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Factors Considered in Planning the Consultation Meetings
Major racial and ethnic groups in the Ben Taub General Hospital trauma\population

From Harris County 2000 census:

Group % of Population
White, non-Hispanic 42%
Hispanic (white race, other or multiple races) 33%
African American 18%
Asian 5%
Other 1%
TBI patients cared for at Ben Taub: -
White, non-Hispanic 32%
Hispanic 45%
African American 18%
Asian 5%

Significant Healthcare Issues that will influence the choice of groups for consultation.
none

Major Social Issues that may influence the choice of groups for consultation.
1. Hispanics and African Americans are the major minority groups cared for at
BTGH
2. Young adults and senior citizens have the highest incidence of TBI
3. TBI patients who do not have families immediately available are commonly
minority, underinsured, and/or illegal immigrants

Any other pertinent or unique factors in your community that will influence the choice
of groups for consultation?
none
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Location of Community Meetings

The map below shows location of the community meetings that were held, as well as the
location of Ben Taub General Hospital (BTGH). The communities chosen are those that
are highly represented in the BTGH patient population, although for trauma cases anyone
injured in Harris County could be brought to BTGH.
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Summary of Community Notificgtion Activities

Note: These are the notification activities that were done to involve people in the
community meetings. Additional notification activities will be done when the use of the
emergency consent exception is approved.

Strategy: webpage (http://www.bcm.edu/neurosurgery/?pmid=5809)
Target group: Houston community at large
Dates run: 3/28/07 to present

Strategy: announcement in Harris County Hospital District Newsletter
Target group: employees at the hospital district
Dates run: 5/2/07

Strategy: press release about use of emergency consent exception for the Epo study
Target group: Houston community at large
Dates run: 3/15/07

Strategy: advertisements in Houston Chronicle and Houston Press
Target group: Houston community at large
Dates run: ad in Chronicle ran on Thursday 4/26/07, and Sunday 4/29/07

Strategy: press release about community meetings giving date/times and locations
Target group: Houston community at large :
Dates run: 4/18/07

Results: printed in Houston Chronicle_ on 4-19-07

Strategy: fliers advertising the meetings were distributed at each of the community
centers for several days prior to each of the community meetings

Target group: local communities near the community centers

Dates run: a few days before each of the meetings




Summary of Coinmuniﬂ Consultation Activities

Strategy: meeting at Ben Taub NICU with slide presentation about study and about the
emergency consent exception

Target group: leaders of Houston Fire Department EMS

Date: 1/26/07 at 11:30AM

# of participants: 6
# of evaluation forms returned: 6
% favorable to use exception:
® 5/6 (83%) agreed with enrolling patients initially without their consent
® 4/6 (67%) were willing to have the study done in their community
% unfavorable to use exception:
e 1/6 (17%) did not agree with enrolling patients initially without their consent
* 2/6 (33%) marked “n/a” for question asking if they were willing to have the study
done in their community
other comments: Dr. Persse and the EMS chiefs were supportive of the plans, and will
discuss with their respective paramedics

Strategy: meeting at TIRR Foundation headquarters with slide presentation about study
and about the emergency consent exception

Target group: local (Gulf coast) CNS injury basic scientists (targeted because at least one
important issue is the scientific need to give the drug early after injury)

Date: 2/9/07 at 2:00PM

# of participants: 18

# of evidluation forms returned: 12

% favorable to use exception:
e 12/12 (100%) agreed with enrolling patients initially without their consent
e 12/12 (100%) were willing to have study done in their community

% unfavorable to use exception: 0

other comments:

e interestingly 2/12 of these scientists who should understand the need for a
randomized trial, were unwilling personally to participate in the study (the
objection seemed to be the possible randomization to placebo), but were willing to
have it done in their community

e there was agreement that the earlier a neuroprotective drug treatment is given, the
better the chances for benefit

¢ the director of Mission Connect provided a letter of support in addition to the
surveys completed at the meeting

Strategy: meeting at Ben Taub NICU with slide presentation about study

Target group: MADD (Mothers Against Drunk Drivers) leadership, a support group for
patients with TBI

Date: 3/15/07



# of participants: 4

# of evaluation forms returned: 4

% favorable to use exception: ,
o 4/4 (100%) agreed with enrolling patients initially without their consent
e 4/4 (100%) were willing to have study done in their community

% unfavorable to use exception: 0

other comments:

Strategy regular monthly Gateway to Care meeting at Third Ward Multi-service Center
with handout and short verbal description of study followed by questlons/dlscussmn

Target group: Gateway to Care leaders (organization involved in increasing access of
medical care to indigent/underinsured of Houston)

Date: 3/20/07 at 12 noon

# of participants: ~60
# of evaluation forms returned: 23
% favorable to use exception:
o 23/23 (100%) agreed with enrolling patients initially without their consent
e 20/23 (87%) were willing to have study done in their community
% unfavorable to use exception:
e 3/23 (13%) were not willing to have the study done in their community
- 1/23 (4%) disagreed with use of the exceptlon
- 1/23 (4%) answered not sure
- 1/23 (4%) did not answer the question but instead commented that we
needed to widely publicize the study within the community
other comments: The board of directors authorized the director of Gateway to Care to
write a letter of support in addition to the surveys that were filled out at the meeting.

Strategy: email of one page description of study with references to web page and to press
release about study, as well as copy of survey to be returned

Target group: leaders of organizations of the Gulfcoast United Way

Date: 3/21/07

# of participants: 1400

# of evaluation forms returned: 7

% favorable to use exception: 7/7 (100%)

% unfavorable to use exception: 0

other comments: One additional comment agreeing with the study was returned without
the survey.

Strategy: booth at Health Fair at Kashmere Multi-service Center (4802 Lockwood Street,
10AM to 3PM)

Target group: local community, primarily African American

Date: 4/14/07

# of participants: 56



# of evaluation forms returned: 56
% favorable to use exception:
e 50/56 (89%) agreed with enrolling patients initially without their consent
® 54/56 (96%) agreed with the study being conducted in their community
% unfavorable to use exception:
e 6/56 (11%) disagreed with enrolling patients initially without their consent
- 5 of these were willing to have the study done in their community
- 3 of these would be willing to participate in the study personally
® 2/56 (4%) disagree with the study being conducted in their community
other comments: One participant was Asian, the remainder were primarily African
American.

Strategy: short verbal presentation at Houston PIP (Positive Interaction Program) meeting
(10101 Fondren)

Target group: local community, mixed ethnicity

Date: 4/17/07 at 6:30PM

# of participants: ~30

# of evaluation forms returned: 26

% favorable to use exception:
e 26/26 (100%) agreed with enrolling patients without their consent
e 26/26 (100%) were willing to have the study done in their community

% unfavorable to use exception: 0

other comments: Most of the community participants were white, the police participants
were African American and Hispanic

Strategy: short verbal presentation at Houston PIP (Positive Interaction Program) meeting
at Southwest Multi-service Center (6400 High Star)-participants were all invited to
community meeting that evening v

Target group: local community-primarily Hispanic, but also multi-national (Asian,
Indian, African) ‘

Date: 4/24/07 at 12PM

# of participants: 35

# of evaluation forms returned: 35

% favorable to use exception:
e 33/35 (94%) agreed with enrolling patients without their consent
e 33/35 (94%) were willing to have the study done in their community

% unfavorable to use exception: 2/35 (6%)

other comments: 1 additional person indicated that he would not be willing to participate
in the study personally because he would want to get Epo definitively, 1 other person
indicated that although he would be willing to participate in the study personally, he
would unhappy if he received placebo

Strategy: community meeting at Southwest Multi-service Center (6400 High Star)
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Target group: local community-primarily Hispanic, but also multi-national (Asian,
Indian, African)
Date: 4/24/07 at 6:00PM

# of participants: ~20
# of evaluation forms returned: 13
% favorable to use exception:
e 13/13 (100%) agreed with enrolling patients without their consent
e 13/13 (100%) were willing to have the study done in their community
% unfavorable to use exception: 0
other comments:
e presentation and questions were in Spanish and English
e 3 participants were African American, the remainder were Hispanic

Strategy: short verbal presentation at Houston PIP (Positive Interaction Program) meeting
(10101 Fondren)-participants invited to town hall meeting the following day

Target group: local community, mixed ethnicity

Date: 4/26/07 at 11:30AM

# of participants: 15
# of evaluation forms returned: 15
% favorable to use exception:
e 14/15 (93%) agreed with enrolling patients without their consent
e 11/15 (73%) were willing to have the study done in their community
% unfavorable to use exception: ) N
o 4/15 (27%) were not willing to have the study done in their community
— one person commented that “I do not feel that anybody has the right to vote as a
whole to force a study on someone else”
— one person indicated that they would like to have the real drug
other comments: »
®  One person commented “If this medication will save a life, it sounds great”
= Participants were mixture of white, African American, and Hispanic

Strategy: community meeting at Kashmere Multi-service Center (4802 Lockwood St)
Target group: local community-African American, and senior citizens
Date: 4/27/07 at 11AM

# of participants: 37
# of evaluation forms returned: 37
% favorable to use exception:
= 30/37 (81%) agreed with enrolling patients without their consent
= 33/37 (89%) were willing to have the study done in their community
% unfavorable to use exception:
= 7/37 (19%) did not agree with enrolling patients without their consent
— 4/7 question was left blank or commented “unsure”
= 4/37 (11%) were not willing to have the study done in their community

10



— 2/7 answered “strongly disagree”
— 2/7 question was left blank or “unsure”
other comments: Several of the questionnaires had answers to one or more questions left
blank. We’re not sure if everyone understood all of the questions.

Strategy:' community meeting at Magnolia Multi-service Center (7037 Capitol St.)
Target group: local community, primarily Hispanic
Date: 4/30/07 at 9AM

# of participants: 37
# of evaluation forms returned: 37
% favorable to use exception:

= 35/37 (95%) agreed with enrolling patients without their consent

" 34/37 (92%) were willing to have the study done in their community
% unfavorable to use exception:

= 2/37 (5%) disagreed with enrolling patients without their consent

" 3/37 (85%) were not willing to have the study done in their community
other comments:

= The presentations were in Spanish and English.

= Most participants were Hispanic.

Strategy: both at Health Fair at Benavidez Elementary School (6262 Guilfton St)
Target group: local community, pnmanly Hispanic
Date: 5/2/07 at 1:00-4:00 PM

# of participants: 24
# of evaluation forms returned: 24
% favorable to use exception:
= 22/24 (92%) agreed with enrolling patients without their consent
= 22/24 (92%) were willing to have the study done in their community
% unfavorable to use exception:
= 2/24 (8%) disagreed with enrolling patients without their consent
" 2/24 (8%) were not willing to have the study done in their community
- 1 of these was willing to participate in the study personally
other comments:

11



Summary of Survey Results — All Meetings
(295 surveys were returned)

Question 1 Results: Do you understand the study?

Strongly agree = 124 (42%)

Agree =161 (55%) Total agree = 285 (97%)
Disagree =5 (2%)

Strongly disagree =1(0.3%)

No answer =3 (1%)

“unsure” =1 (0.3%)

Question 2 Results: Do you understand that most of the patients will be enrolled in the

study initially without their consent?

Strongly agree =108 (37%)

Agree =166 (56%) Total agree =274 (93%)
Disagree =13 (4%)

Strongly disagree =4 (1%)

No answer =2(0.7%)

“unsure” =2(0.7%)

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

Strongly agree =109 (37%) :
Agree =162 (55%) Total agree = 271 (92%)
Disagree =16 (5%) ;

. Strongly disagree =6 (2%)
No answer =2(0.7%)

Question 4 Results: Do you understand that all patients will receive standard care for

head injury, regardless of whether or not they receive erythropoietin?

Strongly agree =149 (51%)
Agree =131 (44%) Total agree = 280 (95%)
Disagree =10 (3%)
Strongly disagree =2 (0.7%)
No answer =3 (1%)
Question 5 Results: Are you willing for this study to be done in your community?
Strongly agree =129 (44%)
Agree = 147 (50%) Total agree = 276 (94%)
Disagree =52%)
Strongly disagree =8 (3%)
“not sure” =2(0.7%)
“n/a” =2 (0.7%)
No angwer =1 (0.3%)

“you need to widely publicize the study” =1 (0.3%)

12



Question 6 Results: Would you be willing to participate in the study if you were to have a

head injury?
Strongly agree =138 (47%)
Agree =126 (43%) Total agree = 264 (89%)
Disagree =15 (5%) : '
Strongly disagree =11 (4%)
No answer =3 (1%)
“unsure” =2 (0.7%)

13



Detailed Documentation of Community Notification Activities
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Study Webpage, pg. 1:

Research: Center for Neurosurgical Intensive Care - Department of Neurosurgery - Baylor College of Medi... Page 1 of 2

BCM

Bayior College of Medicine

Research: Center for Neurosurgical Intensive Care
Claudia Robertson, M.D., Professor and Medical Director

Current Research Projects

1. Effects of Erythropoietin on Cerebral Vascular Dysfunction and Anemia in Traumatic Brain Injury (funded by NIH grant
#P01-NS38660). This project is a randomized clinical trial of erythropoietin in patients with severe traumatic brain injury.

