is not likely that any drug is going to make every patient
with a severe head injury wake up normal. It is more likely that Epo may improve the
degree of recovery for patients. In order to determine if the drug is really effective at
improving outcome, we have to compare the group of patients who receive the drug to
another group of patients who do not receive the drug.

“Howlong have you been doing this trial, and have you had good success with the drug so
far?”

Dr. Robertson answered that we have been enrolling patients into the trial for about one
year. We are blinded to the treatment that has been given to each patient so that we will
not know until the trial is over which patients received the active drug. This is done so that
we won’t bias the results of the trial through the other treatments that we might give
patients.
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Surveys Returned for 4/27/07 Kashmere Community Meeting,-pg'. 1

e S rw e e cm

Moo Ot NGy | R e S P
Houtton T ruso o Departmontof Newosurgery | L
FAX: ‘JI;’,’;’S’;,,”;’: wﬂwﬂmm)@ L
1709 Drycien, :
e Deyden, Suite 750
Houston, Texss 77030
phone: (713) 7984698
FAX: * (713) 7980739 DI
Community Consultation Survey for R
. Clinical Trial
Dltequeeting:__AT"f‘.'f{ 27 =
Pleaseeirdemamerformqwﬁon.’
1. Do you understand the study?

\ ‘ -
@ Agree Disagree Strongly disagree

2. Do you understand that most of ill be enrolled
xDe d of the patients will be hdlesmdyinﬂiallywithont’

) e sepine

3.Doy;uudemd&aplﬁmwwmhenmmymigudm:miveerythmpdeﬁnor
M\ Agree Disagree Strongly disagree

4.Doyouunderstandthaullpatienuwillreeeiv regardles:
of whether or not they receive erythropoietin? ® standand care for head injury, :

Strongly agree Agree Disagree Strongly disagree

5.Areyonﬁ_[lingforﬂnb&udytobedominyoureommnnity?
Strongly agree  Agree Disagree Strongly disagree

6. anﬁyglﬁbfwﬂﬁlgwmrﬁcbmh&emdyifmmmhawahedhjury?
Strongly agree Agree Disagree Strongly disagree
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Surveys Returned for 4/27/07 Kashmere Community Meeting, pg. 2

oy BCM .

GENERAL icine
HOSPITAL

ii: thi@bem.edu

omal Community Consultation Survey for

Erythropoietin Clinical Trial
Date of Meeting: 4%4/0?’
Please circle one answer for each question.

1. Do you understand the study?
Strongly agree Agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolied in the study initially
without their consent?

Strongly agree Agree Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoletin or
placebo?

Strongly agree Agree Disagree Strongly disagree

4. Do you understand that ali patients will receive standard care for head injury,
regardiess of whether or not they receive erythropoietin?

Strongly agree Agree Disagree Strongly disagree
5. Are you willing for this study to be done in your community?

Strongly agree Agree Disagree Strongly disagree
6. Would you be willing to participate in the study if you were to have a head injury?
Strongly agree Agree ) ~ Disagree Strongly disagree

Z
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Surveys Returned for 4127107 Kashmere Cdlflinunity Meeting, pg. 3

BEN TAUB [l -:@/)- b7 r
CENERAL BCM k..
email: thi@bcm.edu

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting:_(/ — 3 7~ 0 9
Please circle one answer for each question.

1. Do you understand the study?

Strongly agree Agree Disagree Strongly disagree——

z.Doyouunderstandthﬂmo&ofﬂnepaﬁentswillbeenrolledinhe%dyiniﬁaﬂy
without their consent?

Strongly agree &/ Agree Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo? '

Strongly agree Agree Disagree Strongly disagree L/

4. Do you understand that all patients will receive standard care for head injury,
regardless of whether or not they receive erythropoietin?

Strongly agree | Agree v- Disagree Strongly disagree

5. Are you willing for this study to be done in your community?
Strongly agree Agree / Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?
Strongly agree Agree Disagree Strongly disagreel//

=
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Surveys Returned for 4/27/07 Kashmere Community Meeting, pg. 4

BEN TAUB :

GENERAL &“ﬂ&m
@ o BCM %=

emall: thi@bcm.edu
Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting:__ (22007
Please circle one answer for each question.

1. Do you understand the study?

Strongly agree Agree Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially
without their consent?

Strongly agree Agreg Disagree Slrongly disagree

3. Do you understand that patients will be randomly asslgned to reoeive erymropoietin or
placebo?

Strongly agree Agree Disagree Strongly disagree

- T

4. Do you understand that all patients will receive standard care for head injury,
regardiess of whether or not they receive erythropoietin?