Trial is registered in www.clinicaltrials.gow.- identifier = NCT00313716

Proposal for use of amorgency consent axception in trial {link to next page}

2. The Role of NOS3 in tho Corebrovascular Response to TB! (funded by NIH grant #R01-NS043428). This clinical study is
examining the effect of common single nucieotide polymaorphisms of the NOS3 gene on cerebrovascular function (cerebral bliood
flow, pressure autoregulation, 002 reaciivity) in patients with severe traumatic brain injury.

3. Biomarkers of Traumatic Brain Injury (funded by NIH grant #R01-NS052831)
This clinical study is trying to develop a panel of biomarkers that would indicate the presence and severity ofbram injury after
trauma. Eventually this panel might be used as a simple blood test.

Investigators Seek Approval to Use Emergency Consent Exception for Brain injury Study

Name of Study: Effects of Erythropoiotin on Cerebral Vascular Dysfunction and Anemia in Traumatic Brain Injury (Trial is
registered in www.clinicalfrials.gov/— identifier = NCTD0313718)

Erythropoiatin for TB! Patients:

Erythropoiefin is growth factor normally produced by the kidneys that stimulates production of red blood cells. it is FDA approved to treat
chronic anemia asscciated with chronic renal fallure, cancer, and AlDS. This trial will study whether erythropoietin will reduce the
incidence and severity of anemia, and therefore the need for biood transfusion, and if erythropoletin will improve neurclogical recovery
after traumatic brain injury.

Summary of Erythropoisetin Study Protocol:

This study is being conducted at Ben Taub General Hospital in Houston, Texas. Patients age 15 and above, who are admitted to the
hospital with a severe closed head injuty, are eligible for the study. Cumrently, only those patients who have relatives available at the
hospital and who give written informed consent within 6 br of injury can be enrolied.

All patients enrolied in the study receive standard treatment of their brain injury, that is, the same standard treatment they would receive if
they did not participate in the study.

n addition to this standard treatment, the patients are randomly assigned to receive erythropoietin or placebo. Also, the patients are
randomly assigned to keep their hemoglobin concentration at least 7gm/di or 10gm/dl. Patients participating in the study are followed for
six months after injury to assess thelr neurological recovery.

The potential benefits of erythropoietin treatment are that hemoglobin concentration may be higher and fewer blood transfusions may be
required, and that neuroiogical outcome may be improved. Potential risks of erythropoietin trestment are hypertension and thrombotic
evenis such as deep venous thrombosis or pulmonary embolus.

Noed for Rapid Enroliment and Administration of Study Drug:
Adthough enroliment in this clinical trial is ongoing, it has been very difficult to enroll patients rapidly enough to give the study drug at the
most optimal time for neuroprotection. A total of 22 or the planned 200 subjects have been enrolled in the study to date. The average

hitp://www.bem. edwneurosurgery: 7pmid=5809 4722007
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Study Webpage, pg. 2

Research: Center for Neurosurgical Intensive Care - Depariment of Neurosurgery - Baylor College of Medi.. Page 2 of 2

time of administration of the study drug in these initial subjects was 5.5 hr post-injury. No patient has yet received the study drug within 3
hr of injury, when the treatment is kkely to be most effective. Because of this, the investigstors are seeking to use the emergency consent
exception under 21 CFR 50.24 for this trial.

Emergency Consent Excoption (21CFR 50.24):

A fundamental principle ofwnieatmseardusmathdwidualwbjewsareabletodeddevmemerornotﬂ\eywlshmparﬂdpmbasedon
knowledge of the risks and the potential benefits of the study. In addition, research subjecis can withdraw from a research study at
anytime.

In 21 CFR 50.24, federal law defines the very special circumstance of emergency research where patients are unable because of their
iiness or injury to give informed consent and where refatives are not likely to be available in time to give informed consent because of the
urgency to start treatment. In place of individual informed consent, additional assurances are required, induding disclosure to the
community that the study will be conducted and that most of the patients will be initially enrolied in the study without individual informed
consent. When families are subsequently located or if the patient regains consciousness, they are informed about the study and allowed
to decide to continue to participate or to withdraw from the study.

Comments:

To cornment on or to ask questions about the proposed use of the emergency consent exception for this study, click on the link:
mailto:bi@bem.tmc.edu

E-mail this page to a friend

©2003 - 2007 Baylor College of Medicine

Department of Neurosurgery

1709 Dryden Houston, Texas 77030
Mail: One BadorPlaza Stop BCM650, Houston, Texas 77030
hone: 713-708-4606 | Fax: $13-708-3730

Comact.Dopatmmtomerosurgary
Last modified: Msrch 29, 2007

http:/fswww.bem. edu/neurosureery/ ?pmid=5800 47272007
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Announcement in Harris County Hospital District Newsletter

From: HCHD Communications
Sent: Wednesday, May 02, 2007 10:12 AM
Subject: Beat Briefs

E

A weekiy bulletin from Corporate Communications offering
tmely isformation to HCHD employees,

Recognizing Service and Achievements

The Harris County Hospital District will mark National
Hospitals Week and National Nurses Week May 6-12 with
several special events to thank employees for their service. In
additional, colorful banners announcing the annual weeklong
celebration will be displayed at Ben Taub, LB), and Quentin
Mease hospitals.

New BT Parking Garage Guidelines

Please note, there are important new guidelines in place for
the parking garage at Ben Taub, including: HCHD staff not
assigned to Ben Taub may access the fifth through ninth levels
of the parking garage with a new ID badge and the
appropriate parking decal; employees assigned to the Leeland
and Brown lots may access the fifth through ninth levels of the
Ben Taub parking garage from 6 p.m. to 7:30 a.m. Monday
through Friday, and all day on weekends and holidays; and all
employees are asked to use their ID badges when exiting the
garage.

Ben Taub Study Needs Feedback

Local trauma care specialists are soliciting input from the
public for a new emergency treatment being studied at Ben
Taub and Baylor College of Medicine. The study is looking at
the effects of an emergency treatment for head injury using a
medication that increases the production and fifespan of red
blood cells. The treatment requires a response so immediate
that it is difficuit to get families’ permission to allow patients
to take part. Because of this, researchers at Baylor College of
Medicine and Ben Taub are seeking a "waiver of consent”
under federal rules for emergency research. For more
information and to make a comment, click here.

E-Presentations Schedule Change

E-Presentations online learning modules will be unavailable to
new registrants from May 1-31 for a system update.
Registrations will resume June 1 and participants will receive
access to the modules on June 15. Current E-Presentation
users have until May 15 to compiete their modutes. Failure to
complete modules by this date will require June registration.

Sl

Voleme 1, Issue 43
May 2, 2007

Calendar

Book Signing and
Inspirational Words
Nationally known author
1L, King

Wednesday, May 2

il a.m.-1 p.m.

Thomas Street-3rd floor
conference room

Nationwide
Representative
Thursday, May 3 -
8 a.m.-4 p.m,

LB3 cafeteria

National Day of Prayer
Observance

Thursday, May 3

1 pam.

18] chapel

Blessing of the Hands
Services

Thursday, May 3
noen-1 p.m,

Ben Taub, LB, Quentin
Mease, Thomas Street
chapels

Blessing of the Hands
Service

Thursday, May 3

10 a.m.

Strawberry Health Center

Nursing Discovery Day
for Girl Scouts
Saturday, May 5

10 a.m.-1 p.m.
Northwest Health Center
1100 W, 34th St

17




Study Press Release, pg. 1:

Treatment for head injury requires emergency waiver - Baylor College of Medicine Page 1 of 2

L4

Baylor College of Medidine

* Ross Tomlin713-788-7973 htomiin@bem.tmc.edu
*  E-mail this articie to a filend

Treatment for head injury requires emergency waiver

HOUSTON -- (March 15, 2007) -- A study of the effects of an emergency treatment for head injury using erythropoietin, a medication that
Masestheplbdmtimandﬁm;mnofreduoodwﬂammarwmaemhwmdateﬁntﬁledﬁﬁuﬁbgetfmnﬁes'psnusswnb
allow patients to take part.

Because of this, researchers led by Dr. Claudia Robertson, professor of neurosurgery at Baylor College of Medicine and medical director
of the neurosurgical intensive cate unit at Ben Taub General Hospital, are seeking a "walver of consent® under federal rules for
emergency research.

Tmswouualmmemmreatmepaﬁmmnmeséx-hwﬁmeﬁanemqummmlfﬂ;edrugwi&adud!ysavepredwsbm&n
tissue. For the past few months, Roberison and her colleagues have triied to get consent from families of patients who might teke part in
the study, but notifying them of the accident takes time. Many arrive at the hospital too late to give consent.

As a result, the researchers have not been able to enrcll enough patients to determine if the medication can improve the lives of those
who have had severe injuries {o their brains. They had hoped fo envolt 40 patients per year.

Under the U.S.FoodandDmgAdrirﬂsh-aﬁm‘se:mrgemymea@Mes.itispossib!etoemoﬂpaﬁentsinasmdydanemetgemy
procedure without informed consent as long as certain criteria are met. One of these criteria is to obtain community approval of the study.
Robertson and her colleagues must meet with community representatives and discuss their plans with them and get their input. They
must also make their plans known to the community at large through the media and other means.

Another criterion is to inform patients and their families about their participation in the study. *As soon as we can locate the families, we
can ask permission,® Robertson said. *If they do not want their family member o be part of the study, we can stop then.” if the patient
fegains consciousness and does not want to take part, he or she can ask that the treatment be stopped.

Theiraudy.piatmedbinvoWezoopaﬁenishmemto&rgicélmnsivecafemﬁatBenTm.ismecenterpieoeufﬁve-year,SG
mitlion grant from the National institute of Neurological Disease and Stroke. Robertson hopes that it will help her determine if
efythropdetinwnmnymwwmtmecascadeofmbtutbadbsevagmdmhpmmhavehadheadlniuries.

Patients enrolied in the study will receive either placebo or one of two different dosages of eryihropoietin. They will, of course, receive all
other standard treatments for palients with severe brain injury.

Damage to a brain continues after the initial injury as tissue dies, giving off chemicals and other factors that can continue to kil brain
celis. Protecting brain tissue from this secondary damage is a major goal of Robertson's work.

in studies with animals with brain injury, giving erythropoietin protects the brain and improves their outcome, she said. Erythropoietinis
approved for other purposes and causes few side effects. The most common side-effects that have occurred in other studies is
hypertension and an increased risk of biood clotting.

Smandhercdmag\esseetwopossfueadwmtag&sbghingﬂwmedmﬁm.

Patients with brain injury often have lost a lot of biood and need biood transfusions. Giving them erythropoletin will reduce the need for
transfusions and the risks that they carry.

hitp://www._bom.eduw/newssitem.cfim?newsID=830 422007
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Study Press Release, pg. 2:

Treatment for head injury requires emergency waiver - Baylor College of Medicine Page 2 of 2

*We also think it may protect the brain,” said Robertson.

Others taking parting the work under the grantinclude Drs. Shankar Gopinath, Robert Bryan, Leeta Cherian and J. Clay Goodman, alt of
BCM as well as H. Julia Hannay, professor of psychology at University of Houston, and Paul R. Swank, professor of developmental
pediatrics at University of Texas Heatth Science Center at Houston.

Those interested in more information or those who have comments on the plan can call 713-798-4696 or e-mail neurosurgery@bem.edu.

Last modified: February 8, 2006

hitp://www.bcm. edu/newsdfitem. cfm ZnewsID=830 4722007
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Advertisement of Community Meetings, pg. 1
Houston Chronicle ad (ran on Thursday 4/26/07, and Sunday 4/29/07):

Traumatic Brain Injury
Baylor Neurosurgery at Ben Taub General Hospital is
considering emergency waiver of consent for brain
injured patients. Please come to a community

meeting to share your opinion:
O April 27, 11-12 PM at Kashmere Multi-Service

Center (4802 Lockwood St)

O April 30,9-10 AM at Magnolia Multi-Service

Center (7037 Capitol St)

See our webpage for more information:
http:/iwww.bcm.edu/neurosurgerypmid=5809

713-873-2794

www.becm.eduw/clinlcalstudies

Houston Press ad (ran 4/26/07 through 5/2/07)
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MM y mm‘“ ‘;&“ - é!aase cometoa éommyqity reeting
+ Aol 24,67 PM en o Soutwes: Muli-Servie 1o share your opinion:
Center (6400 High Star) , » April 24, 6-7PM at Southwest
+ At 27, 1112 PMen ¢ Kashmers Multi~ Multi-Service Canter (6400 High Star)
Service Center (4802 Lockwood SY) » Aprit 27, 11-12PM at Kashmgre
+ Abril 30,8-10 A, en ef Magnolia Mult-Servioe Miutti-Service Center (4802 Lockwood St)
| Cemer(7307capifmSt) * April 30,9-10AM at Maguolia:.
Multi-Service Center (7037’
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Advertisements of Community Meetings, pg. 2
Fliers passed out at community centers (English version):

What can you do for a brain injury?

Baylor Neurosurgery at Ben Taub General Hospital is recruiting

patients with severe traumatic brain injury for a research study

of erythropoietin. - '
Erythropoietin inhibits neuronal cell death, has anti-inflammatory activities, and may
improve cerebral blood flow. In experimental studies it improves neurological recovery

from brain and spinal cord injury, and from stroke. In addition, erythropoietin stimulates
red cell production and is expected to reduce the number of blood transfusions required. }

Eligible patients for the study are:
«in coma due to closed head injury
«at least 15 years old
*have no life-threatening systemic injuries
The drug must be given within 6 hours of the brain injury.

To send comments, e-mail us at thi@bcm.tmc.edu

You are invited to a community meeting to discuss the use of
emergency waiver of consent for this study. The meetings will
be held:
+ April 24, 6-7PM at Southwest Multi-Service Center (6400
High Star)
« April 27, 11-12PM at Kashmere Multi-Service Center
(4802 Lockwood St)
« April 30, 9-10AM at Magnolia Multi-Service Center (7037
Capitol St)

Please come to a meeting and give your opinion.
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Advertisements of Community Meetings, pg. 3
Fliers passed out at community centers (Spanish version):

¢Que puede hacer usted por una
lesion cerebral?

El departamento de Neurocirugia en el Hospital General de Ben Taub
esta considerando no utilizar autorizacién escrita en caso de una
situacion de emergencia para el tratamiento de pacientes con lesion
cerebral.

Por favor venga a la junta de comunidad y
comparta su opinién:

 Abril 24, 6-7 PM en el Southwest Multi-Service Center
(6400 High Star)

» Abril 27, 11-12 PM en el Kashmere Multi-Service
Center (4802 Lockwood St)

» Abril 30, 9-10 A, en el Magnolia Multi-Service Center
(7307 Capitol St)

Para mayor informacién por favor visite nuestra pagina web
http://www.bcm.edu/neurosurgery/?pmid=5809
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Press Release about Community Meetings (4/18/07)

Public consent needed Tor emergency treatment - Baylor College of Medicine PageTof 1

BCM
Baylor Collegeof Medicine
® Ross Tomiin7 13-798-7973 htomlin@bem.tme.edu
¢ E-mail this article to a friend
Public consent needed for emergency treatment

HOUSTON — (April 18, 2007) — Local trauma care specialists are soficiting input this month from the public for a new
emergency treatment being studied at Ben Taub Generat Hospital and Baylor College of Medicine.

The study is looking at the effects of an emergency reatment for head injury using erythropoietin, a medication that
increases the production and lifespan of red biood celis. The treatment requires a response so immediate that itis
difficuit to get families’ permission to aliow patients to take part. ’

Because of this, researchers at Baylor Coflege of Medicine and Ben Taub General Hospital, part of the Harris County
Hospital District, are seeking a "waiver of consent” under federal ruies for emergency research. Community meetings
designed to do just that are scheduled at the following times and iocations:

o Aprit 24 (Tuesday), 6-7 p.m., at the Southwest Multi-service Center, 6480 High Star

& April 27 (Friday), 11 a.m.-12 noon, at the Kashmere Multi-service Center, 4802 Lockwond St.
»  Aprit 30 (Monday), 3-10 a.m., at the Magnotia Multi-service Center, 7037 Capital St.

The meetings are free and open to the public.

© 1898 - 2005 Baylor CoBege of Madicine | One Baylor Plaza, Houston, Texas 77030 | 713-788-4051

Last modified: February 9, 2008
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Article about Community Meetings Published in Houston Chronicle (4/19/07)

Hospital officials seek public comment on emergency medical treatment | Chron.com - Houston Chronicle  Page 1 of |

Havre, 58

HOUSTON,. CHRON

<> chron.com|

Alief/Southwest News

April 19, 2007, 5:36PM
Hospital officials seek public comment on emergency
medical treatment

Local trauma care specialists are soliciting input this
month from the public for a new emergency treatment
being studied at Ben Taub General Hospital and Baylor College of Medicine.

The study is looking at the effects of an emergency treatment for head injury using
erythropoietin, a medication that increases the production and lifespan of red blood cells. The
treatment requires a response so immediate that it.is difficult to get families’ permission to allow
patients to take part.

Because of this, researchers at Baylor College of Medicine and Ben Taub General Hospital, part of
the Harris County Hospital District, are seeking a "waiver of consent” under federal rules for
emergency research, according to a press release from Baylor College of Medicine.

Community meetings designed to do just that are scheduled at the foliowing times and locations:

® 6-7 p.m. Tuesday, at the Southwest Multi-service Center, 6400 High Star

» 11 a.m.-noon, April 27, at the Kashmere Multi-service Center, 4802 Lockwood St.
* 9-10 a.m., April 30, at the Magnolia Multi-gservice Center, 7037 Capital St.

The meetings are free and cpen to the public.

VOICES OF HOUSTOM

rouRAED BY %Pluek

You must be logged in to feave a comment, Log in | Register

Subrmit
ADVERTISING: Contests | Fraudulentt Ads | Information & Rates | Place An Ad | Singles In Housten | Yeliow Pages | CHROI
CHRONICLE: Subscribe Now | Subscriber Services | Buy Photas | Chrosicle in Education | Corvections | Public Affairs | RSS Fee
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http://www.chron.convdisp/story. mplnb/aliefnews/473171 Lhim! 4723/2007
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Detailed Documentation of Coniifxiunity Consultation Activities
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V)

Summary of Meeting with EMS Leadership on 1/26/07 11:30AM in Ben Taub NICU
Classroom:

Present were representatives from the study (Claudia Robertson, MD, Shankar Gopinath,
MD, Emmy Miller, RN), representatives from the Ben Taub trauma service (Brad Scott,
MD, Matthew Carrick, MD, and Michael Norman, MD), the HFD EMS Director (David
Persse, MD), three EMS chiefs, and two EMS techs. Dr. Robertson gave a presentation
describing the emergency consent exception, and explaining why the Epo study is
proposing to now use this procedure for enrolling patients. After the presentation, a
discussion ensued. Some of the points discussed included:

Dr. Persse emphasized that the emergency consent exception was very important for the
field of emergency research to be able to make progress. It was reviewed that a number of
clinical trials in Houston have used the emergency consent exception, including the
hypothermia and polyheme trial. In addition, Matthew Carrick and Mike Norman as well
as David Persse have studies in the planning stage which will use the emergency consent
exception. None of these planned studies will be possible to conduct using usual informed
consent since the time to enroll patients will be very short.

One of the EMS chiefs asked why we were planning to look for family for 3 hrs before
enrolling patients. That is, why not enroll patients even earlier? We looked again at the
time course data in experimental studies, and showed that that good neuroprotection
occurred at 3 hrs post-injury, but was significantly less at 6 hrs post-injury. We explained
that we want to enroll patients using informed consent from the family whenever possible,
and felt that this was the best balance between this desire to obtain mformed consent when
possible and the need to give the drug as early as possible.

Emmy Miller further explained that it might not be necessary to search for families for the-
full 3 hrs in all cases, for example if it were discovered that family were not local and
could not be contacted. No objections to the plans were expressed. The 6 EMS participants
all completed the survey at the end of the meeting.
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Slide Presentation for Meeting with EMS Leadership, pg. 1:

Epo Clinical Trial

« Federal regulations for research consent

* Epo trial-background and envoliment to date

+ Our proposal fior using the emergency consent
axception
- Practicability of the saady without the emergency

consent exception

« Recommendation-timiag of the Epo

administration is crucial to the saccess of the trial

Informed Consent

« Fundamental principle of reszarch
« Difficult to achieve in emergency ressarch

‘Who can give consent for research?

* legally authorized representative (LAR)

Family (in order)
— Spouse

- Parent

— Adult Child

~ Sibling

How is Informed Consent
Documented for Research?

* Written informed consent document must
be signed ’

» No phone consents, but can be faxed

* Innovative ways 1o do this for emergency
projects

Exception from Informed
Consent in Emergency Research

« 21 CFR50.24

* Designed for implementation
of research in emergency :
settings when exception
from informed consent
is not pessible

Criteria

* The exception applies when:

~ Human subjects cannot give informed .
consent because of emerging, life- 5
threatening medical condition

- Availsble treatmients for the
condition are unproven or
unsatisfactory w0

~ The intervention st be administered * -
before informed consent from LAR is
feasible
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Slide Presentation for Meeting with EMS Leadership, pg. 2:

Benefits and Risks

s Participation must held out prospect of direct
beneflt to the subject
— K placebo design is used, standsrd cans must be given
to all subjects

- What is known shout the medical coadition of the
potential subjects

- The risks and banefits of standard thecapy

~ Any benefits of the proposed treatment

« Risks of the study are reasonable In relation to:

Study Design

¢ Design should be adequate io the task of
evaluating whether the treatment provides

the hypothesized effect
* The amount of time spent in locating m
family members must be defined

+ The therapeutic window must be
defined

Contact of Family Members

* Attempis to contact a legally
authorized representative (LAR) or
family member need not exhaust
the entire therapeutic window

¢ The effect of delaying study
treatment must be taken into
sccount when determining the
potion of the therapeutic window
to be spent trying to locate family

Public Disclosure and
Community Consultation

* Priorto start of the study — public disclosure of
sufficient information to describe
~ the nature and purpose of the study
— the fiact that infonmed consent will not be obtained
for most study subjects
* Following completion of the study information
about the study resnlts must be disclosad
~ 10 the commumity where the research was done
~ the research commumity should have access to
comprehensive smmary data

FDA Paosition on Qur Trial

* Study meets all of the requirements for the
emagency consent exception except
~ it is pot practicable without the exception
+ They argned that adding another site would
allow us to complete the study
* We want to argue that early administration
of Epo is crucial to the success of the trial

Erythropoietin (Epo)

* A hematopoietic growth factor. produced in
the kidney

« Stimulates production of RBCs

+ Clinical use — chronic anemia associsted with
kidney disease, cancer, HIV
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Slide Presentation for Meeting with EMS Leadership, pg. 3:

Anemia in TBI Patients

* Anemia in severe rauma is the result of a
complex interaction of factors:

An estimated 40-56% of all critically i1l
trauma patients recefve a transfusion of blood
products,

Epe Alse Has Nenropratective Actions

P imental dral tsch

P (Kumral 2006, Junk
2000, Catania 2002, Siren 2001, Banaudin 1998,
Brines 2000, Sakanaka 1998}

« Experisental traxmatic brain injury (Brines 2060)

. b (Moxichits 1997)

» Spinal cord ischesa (Celik 2002)

« Spinal cord traneva (Geeio 2002)

» Subarachnoid hemorrhage (Grasso 2001, Alafaci
2000, Springborg 2002, Iwasski 2002)

Time Window for Eps Neuroprotection
wica steoke codel in cats, Brines etal 2002
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Slide Presentation for Meeting with EMS Leadership, pg. 4:

Risk/Benefit for Epo

* Potential benefit

- Increaned hematocrit, reduced need for blood
trsnsfiusion

Potential Risk

— Hypertension

~ Thrombotic events (DVT, PE, AMI-have
moatly occurred whet & nonnal hemabicrit is
targeted)

Pilot Clinical Trial in Stroke Patients
(Ehrenreich etal., Malecular Medicine 8:495-505.2002)

« 40 patients randomly assigned to Epo
130001Uq24hx 3

¢ No safety concems

» CSF Epo kvels 60-100 x times greater in
treated group

» "Trend for improved neurological outcome

Epo Clinical Trial: Inclusion Criteria
Primary Objective

« To determine the effect of ssrty administration of o Agex 15w

Epo on long-tenn nerological oticome after «  Motor GCS < 5 {not following commands}
. i5: carly sdministration: of Epo imp = Enroiled within 6hrs of injury

loval prciogicl 3 6months post-

injury.

Interventions Enrollment in Study

» Patients will be randomby assigned to one of four
treatment groups:

Toamsniwith Epo Tosmawiih Placebe
Tresahosion igaes of < 10 idl | Traeabiien sigper of < Logdl
Trenasvarwitk i Teamuet with Pk
Traoafusas Siggee o< Tgill | Temefimics g of < 7 il
* Epo 500 JUAgZ IV q24h x 3 doses, then gwkx 2
sdditionat doses
+ All patients will slso receive standard
managernent of TRI

» Plan to enroil 200 patients over 5 yoars
+ 40 patients per year

« Enroliment started in May 2006

« 20 patients have been enroiled so far @
months)

= Average time of first dose of drug 5.5hr
post-injury
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Slide Presentation for Meeting with EMS Leadership, pg. 5:

Enrollment in Epe Trial Timing of First Epo Dose
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Surveys Returned for Meeting with EMS Leadership, pg. 1:

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of meeting: 2&3“‘5%

Circle one answer:
Agree > jsagree

1. Do you understand the study? 4 @2 2 1
2. Do you understand that most of the patients will be

enrolled initially without their consent? s D 2 1
3. Do you understand that patients will be randomly

assigned to receive erythropoietin or placebo? @ s 2 1
4. Do you understand that all patients will receive

standard care for TBI, regardless of whether or not

they receive erythropoietin? @ 3 2 1
5. Are you willing for the study t be done in your

commanity? N 3 2 1
6. Would you be willing to participate in the study if’

you were to have a head injury? 4 @ 2 i

32



Surveys Returned for Meeting with EMS Leadership, pg. 2:

Community Consultation Survey for
Erythropoietin Clinical Trial

Dte of meeting:___/~ b ~ 07

Circle one answer:
Strongly Agree  Disagree Strongly

t. Do you understand the study? &“ 3 2 1
2. Do you understand that most of the patients will be

cavolled initially without their consent? 4 @ 2 !
3. Do you understand that patients will be randomiy

assigned to receive erythropoictin or placebo? @ 3 2 1
4. Do you understand that ail patients will receive

standard care for TBI, regurdless of whether or not

they receive erythropoietin? @O 3 2 1
S.  Are you willing for the study to be done in your

community? 2 3 2 i
6. Would you be willing to pasticipate in the study if

you were 1o have a head injury? @ 3 2 1
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Surveys Returned for Meeting with EMS Leadership, pg. 3

c ity Consulation S for
Erythropoictin Clinical Trial
Dateof meeting:_ZE6. Pl Joppd)
Circle one answer:
Swongly Agree  Disagree Swongly
Agree
1. De you understand the study? 4 E) 2 1
2. Do you understand that most of the patients will be
enrolled initially without their consent? 4 o 2 1
3. Do you understand that patients will be randomly
assigned 1 receive erythropoictin or placebo? @ 3 2 i
4, Do you understand that all patients will reccive
standard care for TBI, regardiess of whether or not
they receive erythropoietin? @& 3 2 1
5. Are you willing for the study to be done in your
community? MfA 3 1 1
6. Would you be willing to participate in the study if ,
you were to have a head injury? @ 3 2 i
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Surveys Returned for Meeﬁhg with EMS Léziqership, pe. 4:

Community Consultation Survey for
Erythropoietin Clinical Trial

Dute of mesting: i!ZfolG_]

Agree
L Do youuntersand the sy ¢ 3
2. Do you understand that most of the patients wilt be

enrolied initially without their consent? 4
3. Do you understand that patients will be randomly

assigned 1o receive erythropoietin o placebo? 4
4. Do you understand that all patients will reccive

standard care for TBI, regardless of whether or pot

they receive erythropoictin? é.\a
5. Are you willing for the study to be done in your

community? _ @ 3
6. Would you be willing to participate in the study if

you were to have a head injury? @
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Surveys Returned for Meeting with EMS Leadership, pg. S:

Community Consuitation Survey for
Erythropoietin Clinical Trial

Date of meeting: /-Z6 -o7

Do you understand the study?