Strongly agree Agree Disagree Strongly disagree |

5. Are you willing for this study to be done in your community?
Strongly agree Agree Disagree Strongly disagree

—

6. Would you be willing to participate in the study if you were to have a head injury?

Strongly agree Agree Disagree Strongly disagree

1
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Surveys Returned for 4/27/07 Kashmere Community Meeting, pg. 5

BEN TAUB Bc%lor
GENERAL  inc
HOSPITAL
Madical Director, NiCU Depattment of Neurosurgery
1on, Texas 77030 Claudia S. Robertson, M.D.
:hom: (7133?1393-2792 Professor
FAX: (713) 798-8063 1709 Dryden, Suite 750
MS: BCM 650
Houston, Texas 77030

phone: (713) 7984696
FAX: (713) 7983738
emal: daudiar@bom tmc.edu

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: M - 51-7 O l

Please circle one answer for each question.

1. Do you understand the study? -

Strongly agree @ Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially without
their consent?

Strongly agree Agree Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo? ’

Strongly agree @ Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for head injury, regardless
of whether or not they receive erythropoietin?

Strongly agree Agree Disagree Strongly disagree

5. Are you willing for this study to be done in your community?

Strongly agree Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?

Strongly agree @ Disagree Strongly disagree
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Surveys Returned for 4/27/07 Kashmere Community Meeting, pg. 6

BEN TAUB
email: thi@bem.edu -
Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting:_ '} - 27-061 .
Please circle one answer for each question.

1. Do you understand the study? ,
Strongly agree Agree (Disagres)  Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially
- without their consent?

Strongly agree Agree  Disagee  CStronglydisagres)

3. Do you understand that patients will be randomly assigned to receive erythropoletin or
placebo?

Stronglyagree  Agree. Disagree  Sirongly disagree

4. Do you understand that all patients will receive standard care for head injury,
regardiess of whether or not they receive erythropoietin?

Strongly agree Agree Disagree Strongly  disagree

5. Are you willing for this study to be done in your community? |

Strongly agree @ ~ Disagree ‘» Strongly disagree

6. WouIdyoubewmmgtopart__icipateinmsmdyﬁyoumtoha\}eahead injury?

Strongly agree (g’@ Disagree  Strongly disagree
A
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| Surveys Returned for 4/27/07 Kashmere Community Meeting, pg. 7

BEN TAUB '

B BCM .

HOSPITAL i
email: thi@bem.edu

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting;___4/z1]o
Please circle one answer for each question.

1. Do you understand the study?

@ Agree Disagree  Strongly disagree

2. Do you understand that most of the patients will be enrolled in the study initially
without their consent?

-

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?

Strongly agree Agree Disagree @

4. Do you understand that all patients will receive standard care for head injury,
regardiess of whether or not they receive erythropoietin?

Strongly agree Agree Disagree Strongly disagree
5. Are you willing for this study to be done in your community?

Strongly agree Agree Disagree

6. Would you be willing to participate in the study if you were to have a head injury?
Strongly agree Agree - Disagree Strongly disagree

—
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Surveys Returned for 4/27/07 Kashmere thﬂimunity Meeting, pg. 8

BEN TAUB f
HOSPITAL
email: thi@bcm.edu

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: &t -4 7 - o 7
Please circle one answer for each question.

1. Do you understand the study?
Strongly agree @ Disagree Strongly disagree

2. Do you understand that most of the patients will be enrolied in the study initially
without their consent?

Strongly agree @ Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?

Strongly agree (Agrep Disagree Strongly disagree

4, Do you understand that all patients will receive standard care for head injury,
regardiess of whether or not they receive erythropoietin?

Strongly agree Agree Disagree Strongly disagree
5. Are you willing for this study to be done in your community?
swonglyagree  (Agreg/ Dissgree  Strongly disagree
6. Would you be willing to participate in the study if you were to have a head injury?
Strongly agree Carsy Disagree  Strongly disagree

g
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Surveys Returned for 4/27/07 Kashmere Community Meeting, pg. 9

Medical Director, NICU

1504 Taub Loop Department of Neurosurgery
Houston, Texas 77030
phone: (713) 7932762 mm. Robertson, M.D.
FAX:  (713) 798-8083
1708 Dryden, Suite 750
MS: BCM 650

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting:_Aers] 27 _1)-12 Noshmers MyHi Service Cemter

Please circle one answer for each question.
1. Do you understand the study?

Agree Disagree Strongly disagree

7ima ' ,
2.Doyou undemdthatmnzf&epaﬁennwmbeemﬂedinmemldyhiﬁlﬂym

d'eir' sent? ! drnt Knrw He M'c/)m"gﬂ(/aorm#?&.,‘ :
Strongly agree Agree Disagree Strongly disagree . - '
3. Do you understand that patients will be randomly assigned to receive erythropoietin or
placebo?
Strongly agree Agree Disagree Strongly disagree

4.Doyonndemwthanﬂptﬁenuwﬂlreeeivesundudmforheadinjury,reyrdha
of whether or not they receive erythropoietin?

Strongly agree Agree Disagree Strongly disagree

§. Are you willing for this study to be done in your community?
Strongly agree Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?

Strongly agree Disagree Suongly disagree

CENEAT » BCM &
: Co
HOSPITAL of Medicine
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