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

Do you understand that patients will be randomly
assigned 10 receive erythropoietin or placebo?

Do you understand that ali patients will receive
standard care for TBI, regardless of whether or not
they receive erythropoietin?

Are you willing for the study to be done in your
community?

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

Circle one answes:

Agres Dizagree Strongly
Disagree

3 2 1

3 2 1

3 2 1

3 2 1

3 2 i

3 2 1

36




Surveys Returned for Meeting with EMS Leadership, pg. 6:

Community Consultation Survey for
Erythropoietin Clinical Trial
Datc of meeting: /‘36-0?
Circle one answer:
S:msly Agree  Disagree Strongly
gree . Disagree
1. Do you understand the study? 4 & 2 1
2. Do you understand that most of the paticnts will be
enralied initially without their consent? 4 ® 21
3. Do you understand that patients will be randomly
assigned to receive erythropoietin: or placebo? 4 @ 2 1
4. Do you understand that all patients will receive
standand care for TB), regardless of whether or not
they receive erythropoietin? 4 O 2 1
S.  Are you willing for the study o be done in your .
community? 4 @ 2 1
6. Would you be willing to participate in the study if
you were to have a head injury? 4 @ 2 1
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Summary for Mission Connect Meeting, pg. 1:

This presentation was given at a regular monthly meeting of the Mission Connect
scientists, which are a group of primarily basic research scientists involved in brain injury
and spinal cord injury research from Baylor College of Medicine, UT Health Sciences
Center-Houston, UT Medical Branch, and Texas A&M University. The administrative
functions of the group are provided by the TIRR Foundation. The websrce for the
organization is at:

http://www.missionconnect.org/index2.html

Dr. Robertson presented a slide show describing the issues of obtaining written informed
consent for research in the emergency setting, information about the emergency consent
exception, and details about the Epo study. Many comments were expressed supporting the
study and the use of the emergency consent exceptlon and several questions were asked
during the discussion that followed.

“What’s latency of effect on RBC’s - how long does it take to increase RBC’s?”
Dr. Robertson answered that it would take 1-2 weeks to see an effect on RBC’s.

“In your experience with the time-limited effect on ischemia, how well does it apply to
humans?

Dr. Robertson replied that time windows determined in experimental models of cerebral
ischemia have fairly closely predicted the effective time window of such treatments in
humans. There have not been any successful treatments of TBI in humans, but it is
assumed that the time window for most neuroprotective agents would certainly not be
longer in humans than it is in animal models.

“When was Epo applied in Stroke?
Dr. Robertson replied that in the pilot clinical trial of Epo in stroke, a time window of 8 hrs
was used.

“Ts there known mechanism of action for protection?”

Dr. Robertson answered that it is likely that there are multiple beneficial effects of Epo,
including inhibition of apoptosis, suppression of inflammatory response, and possibly even
an improvement in cerebral blood flow.

“The cell culture effects were in the absence of other cell types?”
Dr. Robertson answered that the cell culture studies showing neuroprotection with NO
exposure and with anoxia were both neuronal cultures.

“Is enrollment equal to time of treatment?”

Dr. Robertson answered that no, after enrollment there is some time requlred for the
pharmacy to prepare the drug. The average time between enrollment and drug
administration is about 1 hour in the patients that have been enrolled so far. We are
working on ways to reduce this time, but it is difficult with a busy hospital pharmacy.
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Summary for Mission Connect Meeting, pg. 2:

“How many families reject enrollment?”
Dr. Robertson answered that out of the 140 patients that have been screened for the study
so far, only 3 have declined to participate in the study. :

“Can we give them placebo?”

Dr. Robertson answered that the rules for the emergency consent exception allows the use
of a placebo arm if that is the design that is required to demonstrate effectiveness of the
treatment. All patients, however, receive standard treatment of their brain injury, which
would be provided even if they did not participate in the study. So no one in the study is
receiving no treatment.

“What if you find family in 3 hrs, do you have to wait?”
Dr. Robertson answered that if we locate family within 3 hrs, we will only enroll patlents if
their relatives agree and sign the informed consent form. '

“Is there possibility to significantly reduce the number of patients receiving dose < 3 hrs by
having drug already prepared?”

Dr. Robertson answered that it would not be possible to prepare the drug ahead of time,
because at enrollment the drug treatment is randomly assigned for each patient.

“Do you find HIPPA regulations a problem with collecting data?”

Dr. Robertson answered that to use the emergency consent exception, we would require a
waiver of HIPPA requirements as well.

39




R R N S R T !

Information About Mission Connect Organi?ation, pg. 1:

Home

Rbour Us

and
arch

Centact &
Other Links

Mission Connect: About Us Page 1 of |

MULSSLon

ABOUT US

Our Vision

Reverse the consequences of spinal cord injuries, traumatic brain injuries, and central nervous
system disorders by conducting groundbreaking research through coliaborative efforts.

Our History

Established in 1997 by TIRR Foundation, Mission Connect unites Baylor College of Medicine,
The University of Texas Heaith Science Center at Houston, The University of Texas Medical
Branch at Galveston, and Texas A&M University Systern Health Science Center Institute for
Bioscience and Technology. Eleven scientific initiatives have been funded by Mission Connect.

Unique

The collaborative effort among the partners is very unique in the field of medical research.
Typically, research institutions campete with one another for funding, and seldom share their
research findings. From the begi Mission Connect was set up to foster cooperation. This
is an important toel in fundraising eﬁorts that support and sustain research. One hundred
percent of the money provided to Mission Connect scientist is dedicated to research.

Our Future

Mission Connect is dedicated to medical research that will make a difference in the fives of
people who have catastrophic injuries and ilinesses. Toward accomplishing that goal, TIRR
Foundation is committed raising at least $20 million for Mission Connect research.

; mi 432007
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Home

Lhour Us

Centoct &
Other Links

Scarch:

L NR—

Mission Connect: Scientists and their Research

Misstonconnect

A project of TIRR Foundaticn

Joshua 1. Breier, Ph.D.

Susan M. Carlton, Ph.D.
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Claire E. Hulsebosch, Ph.D.
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Wission Connect: Scientists and their Research Page 20f 2
Rong Yu, Bh.D.
4532007
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Information About Mission Connect Organization, pg. 4:

Mission Connect: Partners Page lof ¢

Msscocomnmect

Ap of TIRA Fourdation

OUR PARTNERS

Baylor College of Medicine (BCM)

Abour Us Baylor The only private medical school in the Greater Southwest, Baylor
K}M &"ﬁ College of Medicine was founded in 1300 and is today an
internationally respected medical and research institution known for
CGur Parlters excellence in education, research, and patient care.

Texas ABM University System Health Science Center,
Institute of Biosciences and Technology
A part of the Texas A&M University System Health Science
Center, the Institute of Biosciences and Technology {IBT) is located in
Houston's Texas Medical Center. 1BT encourages collaborative and
interdisciplinary ventures that bring about synergies in biomedical
science.

Latest
Ldvaneos

The University of Texas Health Science Center at Houston
Located in the world renowned Texas Medical Center, The University
of Texas Health Science Center brings tagether the Dental Branch,

Nevwsreom M the Graduate School of Biomedical Sciences, the Medical School, the
Schoot of Public Health, the School of Nursing, the School of Health
Contoct & Information Sciences, the UT Harris County Psychiatric Center, and

the Brown Foundation Institute of Molecular Medicine for the

Other Links Pravention of Human Disease.

Search: .
. The University of Texas Medical Branch (UTMB) at Galveston
UTMB provides scholarly teaching, innovative scientific investigation,
}’: UTMB and state-of-the-art patient care in a learning environment to better
- - the health of society.UTMB's aducation programs enable the state's
talented individuals to become outstanding practitioners, teachers,
and investigators in the health care sciences.

hitp:/www.missionconnect.org/partners html 4372007
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Slide Presentation for Mission Connect Meeting, pg. 1:

Epe Clinical Trial

+ Federsl regulations for research consesnt
- EPO"" 1 gt d and to date
« Our proposal for using the emergency consent

exception
- Prcicability of the suxty withaut the cmergency
cousent s

exceptica
+ Recoomendative-timing of the Epo
adiinistration is crucial 1o the sccess of the triat

Informed Consent

» Fundamental principle of research
» Difficult to achieve in emergency research

Who can give consent for research?

« Legally anthorized representative (LAR)

+ Family (in order)
— Spouse
— Parent
- Aduis Child
—~ Sibling

How is Informed Conseat
Documented for Research?

« Written informed consent document must
be signed

« No phone consents, but can be faxed

» Innovative ways to do this for emergency
prajects

Exception from Informed
Consent in Emergency Research

« 21 CFR50.24
* Designed for implementation




Slides for Mission Connect Meeting, pg. 2:

Benefits and Risks

¢+ Participation must hold out prospect of direct
benefit to the subject
- If placebo design is used, standard care omst be given

to all subjects .

« Risks of the study are reasonable in relation to:
~ What is known sbout the medical condition of the
~ The rigks and benefits of standard therapy
— Any benefits of the proposad trestment

Study Design

+ Design should be adequate to the task of
evaluating whether the treatment provides
the hypothesized effect

r

X

* The therapeutic window must be
defined

« The amount of time spent in locating ﬁ
family members must be defined

Contact of Family Members

* Attempis to comtact a legally
authorized representative (LAR) or
family member need not exhaust
the entire therspeutic window

* The effect of delaying study
treatment must be nkgeq inte

Public Disclosure and
Community Consultation

« Priorto start of the study -- public disclosure of

sufficient infomaation to describe :

- the nsture and purpose of the study

~ the fact that informed consent will ot be obtained
for most study subjects

Following compietion of the study information

about the study results must be disclosad

“Wm‘mdﬂm‘.“ﬁ@e - 10 the copmumity where the ressarch was done
oo b peaic e oo s o e
0 DE Spen ¢ family comprehensive summary data

- . : . Erythropoietin (E;

FDA Pesition on Our Trial ry poietin (Epo)

= Study meets all of the requirements for the
emerpency consent exception except
~ it is not practicable without the exception

« They argned that adding another site would
allow us to complete the study

* We want to argue that early administration
of Epo is crtcial to the success of the trial

* A hematopoietic growth factor, produced in
the kidney

* Stimulaies production of RBCs

* Clinfcal use -~ chironic anemia associated with
kidney disease, cancer, HIV




Slides for Mission Connect Meeting, pg. 3:

Anemia in TBI Patients

» Ancnia in severe rauma is theresnit of a
complex interaction of factors:
— bleoding
— blunted Epe @sponse 1o fow hemnoglobin
concentrstions
— inflagnmatory mediators
— dacreasad iron stores
* An estimated 40-50% of all critically ll
trauma patients receive a transfusion of blood
produsts.

Epo Alse Has Neuroprotective Actions

Arcrf icavk,

* Ex wal ia (Kurel 2006, Junk
2002, Catania 2002, Siren 2001, Bemaudin 1958,
Brines 2000, Sskanska 1998)

o Experimental trasumatic brain injuzy (Brines 2000)

« Gintamate sewrstadcity (Morishita 1997}

« Spinal cord ischemia (Calik 2002)

» Spinol cord trauma (Gotio 2002)

* Subaracknoid hemarrhage {Grasso 2001, Alafaci
24X, Springborg 2002, Iwasski 2002y

Time Window for Epo Nesroprotection
mea ke eodel in cats, Brines eral. 2002

-
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Time Window for Epo Neuroprotection
cell cultue injury models
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Epo Reduces Contusion Velume
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Treatrnent group

Epo Reduces Neuronal Loss in
Hippocampus
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Slides for Mission Connect Meeting, pg. 4:

Risk/Benefit for Epo

« Potential bensfit
— Incoeased hematoctit, ssduced need for blood
tiansfision
N togical

. tial Risk
— Hypertension
~ Thrasubotic events (DVT, PE, AMI-have
mostly occurred when a nonmal hematocrit is
targeted)

Pilot Clinical Trial in Stroke Patients
(Ehrenreich etal., Molecular Medicine §:495-505.2002)

40 patients randomly assigned to Epo
33000 1Uq24hx 3

* No safety concems

« CSF Epo levels 60-100 x times greater in
treated group

« Trenud for improved nentologicat outcome

Epo Clinical Trial:
Primary Objective

« To detenmine the effect of early sdministration of
Epo on lung-term nawalogical outcome sfter
severe TBL

+ Hypothasis: early adminisirstion of Epo impe
global neurological outcome at 6 months past-

Inclusion Criteria

= Agex1Syms
= Motor GCS < 5 (not following commands)
s Enrolled within Sles of injury -

Interventions

+ Patients will be randomly assigned to one of four
trestment groups:

Tramastwith £pe Toatracsvits Vinoia
oo inggeraf < [0 g'dl ieu wigper of < 10gidl

tnlin-,‘ré?p‘l r;ﬁ-i--:;-::wn

« Epo 500 Tkg IV g24h 1 3 doses, then qwkx 2
additional doses

+ All patients will also receive standard
management of TB

Enrollment in Study

* Plan to enroll 200 patients over 5 years
* 40 patients per year

+ Enroliment started in May 2006

+ 20 patients have been enrolied so far (9
months)

« Average time of first dose of drug 5.5 hr
post-injury
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Enrollment in Epo Trial Timing of First Epo Dose
" =
C
e 64
%a g - u;:,—-u-q
Ev E: -
) Mey Jure ixy fug Sep Ost hor Dec e TisetereEn : qmn.mﬁ’:‘?‘
06 Morth b Patenss Entad
Proposed Plan Proposed Plan

* Look for family for up to 3hr post-injury
— If family is available, only ewoll patient &
consant is obtsined
— If family is not svailable
« Earcll pati h
exeeption
¢ When family arrives, infoun thas shout the siudy
and obiain consent for the patient to continte to
participate in the stady

cansent

+ More patients (2.5 X more) will be eligible
for the study -

* The stady drug will be given earlier when it
has the best chance to be effective

« But most patients will be enrolled in the
study under the emergency consent
exception

Timing of First Epo Dosc

. s 4 e sv & 3

gl g

& Punat e
s _;gp-ﬁ?
=4 & Faslly crmonty b duxly
; p:’m
Ei s pA;LN.q

LY * ot
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Paifants Envoled
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Surveys Returned for Mission Connect Meeting, pg. 1:

Community Consultation Survey for ' ) L
Erythropoietin Clinical Trial '

Date of Meeting: __February 0.2007

Please circle one answer for each question.

1. Do you understand the study? SO S
~ v
Strongly agree @ Disagree Strongly disagree
2. Do you understand that mest of the patients wil!beenrdledmthemulylmﬂally
without their consent?
Strongly agree (@ Disagree Strongly disagree
3. Do you understand that patients will be randomly usigned to receive
erythropaoietin or placebo? :
Strongly agree CAgrj Disagree Strongly disagree

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

Vs Yol N : )
Strongly agree u Disagree Strongly disagree
5. Are you willing for this study to be done in your community?
i
Strongly agree Agrec : Disagree Strongly disagree
&Wouldyoubewillhgtopamupnumﬂnstudylfyouwmtohveahud
injury?
Strongly agree Agree Disagree Strongly disagree ‘
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Surveys Returned for Mission Connect Meeting, pg. 2:

Community Consuitation Survey for
Erythropoietin Clinical Trial

Date of Meeting: _February 9,2007

Please circle one answer for each question,
1. Do you understand the study?
Strongly agree Agree Disagree Swrongly disagree

2. Do you nndem:ndtbatmosleﬂhepatientswiﬂbeemﬂcdinthemdyiniﬁ:ﬂy
without their consent?

Agree Disagree Strongly disagree

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

@ Agre Disgee  Swongly dissgree

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

W Agree Disagree Strongly disagree

S.Anmwﬂlingforthissmdymbedoleinymmmmlmity?

Strongly agree Agree Disagree Strongly disagree

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

‘W Agree Disagree Strongly disagree
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Surveys Returned for Missidn Connect Meétnf:iig, pg. 3:

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: February 9, 2007

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

Strongly agree Qgre% Disagree Strongly disagree
2. Do you understand that most of the patients will be enrolled in the study initially
without their consent?
T2
Strongly agree @ Disagree Strongly disagree
&Doyonundﬂsundthatpatiamwillbenndomlysssigmdmr&dve
erythropoietin or placebo?
<' Disagree Strongly disagree

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

(Stmngly agreeT Agree Disagree Strongly disagree
5. Are you willing for this study to be done in your community?
Strongly agree { Agu% Disagree Strongly disagree
6. Would you be willing to participate in the stady if you were to have a head
injury?
Strongly agree Agree @ Strongly disagree
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Surveys Returned for Mission Connect Meeting, pg. 4:

Community Consuitation Survey for
Erythropoietin Clinical Trial

Date of Meeting: __ Februayv 9,2007
Please circle one answer for each question.
1. Do you understand the study?
/Strongiy@ Agree Disagree Strongly disagree
2. Do you understand that most of the patients will be enrolled in the study initially
without their consent? B

Strongly agree ¢ Agre; Disagree Strongly disagree
B.Nywmmmthatpaﬁentswinbenndomb’uﬁgmdmmﬁw
erythropoietia or placebo? )
Strongly Agree Disagree Strongly disagree '

4. Do you understand that all paiienls will receive standard care for head injury,
ugard_.ieg_s;g{ whether or not they receive erythropoietin?

S{mngl}; fs Agree Disagree Strongly disagree

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

Stongly agree  { Agree " Disagree Strongly disagree
6. Would you bewﬂlingtoparﬁeipateinthesmdyifyonwmto have a head
injury? —

Strongly agree \Agree> Disagree Strongly disagree
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Surveys Returned for Mission Connect Meeting, pg. 5:

Community Consultation Survey for
Erythropoletin Clinical Trial

Date of Meeting: February 9, 2007

Pleueu’rcleoneamerforuehquuﬁu.
Ll)oyouunéentaudthegg\tdy?

Swrongly 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?

@ Agree Disagree Strongly disagree

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

Agree Disagree Strongly disagree

iAumwiﬁngfoery&obedmin 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?
Stongly agree UW Disagree Strongly disagree
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Surveys Returned for Mission Connect Meeting, pg. 6:

Community Consultation Survey for
Erythropoletin Clinical Trial

Date of Mecting:___Febraary 9,2007

Please circle one answer for each question.
1. Do you understand the study? \
7 , o

Strongly agree @y Disagree Strongly disagree
2.Doyoundentandthatmstoﬁhepaﬁentswillbeenroﬂediuthemdyiniﬁally
without their consent?

4 )i . .
Strongly agree ', Agree Disagree Strongly disagree
&Doywnnderﬁand&mmﬁenmwﬂlbenndaulywipedmmﬁve
erythropoietin or placebo?

- ”-‘ :
Strongly agree (i/;\gt/ee// 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?

Strongly agree (Agrec / . Disagree Strongly disagree

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

Strongly agree quw Disagree Strongly disagree
6. Would yon bcwiﬂingtqparﬁcipuuinthesmdyifyauwmto have a head
injury? e B
Su'onglyagree(:&grec ‘ Disagree Strongly disagree
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Surveys Returned for Mission Connect Meeting, pg. 7:

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: Kebruary 9, 2007

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

Agree Disagree Strongly disagree

2. Do you nldentanddutmutoftheptﬁutswiﬂbeelmﬂediuthemdyhiﬂﬂly
without their consent?

Swongly agree Agree Disagree Strongly disagree

3. Do you nnderstundthtpaﬁenuwiﬂbemdonlymigned 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 erythropoietin?

. >
KStmngly agree)  Agree Disagree Strongly disagree
5. Are you willingforminmdytobedoneinyourcomnity?
( Slrongly agree ) Agree Disagree Strongly (hsagee
it

6. Would yon 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 Mission Connect Meeﬁiig, pg. 8:

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: __February 9,207

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 conseat?

Strongly agree Agree Disagree Strongly disagree

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

ﬁ;’onslyagree 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 tlnutndy to be done in your community?
trongly agree Agree Disagree Strongly disagree

6.Wonldyonbewﬂlingtopuﬁeipﬂeiuthemdyifyouwmmhavelw
injury?

@ | Agree Dissgree  Strongly disagree
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Surveys Returned for Mission Connect Meeting, pg. 9:

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: ___February 9, 2007

Please circle one answer for cach question.
1. Do yeu understand the study?

ngly agree Agree Disagree Strongly disagree
2. Do you nnderstnnd thatmoﬂofthepaﬁentswinbeenmﬂedinthemdyiniﬁslly
mthont ir consent?
<trong}y Agree Disagree Strongly disagree
3. Do you nndmund&nnma«wﬂbenndmlymedtomdve
erythmpowtm or placebo?
Strongly ag'ee Agree Disagree Strongly disagree

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

Strongly Agree Disagree Strongly disagree

S. Are you willing for this study to be done in your community?
@ " Agree Disagree Strongly disagree

6. Would ubewiﬁngmmrﬁtmumthemdyﬁmwmmhveahcad
injury?

Agree Disagree Strongly disagree
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Surveys Returned for Mission Connect Meeting, pg. 10:

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Mecting: __ Februarv 9. 2007
Please circle one answer for each guestion.
1. Do you understand the study?

Strongly agree Agree Disagree Strongly disagree

>

without their consent?

Strongly agree Agree Disagree Strongly disagree

2.Doyolnndetshndﬁatmostofﬂmpatientswiﬂbeenmlledintllestudyinitialy

3.Do you ndmd&nmﬁmuwiﬂbemdomlyusigmdtouedve
e in or ?

Suongly agree ) Agree Disagree Strongly disagree

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

Strongly agree \ Agree Disagree Strangly disagree

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

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

Agree Disagree Strongly disagree
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Surveys Returned for Mission Connect Meeting, pg; 11:

Commanity Consultation Survey for
in Chinical Trial

Date of Meeting: February 9, 2007

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

Strongly agree Disagree Stronglydlsagree

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

Strongly agree Disagree Strongly disagree

&Doyo-n-dmd&apﬁenuwmbenndomlyaasimedtomeive
erythropoietin or placebo?

Strongly agree ¥ Disagree Stro'ngly 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 C Agree D 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

Strongly agree Agree Strongly disagree
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Surveys for Mission Connect Meeting, pg. 12:

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: __February 9,2007

Please circle one answer for each question.
1. Do you understand the study?
Strongly agree @ Disagree Strongly disagree

2. Do you uhdenundmmofﬁep'ﬁmuwﬂ!bemlbdinﬁumdyiniﬁaﬂy
without their consent? )

Strongly agree Disagree Strongly disagree

3. Do you understand that patients will be randomly assigned to receive
erythropoietin or p!mbo"

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.Woul¢lyou bewi!hngmparﬁdpatemthcmdyifmwmtobweahud

Strongly agree O Disagree Strongly disagree
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TIRR Foundation

5100 Travis B
Houston, Texas 77002-9746
Telephone {7131528-0123
fax {713}528-4554

Claudia Robertson, MD

Professor, Department of Neurosurgery
Baylor College of Medicine

One Baylor Plaza

Houston, Texas 77030

February 14, 2007

Dear Dr. Robertson,

Thank you for your very informative presentation regarding the importance of exemption
from informed consent for your study funded by the National Institutes of Health, titled,
“Effects of Erythropoietin (EpoE) on Cerebral Vascular Dysfunction and Anemia in
Traumatic Brain Injury.”

As you are aware, patients with severe brain injury have no satisfactory alternative
treatment. Furthermore, intervention within the first 6 hours after injury is critical if the
EpoE or any immediate intervention is to be efficacious. This window of therapeutic
opportunity is too short to obtain informed patient consent from family members and the
severely brain injured patient is unable to give informed consent because the patients
are in a coma. Since it takes greater than 6 hours following injury to find family
members, the proposed study is impractical without waived consent.

Mission Connect is a Guif Coast area consortium consisting of research scientists and
clinicians from the Baylor College of Medicine, Institute of Biosciences and Technology
(of Texas A&M University Health Science Center), University of Texas Health Science
Center of Houston and the University of Texas Medical Branch in Galveston. Mission
Connect is a unique collaborative research effort, led by TIRR Foundation, that focuses
on basic and clinical research with a goal to reverse the consequences of spinal cord
injury, brain injury and neurological disorders.

Our group meets monthly and your presentation at our monthly meeting on Feb. 9,
2007, was extremely and positively received. All of the scientists present supported your
exemption from informed consent as being the only reasonabie way to proceed with
clinical treatment of severe brain injury in general, and specificatly for the EpoE
intervention.
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Letter of Support from Mission Connect Director, pg. 2:

Thus, we request that this study be allowed to continue with exemption from informed
consent. This study is innovative, pioneering and has the potential to be ground
breaking in advancing the recovery of function of people with severe brain injuries.

Sinceretl

Claire E. Huléebosch, Ph.D.

Director, Mission Connect

Vice"Chair and Professor, Neuroscience and Cell Biology

301 University Bivd. Rt. 1043

University of Texas Medical Branch

Galveston, Texas 77555-1043

phone: 409-772-2939, FAX: 409-772-3222, cehulseb@utmb.edu
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Summary for MADD Meeting:

Meeting with Mother’s Against Drunk Drivers (MADD) leadership held on 12 March
2007 @ 1:00 pm, Ben Taub NICU Classroom. Present were representatives from the study,
(Claudia Robertson, MD Athena Baldwin, PA and Sharon Barnes, Sr. AA). Dr. Robertson
presented a slide show demonstrating the emergency consent exception and explained why
the Epo study protocol could have a positive impact on our patient population that are
treated for severe head trauma.

Dr. Robertson outlined the research principles including patients having the right to
participate or not, as well as patients rights to withdraw from the study.

Questions from the MADD representatives were:

“Who can give consent for research?”
Dr. Robertson answered that for patients who cannot give consent for themselves, spouses,
parents, adult children, and siblings can give consent for research.

“How is the Informed Consent documented for research?”
Dr. Robertson answered that a written consent form is signed by the patient’s relative.

Dr. Robertson discussed the exception from the informed consent in emergency research.
She also discussed the benefits and risks of the Epo drug. The study design was discussed.
Dr. Robertson explained how Epo is already approved by the FDA, but not for brain

injury.

- The language barrier between patient families was discussed. It was noted that family
members often do not want to discuss a new study due to stress felt at time of loved one
injury. The differences with the drug among religious groups were discussed. The MADD
representatives appreciated the knowledge and will use it to discuss at their future
meetings. S
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Information About MADD Organization, pg. 1:

MADD Online: Take the Wheel Page 1 of 2

Activism | Victir Servicos | Education

TAKE THE WHEEL"

Houston, we have a drunk driving problem. Of the most populated counties in the United States, Harris
County tops the list with more drunk driving deaths per capita than any other. That's why MADD is
launching Take the Wheel an all-out effort that concentrates all of MADD's programs and services into a
singfe community.

Our husbands, wives, children, neighbors, friends and colieagues are dying in record numbers. It's time
for us to join together and tske action. Take the Wheael calis on. citi and ¢ ity leaders to heip
reduce alcohoi-related deaths and injuries in the Houston area. With Take the Whee!, the power s in the

hands of those of us who live here; the Power to examine the problem of drunk driving and the power to
do something about it.

Of the neariy 3.6 million people in Houston and Harris County , one in three of us will be directly invelved
in a drunk driving crash at some point in our lives. That means an estimated 1.2 million of us may

experience property damage, suffer an injury, attend a funeral or be killed thanks te @ drunk driver, It's
time for a change.

; Ltk

Deemed a "grear success” by Montgomery County Sheriff Tommy
Gage, local law enforcement agencies plan a repeat of the DWI task
farce speration they conducted on St. Patrick's Day. More. ..

MADD Launches New Local Initiative to Curb Drunk Driving

Take the Wheel is 3 community-based arm of MADD's national
Campaign to Eliminate Drunk Driving. The initiative has been put in
place to help achieve the organization’s national goals. Morg.

The probiem of drunk driving will not soive izself, Each of us can de
something about it. More.

What MADD Is Doing

/112935 45372007
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Information About MADD Organization, pg. 2:

MADD Sirides for Change: Who is MADD? _ ~ Page Tofl

Who is MADD?

Mothers Against Drunk Driving {(MADD} is a 50(c}{3) non-profit grass roots organization with around 600 chapters
nationwide. MADD is not a crusade inst atcohot ption - MADD's mission is to stop drunk driving, support the victims

£l

of this viclent crime, and prevent underage drinking.

Top information About MADD

L ]
MADD's bational Programs Department specializes in d ping and maintaining public awareness programs at the
chapter, state, and nationat tevel, involving the community as 3 whole in supporting MADDS mission. The deparument
continually tooks for new ways for MADD to reach a diverse population, with particular attention focused on helping
yourth.

& 4
MADD does a walk to raise awareness and funds to support the much needed efforts for prevention, education, and
enforcement about drunk driving and underage drinking in communities. 41% of fatal crashes are alcohot-retated. iz
doesn't have to be that way.

- iving? i
Drunk driving and fts £ es can be pr d. Tackling i requires the involvemens of every concerned
citizen. You can take action to make your community a healthier and safer place.

- ..
Learn how to prevent a crash as weil as what to do if a crash happens.

© 2007 Mother's Against Drunk Driving :: MADD Home | Strides for Change Home Privacy Policy | Questions? Contact Us
A

4532007
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Epo Clinical Trial Research Principles
* Pederal regulations for research consent * Individual decision to participate, hased on
* Epo trial-background and enrollment to date knowledge of potential risks and benefits
* Cur propesal for using the emergency * Individial right to withdraw at any time
consant exception
* Discussionssurvey
Informed Consent Who can give consent for research?
« Fundamental principle of research * Legally authorized representative {LAR)
« Difficult to achieve in emergency research
~ Treatment must be given wgently .
- Difficult for individual to make an infonmed
decigion in the time of a medical crisis
How is Informed Consent Exception from Informed
Documented for Research? Consent in Emergency Research
* 21 CFR 50.24
. gnmen informed consent document must 7 » Designed fo; implementation
signed of research in emergency '
-Nophm?econsems,bmtfanbefamd settings when exception
. InnPVaNe ways to do this for emergency from informed consent
projects is not possible
bepetarnen £l govira gl ‘ poide bty
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Criteria

* The exception applies when:

Benefits and Risks

—H aubjectsc give inf i * Participation must hold out prospect of divect

consent because of emerging, life- benefit to the sabject

threatening medical condition —prhed\?daﬁgnisuned,mdmmbegim
~ Availsble treatments for the to all subjects

condition are urproven or * Risks of the study are reasonable in relation to:

nsatisfaciory ~ What is known shout the medical condition of tha
~The i iof st be admini potentisl subjacts

befor informed consent from LAR is ~ The risks snd benefits of standerd therspy

feasible ~ Any benefits of the proposed treatment

Study Design

* Design shonld be adequate to the task of
evaluating whether the treatment provides’
the hypothesized effect

* The therapeutic window must be

Contact of Family Members

= Attempisto contact a legally
authorized representative (LAR) or
family member nzed not exhanst
the entire therapeutic window

defined * Theeffect of delaying study
treatment must be taken into
account when determining th
* The smownt of time spent in locating portion of the therapeutic wmedm
family members must be defined 10 be spent irying to locate family
Public Disclosure and

Community Consultation

* Priar to start of the study — public disclosure of
sufficient information to describe :

- the nature snd parpose of the study
- the fact that inft it wili not be obtained
formost study subjects

¢ Following completion of the study information
about the study results must be disclosed
~ 10 the comnumity whare the research was dona
~ the research community showld have acoess to
comprelwnsive summary data

Erythropoietin (Epo)

* A hematopoistic growth factor, produced in
the kidney

¢ Stimulates production of RBCs

* Clinical use - chronic anemia associated with
kidney disease, cancer, HIV

(2]




Slides for MADD Meeting, pg. 3:

Anemia in VTBI Patients

* Anemia in severe trauma is the result of a
complex interaction of factors:
~ bleeding
~blunted Epo mesponse 1o low hemoglobin

conoentrations

— inflammatory medistors
~- decreased iron stores

« An estimated 40-50% of alk critically ill
trauma patients receive a transfusion of blood

Epo Also Has Neuroprotective Actions

¢ Experimental sroke (Kororal 2006, Junk 2000,
Catania 2002, Siren 2001, Bernsudin 1998, Brines
2000, Sakaneka 1958)

* Experimental traumatic brain injury (Brines 2000)

. Gy icity (Morishita 1997y

« Spinal cord ischemia (Celik 2002)

* Spinal cord trmuma (Getio 2002)

© Subarachnold hemorrhage (Grasso 2001, Alafaci

pmdms 2000, Springborg 2002, Iwasaki 2002)
e e 0 s et RisBeactc for Epo
- « Potential benefit
ALGE IR ~ Increased red blood ceil coamt, reduced need for
o blood wansfusion :
< E - Improved newrological outcome
gn b * Potential Risk ’
£ } S ~ Hyperiendion
E 2 ~ Thrombotic events (DVT, PE, AMI-have
. moestly oocurred when a normal red blood ceft’
@ iy T T T ¢ count is targeted)
Sakng ot L IR L ) W diors Adinie B Rl .
= 1 e e ) i (18] ey
Pilot Clinical Trial in Stroke Patients Epo Clinical Trial:

(Ehsenzeich et al., Moleculer Medicine 8:495-5053002)

* 40 patients randomly assigned to Epo
33,000 IUq24h x 3

* Nosafety concems

* CSF Epo levels 60-100 x times greater in
treated group

* Trend for improved neurological outcome

Primary Objective

+ To determiine the effect of sarly sdministration of
Epo on long-tenm nenrological sutcome after
sevee TBL

* Hypothesis; eatly administaation of Epo impe
globel neurological outcome at § months post-
mjury.

68




Slides for MADD Meeting, pg. 4:

Inclusion Criteria

= Apz15ys
= Motor GCS % 5 (not following commands)
» Enrolled within 6hrs of injury

Interventions

* All patients will also receive standard
management of TBI

* Patients will be randomly assigned to one of four
freatmend groupe:
Trmtourne with Ega Tratune widh Flacho
Temufasios tiggee ot~ 10 g0l | Tomuiesion iiggee of < 10 it
Tramtmess with T Tasiweat wid Maodss
Somenmigaer ot 19 | Toeiammiige ol <7 gid

* Epo 500 TU/Ag IV 24k x3 doses, then qwk 12
additional doses

Pe

Enrollment in Study

* Plan to emoll 200 patients over § years
* 40 patients per vear

* Enrollment started in May 2606

* 22 patients have been enrolled so far (16
months}

= Average time of first doseof drug 5.5 by
post-injury

Enroliment in Epo Trial

Cummufaivo Nunbar of Patisnis
§ ¥ ¥ & 8

My drw sty Mg Sept Oct Nov Osc awn
308 Monin 091

Timing of First Epe Dose

W Putent o

" peiee

ey & i
tu;- —

'm';gtm?—

Thm Al irfury ety

-

. » 2t honptat
e
TRV A SNNGOUCHIRAN
Fliares

Proposed Plan

Look for family for up to 3br post-injury

- L family is available at baspital, only eomdl patient if writken
informed consent is. obtained

- W family is contaciod by phone, but not availsbis of bospital
un!plimifﬁﬁlywlﬂawnf&eﬂy
aves ihe phonz

y  hospal, ol tywitite

putetpuic 80 sudy

wiBbe ctizind
- H family is not avaiboble

» Frok.

J % 2l




Slides for MADD Meeting, pg. 5:

Proposed Plan

Timing of First Epo Dose

* More patients (2.5 X more) will be eligible
for the study

+ The study drug will be given earlier when it
has the best chance to be effective )

» But most patients will be enrolled in the
study under the emergency consent
exception

IR T S A A ¥

* R

TneANe Kuytvg

i b bty

s

Ll i




Surveys Returned for MADD Meeting, pg. 1:

Community Consaltation Survey for

Date of Meeting: 12 Mrch 2007

Please circle one answer for ench question.

1. Do you understand the study?

e Mg Deow S dage
lboywummdlhnmtofﬁepaﬁentswﬂlbeﬂmﬂedinthestudy’niﬁ:ﬂy ‘
without their consent?
3.Domundermmtlututimuwﬂbemdouly:aignedmmeive
erythropoietin or placebo? '

Shonglyagis  Agree Disagree Strongly disagree

4. Do you understand that a1l patients will receive standard care for head injury,
regardiess of whether or not they receive erythropoietin?

Strongly agred  Agree Disagree Strongly disagree
5. Are you willing for this study te be done in your community?
Gironglyagre Agree Disagree Strongly disagree

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

@ Agree Disagree Strongly disagree
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Surveys Returned for MADD Meeting, pg; 3

Community Consaltation Survey for
Erythropoietin Clinical Trial

Date of Meeting: 12 Mirch 2007

Please circle one answer for each question.
1. Do you unde;
Strongly agree | Agree ! Disagree Strongly disagree

patients will be enrolied in the study initially

Disagree Strongly disagree

3. Do you understand that paticnts will be randomly assigned to receive

erythropojetia or placebo?

Strongly agree @ Disagree Strongly disagree
4. Do you that all patients will receive standanrd care for head injury,

fiess of er or not they receive erythropoietin?

Strongly agree Agree Disagree Strongly disagree
5. Are you willing for fhi to be denc in your community?

Strongly agree [ Agree Disagree Strongly disagree
6. Would you be to participate in the study if you were to have a bead
injary? a0\

N\ \

Strongly agree Agree/ Disagree Strongly disagree

e
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Community Consultation Survey for
Erythropoictin Clinical Tris}

Date of Meeting: 12 Mirch 2007

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

( Stmnsh@ Agree Disagree Strongly disagree

Z.Doynunndenmddntmestofmepﬁatswmheenmﬂedindlemdyinitially

3 Doyouundeﬁ&nd that patients will be randomly assigned to receive
erythropoietin or placcbo?

&Boyou‘nmd&ataﬂplﬁenuwmmmndndmhrmmuy,
Wﬂﬁhﬁuwmt&qheﬁveery&mpnieﬁn? ,

Swoglysgs) Agee Dimgec  Stmonglydissgre
5.MyNWMforMMmMMEmrmmmum?
;j:v;;ldyonbewﬂngtowﬁdpatehthemdyifmmhmeahud
(Soongiy s, g Disgree  Strongly disagree
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Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: 12 Mrch 2067

Please cirele one answer for cach question.

1. Do you understand the study?
<Stongly agree ) Agree Dissgree  Strongly disagres
-—'I“’—'m—.

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

Strongly agree Agree Disagree Strongly disagree
e

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

\Stmngl;r aqeej Agree ~ Disagree Stongly disagree

T

¢myummmmmuwmmmmmmmwm,
regardiess of whether or not they receive erythropoictin?

Stongly a7~ Agree Disagree Strongly disagres

8. Are you willing for this study to be done in your community?
T '
Seonglyagee,  Agres Dissgree  Strongly disagree

. #
TN e

G.Wou!dymbewiﬁngmmrﬁe’qmt‘m&emdyifyu were to have a head
injury?

'% Agree Disagree Strongly disagree
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Summary for Gateway to Care Meeting, pg. 1:

Dr. Robertson presented the proposal to use the emergency consent exception for enrolling .
patients in the Epo study during a meeting of the organization Gateway to Care, which is a
501(c)(3) collaborative comprised of 167 public and private safety net health systems,
coalitions, advocacy groups and social service providers working together to assist the =
approximately 2.2 million medically indigent residents in the Greater Houston Area in
receiving medical care at the most appropriate setting. Approximately 60 members were
present and listened to the presentation. A number of questions were asked following the
presentation, and about half of the participants filled out the survey at the end of the
presentation.

Questions that were asked included:

“Most people don’t know a lot about research protocols. Are there people available to
explain how the study works and answer any questions?” e
Dr. Robertson answered that one of our jobs when talking with people about the research s
protocol is to explain the protocol and answer any questions that they might have.

“And what about people who don’t speak English? There’s a large Asian community here.
Are there translators for languages besides Spanish?”

Dr. Robertson answered that our research personnel are bilingual, and for languages other
than Spanish that translators are usually available at Ben Taub.

“Can you tell me again, What are the possible side effects?”

Dr, Robertson answered that the two possible side effects are hypertension and an
increased risk of blood clots, such as deep vein thrombosis or pulmonary embolus. These -
are problems that patients with brain injuries can have, and the Epo could potentially
increase the risk of having these problems. ‘

“You said only half of the patients who qualify actually get enrolled. If you don’t change
the consent, is the problem that it would take a longer amount of time to do the study?
What is the urgency of getting this study done faster?”

Dr. Robertson answered that enrolling more patients in the study is only part of the issue.
The patients that we are able to enroll in the study are currently getting the drug near the
end of the 6 hour time window when the drug is less likely to be effective. The only way
that we will be able to give the drug early, when the drug is most likely to be effective, is
with the emergency consent exception.

“Are stroke patients considered to have a brain injury? Does it help stroke patients, t00?”
Dr. Robertson answered that this study only includes patients with brain injury dueto

trauma, but experimental studies do suggest that stroke patients may also benefit from the
drug. There is currently ongoing a multi-center trial of Epo in stroke patients. '

“The FDA has a policy for allowing studies to be conducted like this?”
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Summary for Gateway to Care Meeting, pg. 2:

Dr. Robertson said that federal law does allow this type of consent procedure in the very
special circumstance of emergency research where the treatment must be given very
rapidly after injury. -

“What I’m thinking about is the people in Iraq and all the head trauma — you could get this

drug out a lot quicker this way couldn’t you?” : ’
Dr. Robertson answered that yes this might be a drug that could help the soldiers injured in
Iraq if our study is successful. ' :

76
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BEN TAUB
@ HOSPITAL K:M %ﬂiﬂc

Medical Disactor, NICU Department of Neurcsurgery
1504 Taub Loop
Houston, Texas 772030 Claudia S, Robertson, M.D.
phone: (713) 793-27%0 Professor
FAX: (713) 798-8063
4709 Dryden, Suite 750
MS: BCM 650
Houston, Texas 77030
phone: (713) 798-4606
FAX:  (713) 798-373¢
emall: claudian@hem tme.edu

Exception from Informed Consent for Erythropoietin Study

The Neurosurgery Department at Bayler College of Medicine and Ben Taub General Hospital is
conducting a clinical trial of a drug called Erythropeietin (or Epo) in patients who have suffered
a severe brain injury from wauma. 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 1o see if Epo may also improve recovery of brain function after 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 followed 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 after the brain injury to help. The
patients will not be able to give consent because of their brain injury. Many patients do have not
family members available at the hospital rapidly enough to give the usual informad consent for
the study. When this is the case, federal law aliows 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 comumunity
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 afier injury. If we find a relative, we
will only enroll 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 continue to participate or withdraw from the study. As with any research study, patients
can withdraw from the study any time that they wish.
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S

BEN TAUB
@ BCM .
HOSPITAL e

Medicsl Director, NICU Departmant of Neurceurgery
1504 Taub Loop

Houston, Texas 77030 Claudia S. Robertson, M.D.
phone: (713} 7932792 Professor

FAX: {713} 798-8063

Ay
Houston, Texae 77030
phone: (713) 708-4636
FAX:  (T13) 7983739
email:
Community Consaltation Sarvey for
Erythropoietin Clinical Trial

Date of Meeting:__March 20, 2007

Please circle one answer for each question.

1. Do you anderstand 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 disag:ée

3. Do yon 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 whiether 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 vou were to have a head injury?

Strongly agree Agree Disagree Strongly disagres
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Home

l

CHC Development

|

In The Neaws

|

My Medicare Matters

;

Vigian and Mission

|

What Is A Navigator

|

AmeriCorps

|

Ask Your Nurse

|

Collaborative Members

l

Member Organizations

|

Caregiver

}

Hospitals

|

Clinics

|

Your Story

|

Provider Health Netwark

l

-Collaborative, please contact us at

Gateway to

CARE

PageTol?Z

Opening Doors to Healthcare

Gateway to Care is a 501(c){3) collaborative
comprised of 167 public and private safety net health
systems, coalitions, advocacy groups and social
service providers working together to assist the
approximately 2.2 million medicalily indigent
residents in the Greater Houston Area in receiving
medical care at the most appropriate setting. Since
2000, the Collaborative has been focused on the
provision of primary care. Now its major initiatives
include the Provider Health Network, Medical
Reserve Corps, Federally Qualified Health
Centers, Clinic Management
Software System as well as many
other important programs. 1If your
organization would like to become a
part of the Gateway to Care

713.783.4616.

NAVIGATOR ASSOCIATE TRAINING

Gateway to Care Training Institution has developed a
32-hour curriculum that will help people earn the ins
and outs of healthcare programs and systems and
expand their knowledge of resources. The training is
offered to organizations, agencies or church
communities that can recruit at least 12 volunteers
to participate in the training and provide a space.
There is ro charge for the training.

file://C\DOCUME~'CLAUDI~L.BCMLOCALS~ [\ Temp\ LQHCWIHN.tm

Mavigation Services
connects residents of
Harris County to
appropriate resources and
to help establish a health
home. Navigators are
located at various sites
within the Harris County
region.

Provider Health Network
{PHN)

The Provider Health
Network is a network of
over 100 physicians and
ancillary providers who

have decided to dedicate a
portion of their practices to
work pro-bono caring for
the uninsured. Patients
who qualify will have
access to free lab,
diagnostic, transportation
and limited pharmaceutical
services. The PHN staff also
will help in coordinating the
care for these services,
thus relieving much of the
burden on physicians’
offices,

For more information or to
participate in the program,
contact Tan Kaleemullah,
PHN Manager at
713.783.4616 or

tkaleemuliah®agatewaytocare.:

Piease read the letters of
endorsement from one of

32172007
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If you would fike to participate in Navigation
Associate Training, please call 713.783.4616 and ask
for the Training Coordinator, To read about our
Community Health Worker Certification, download
our BROCHURE,

For informnation regarding this web page, please email:
sbaker@aatewaytocare.org

Page 2of 2
our major participan‘bs—-‘rh.e
Indian Doctors Association

IDAY.

Link to Formulary

Link to PLEDGE CARD

"Ask Your Nurse” is a 24-
hurur telephone triage servi
(713.633.CALL). "Ask You
Nurse” is a free service to

residents of Harris County b
answer urgent healthcare

questions. It gives the patie
quick, easy and free way to
decide if they should go to =
emergency center. ’

If you are inquiring about

the Facilitation Fund,
please

contact Ron Cookston,
Executive Director at
713.783.4616 (Ext. 223).

tast updated: 03/05/07.
file://CADOCUME~NCLAUDI~1.BCM\LOCAL S~ \Temp\LQHC WIHN.htm

Home | CHC Development | In The News | My Medicare Matters | Vision and Mission |
What Is A Navigator | AmeriCorps | Ask Your Nurse | Collaborative Members | Member Organizations |
Caregiver | Hospitals | Clinics | Your Story | Provider Health Network

For prablems or questions regarding this web contact Gatewav to Care.

32172007
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Member Organizations
Hams
SRR,
CHC Develapment
..
In The News
E
My Medicare Matters
R
Vision and Mission AIDS Foundation Houston, Inc,
... Alief Multicultural Collaborative Task Force
What Is A Navigator Alliance for Multicultural Community Services
.. Alvin Community Health Endeavor )
AmeiiCorps American Red Crosg Greater Houston Chapter
L Ty Asian American Health Coalition - HOPE Clinic

Ask Your Nursp Association for the Advancement of Mexican Americans, Inc, (AAMA)

AVANCE Head Start
Baylor College of Medicine/Transitional Clinic

Bavior Dept, of Family and Community Medicine
Bering Omega Community Services

Wember Organizations Better Business Bureau Fducation Foundation

‘ Blue Cross Blue Shield
Caregier Baoat People S0S

|

Collaborative Members

|

... Bonite Street "House of Hope"
Hospitals i
... Catholic Charities of the Dipcese of Galveston-Houston
Clinics Center for Health Disparities

PR EN—— Center for Regearch on Minority Health - UT MD Anderson Cancer
Center

——tama ChildBuilders, Inc.
Chifdren at Risk

Provider Health Netwark Christ Clinic

SR,

Christ the Good Shepherd Catholic Community

Christus Medical Group-Southwest Community Health Center
City of Houston

City of Houston Department of Health & Human Services

Clear {ake Emergancy Medical Corps
Coslition for the Homeless of Houston/Harris County, Inc.
Coalition of Behavioral Health Services .
Communities in Schools

Lommunity Doula Program

Community Education & Preventative Health

Community Health Choice - Harris County Hospital District
Cullen Pediatric & Adolescent Health Center

de Madres a Madres

Deblin Health Concepts & Associates, Inc.

Dental Health Task Force of the Greater Houston Metropolitan Area
Donald R. Watkins Memonal Foundation

Early Childhood Intervention (ECI} of MHMRA

East End Healthy Children Collaborative

ECHOS - Epiphany Community Health Outreach Services
El Centro de Cotazon
Families Under Urban and Social Attack

http://www.gatewavtocare. org/member_organizations.htm 32172007
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Member Organizations

Good Neighbor Heajth Care Center
Guif Coast CHIP Coalition
Gulf Coast Community Services Association
Harris County
Harris County Area Agency on Aging
N feeding Coaliti
Harris County Health Department
Haryviz County Hospital District
e ial N

Health Access Texas

Healthcare for the Homeless-Houston, Inc,
Healthy Houston Foundation

HIV Services Section, PHES

Hoge Through Grace

Houston Center for Independent Living

Houston Community Health Centers, Inc. (aka Denver Harbor

Community Health Center)

Immunization Coalition of Greater Houston

ibn Sina Foundation

IntraCare Hospital

taboratory Corporation of America

Legacy Community Heaith Center (formerly Montrose Clinic)
Living Bank

Lone Star Family Health Center

Medical Insights & Care Unlimited

Memorial Hermann

MHMRA of Harris County

Montrose Counseling Center

Motherland, Inc.

NAMI - Metropolitan Housten

Neighborhood Centers, Inc,

Nertheast Community Health Clinic

Northside Redevelopment Center

Nerthwest Assistance Ministries Children's Clinic

Pasadena Community Heaith Center

Patient Always First

Planned Parenthood of Houston and Southeast Texas, Inc.
ProSalud (Promotoras de Salud) GANO

Ryan White Planning Council

San Jose Clinic

Save Qur ERs

SBA Health Ministry/Spring Branch Seventh-day Adventist Church
Shalom Mobile Health Ministry

Shifa Clinic

South Central Houston Community Health Center
Southwest Area Ministries

Spring Branch Community Health Center

Spring Branch Family Development Center

St. Hope Foundation, Inc.

Texas Children's Hospital Superkids/Ronald McDonald Mobile Clinic
Yexas Health Care Purchasing Alliance, Inc.

The Community Clinic

The Rose/Communities Conguering Cancer

Page 2 of 3

32172007
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Member Organizations Page 3of 3
TheirBirthRight {the Village)
TIRR Systems
TOMAGWA Medical Ministries
Trade Mark Insurance Agency
Transcom CDC
United Way of the Texas Guif Coast
University of Houston College of Optometry
University of Houston Graduate School of Social Work

University of Texas School of Health Information Sciences - Houston
Urban Center for Health & Wellness

Women's Resource Center for Women & their Families

Home | CHC Development | In The News | My Medicare Matters | Vision and Mission |
What Is A Navigator | AmeriCorps | Ask Your Nurse | Collaborative Members | Member Organizations |
Caregiver | Hospitals | Clinics | Your Story | Provider Health Network

For probiems or questions regarding this web contact Gateway to Care.
Last updated: 03/05/07.

http://www. gatewaytocare.org/member_organizations.htm 3212007
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Medicat Director, NICU Depanmunt of Neurasurgery

Viouston, Toxss 7030 Clauia S, Robartson, MD.

phone: (713) 793-2792 Professor

FAX:  (713) 7883063 1708 Deydae, Sulls 750
MS: BCM 860
Houston, Texas 77030
phone; (713) 768-4606
EAX:  (T13)

Community Consultation Sarvey for
Erythropoietin Clinical Trial

Date of Mecting:_ March 20,2007
Please circle one snswer for each question,

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

2.Doywundemdtiﬂmd&epﬁauwmwumﬂedinmmdyhiﬁalywﬁmm
their consent? . e

o

3.l)oy6u nqdemhdﬁatpaﬁmﬁwiﬂbenndnm!yuﬂgmdtomﬁwm&mkﬁnor
9

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?

DI . .
@;E// Agree Disagree Strongly disagree
S. Are you willing for this stady to be done in your community?

< Strongly agreg Agree Disagree Strongly disagree

6. Would you be willing to participate in the study if you were to have a head injury?
e———
s
“ Strongly agree Agree Disagree Strongly disagree
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Surveys Returned for Gatewayk to Care Meeting, pg. 2:

,m.m“”w Department of Newosurgery .
phone: (713 768 Zhee Clsudia S. Robertson, M.O, {
FAX:  (713) 768-8063 ; Professor ~
1708 Dryden, Sule
- MS: BCM 630 0
" Housion, Texas 77080
- phone: (713} 7084696
FAX:  (713) 7983720
omei:
CmnitythtinS-rwyfor
Erythropoietin Clinical Trial
Date of Meeting: 2007

Hmdrchmmuhruequ
L Doyonnndem&e;mdy?
Strongly agree @ Dissgree ~ Strongly disagree

zmwnmﬂumdmmwﬂhmuhﬁemdyiniﬁtﬂymm

their consent? ) ‘

Strongly agree Agmcv Disagree Strongly disagree
&Doymudeﬂhndthtpamﬁﬂbenndmlyungudmmewew&mpoiuhor
piacebo? ) A

Stongly agree  /Agree / Disagree Strangly disagree

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

Strongly agree @ Disagree Strongly disagree
5. Are yhll willing for this»stndy to be done in your community?
Strongly agree CAi'ee/ Disagree Strongly disagree

6.Wonldyoubcwillingﬁoprﬂeipﬂeinﬁestudyifyolwmuhaveulludinjury?

s o

isgm!siyasree , Agree Disagree Strongly disagree
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Surveys Returned for Gateway to Care Meeting, pg. 3:

BEN TAUB ‘
HOSPITAL ,

Modical Divectr, NICU Depariment of Meurosurgery
1mmgmp o
Houston, Texas 77030 Claudio S. Robertson,
phone: (713) 7032762 Frofetass Mo
FAX:  (743) 7988083
1
T
Houston, TI0N0
phone: (713} 7964855
FAX:  (713) 708-3730
amall: csudian@bom.sme.edy
Commaunity Consultation Survey for
Erythropoietin Clinical Trial
Date of Meeting:
Please circle one answer for cach question,
1. Do you understand the study?

Strongly agreej  Agree Disagree Strongly disagree

2. Do you undenundﬁatmstofthepaﬁznuwinbeelmlhdh&emdyiﬂtinﬂywﬁhout
their consent?

e

trongly agree j  Agree Disagree Strongly disagree

B.Nywnmmmmuwﬂbem!yaﬁpdwmiwmthmpniﬂhor
placebo?

e

Stronply agree | Agree Disagree Strongly disagree

&Domuﬂermdﬁataﬂpaﬁmuwﬂineﬁvem&rdunforiudhiny,wrdlm
of wh _\1:' not they receive erythropoietin? :

N

Strongly Agree Disagree Strongly disagree

5. Are you willing for this study to hedo-ein&o-reo-mmity?

T
o

% Agree  Disagree Strongly disagree

S.Wonklyoubewﬂﬁng(oparﬁﬁpauinﬁesmdyﬂyuwmmhveahndinjnry?
e T, —
Y . .
Strongly agree Agree Disagree Strongly disagree

86




g

i

H
b
Ai\

[

Surveys Returned for Getway to Care Meeﬁi;g, pg. 4:

N

2 BOME&

HOSPITAL
Meciica) Director, NICU Dopartmant of Neurosuigery
Hovston, Texts T70%0 Glousa . Roberson, MD.
) 1709 Dryden, Suite 750
Houston, Texas 77030
phone: (713) 7584896
FAX: gém-am
omai: cisudiarghcm.
Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Mecting: March 20, 7
Please circie 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 study initially without
their conseat?

Strongly agree Dissgee  Stongly disagree

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

) . .
Strongly agree (gm_\f Disagree Strongly disagree
U

tbomnldmdmmpmwmmmrdmforwin}m,w
of whether or not they erythropoietin?

Strongly agree Q_snej/ Disagree Strongly disagree

Disagree Strongly disagree
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Surveys Returned for Gateway to Care Meeting, pg. 5:

BEN TAUB '
2 BCM %..
HOSPITAL

Medical Diraclor, NICL) Departmant of Neurosungery

1504 Taub Loop

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

phone: (713) 783-2752 Professor

FAX:  (713) 798-8063
1708 Diydon, Sulle 750
MS: BCM 550
Houston, Texas 77030
phone: (713) 7984696
FAX:  (713) 790-37%
email:

CnnnlnityCmnhﬂanSnwyfor
Erytbropoietin Clinical Trial

Date of Meeting:__March
Please circle one answer for each question.

1. Do you understand the study?

@ Agree Disagree Strongly disagree

Lnoyoundcmmthatmstnﬂhepaﬁeunwbenroﬂedinmundyhithﬂywiﬁm )
their consent? '

Srngysge) Agec  Dimgec  Seonglydisgre

’&Nmmm&umﬁmuwmmmlyaﬁywmmmﬁm«or
placebo? : :

C Strongly agree N Agree Disagree Strongly disagree

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

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

6.Wmbewilﬂngtoparﬁdpateinmmdyifywwmtohwahudhjury?
@yagrce ) Agree Disagree Strongly disagree
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Surveys Returned for Gateway to Care Meeting, pg. 6:

BEN TAUB
@ B BCM %..
HOSPITAL
Depariment of Newcsurgery

Mocical Dirscior, NICK

1504 Tavb Loop

Houston, Texns 77030 Claudia 5. Robortson, M.D.

phone: (713) 7830792 Prolessor

FAX:  (713) 796-8063
1709 Dryden, Sulte 750
MS: BCM 650
Houston, Texas 77030
phone: (713) 79846396
FAX: (113)

Community Consaltation Survey for
Erythropoietin Clinical Trial

Date of Meeting: March
Please circle one answer for each guestion.

1. Do you understand the study?

gy g Agre Disgree  Strongly disagree

memmmmammnmummmmmmm

their consent? _ : v

@ Agree Disagree Strongly disagree

3. Do you understand that patients will be randomly assigaed to receive erythropaietin or
Strongly agrec 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 erytbropoietin? i
~

S.Anyuwﬂﬁngfwﬂkmdymbedmhymrmw
Strongly agree)  Agree Disagree Strongly disagree

6.\Xog!dyoubewilﬁngtopnﬁdmhthemdyifywwcnmhaveahudinjm?
@yagme J Agree Disagree Strongly disagree
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Surveys Returned for Gateway to Care Meeting, pg. 7

BEN TAUB
b BCM ..
HOSPITAL

Department of Neurosurgsry

1504 Taub Loop

Houston, Texss 77030 Claudia S. Robertson, M.D.

phone: {713) 793-2792 Profozsor

FAX:  (T13) 708-3063 = 0
MS: BCM 850
Houston, Texas 77030
phone: (713) 796-4808
FAX:  (713) 708.37%
smail: claudisr@bem. v sdu

Erythropoietin Clinical Trial
Date of Meeting:

Please circle one snswer for each question.
1. Do youa understand the study?

—..

_ Stonglyagree . Agree Disgree  Stongly disagree
2. Do you understand that most of the patients will be earolled in the study initially without
their consent? ‘

Strongly agree . Agrec Disagree Strongly disagree
&m-ma-am:mﬁumwmmmmmmmmmw
p . . :

Strongly agree . Agree Disagree Strongly disagree
¢mn§mmm:npmuﬂnmmammmmmm,w
of whether or not they receive erythropoietin?

Strongly agree  Agree Disagree Strongly disagree

S.Anyouwillhgforthi:mdyhbedouinymmnily?

Strongly agree ~ Agree Disagree Strongly disagree
&WouldyubewilﬁngtoparﬂdpnehthesﬂdyHywwmtohaveah«d'miury?
Sémglyagtg/ Agxee Disagree Strongly disagree »
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Surveys Returned for Gateway to Care Meeting, pg. 8:

BEN TAUB lor
GENERAL %
HOSPITAL '
Mecical Director, NICU Department of Neurosurgery
m&‘? 1030 Claudia S. Robertson, M.D.

Professor

phone: (713) 703-2792
FAX:  (713) 796-8063

1705 Dryden, Sulte: 750
MS: BCM 850
Houston, Texas 77030
phone: (713) 7984606
FAX:  (713) 7883738
email: claudisn@@bom.,
Community Consultation Survey for
Erythropoietin Clinicat Trial
Date of Meeting:
Please circle one answer for each question.
1. Do you understand the study?
7 . )
Strongly agree L@ Disagree Strongly disagree

Zbuwunmmnmﬁﬂnmﬁuuwinbemﬂedin&euldyiniﬁaﬂywiﬁwt

* their consent?

‘A - -
Strongly agrec w Strongly disagree

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

Strongly agree \Agrey Disagree Strongly disagree

R—

4.Doymnndeuhndthtaﬂpnﬁeabwiﬂmeiwshndardmforhudinjuy,ngndhu

of whether or not they receive erythropoietin?

Stongly agree .ég3) Disagree Strongly disagree
5. Are you willing for this study to be done in ;rour community?

Strongly agree @ Disagree Strongly disagree

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

Strongly agree (@ Disagree Strongly disagree
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Medical Director, NICU Deparimant of Neurosurgery

1504 Taub Loop

Houston, Texas 77030 Ciaudia S. Robertson, M.O,

phone: (713) 793-2762 Professor

FAX: {713) 758-8063
1700 Deyden, Suite 750
MS: BOM 650
Houston, Texas 77030
phone: {713) T98-4856
FAX: (713) 7983789
omal; chaudiar@bem ime.odu

Community Consultstion Survey for
Erythropoietin Clinicat Trial

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

I.Doyoumdmdtkg;n{dy?
Strongly agree :&gme/ Disagree Strongly disagree

2. Do you understand that most of the patients will be corolled 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? .

Swonglyagree  Agree Disagree Strongly disagree

4. Do you understand that all paticnts will receive standard care for head injury, regardless
ofwhfthe!-_ormthey receive erythropoietin?

Stmngya;ree/ Agree Disagree Strongly disagree
-

S.Anyouwiﬂhgforyxwytobedmhyurmnnnhy?

Strongly agree @/ Disagree Strongly disagree

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

Strongly agree (" Agree Disagrec Strongly disagree

92




¥

Surveys Returned for Gateway to Care Meeting, pg. 10:

BEN TAUB
s BCM 3.
HOSPITAL

Medicat Diractor, NICU

1504 TW Depaitment of Neurosurgery

Houston, Texas 77030 Claudia 8. Robertson, M.D,

phone: (713) 7832792 Professor

FAX:  (713) 798-8083
1700 Deycdon, Suils 750
MS: BCM 850
Houston, Texas 77030
phonec (713) 7084696
FAX: (713) 788.3728

Community Consultation Survey for

Date of Mecting: _ March 20, 2007
Please circle one answer for each question.

1. Do you understand the study?

Swongly sgree (e Dissgee  Strongly disagree

2. Do you understand that most of the paticuts will be earolled in the study initially without
their consent? , .

. Strongly agree évfc Disagree Strongly disagree | .
mx:mmmmuwmmmwmmm;mm‘m'
Seonglyagre  Agrer Dissgee  Strongly disagees

Lhymmdmhndﬂﬂaﬂpaﬂauwﬂlmehemdndm&rwhjm,mm
of whether or not they receive erythropoietin?

ongly agite  Agree Disagree Strongly disagree

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

6. Would you bewﬂﬁngtoparﬁdpa&inthemdyﬂyuwmmhveahndinjnry?
RN
Strongly agree (Agree i Disagree Strongly disagree
N
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Surveys Returned for Gateway to Care Meeting, pg. 11:

BEN TAUB

GENERAL .
HOSPITAL :

Madicat Depestment of Neurosurgery

% Director, NICU
mxm Clsudia S. Robertson, M.D,
phone; a:s;mmz Profeasor

b 1708 Drycon, Sulte 750

WS BCM 650
mmrgunm
FAX: g?mm
emait
Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Mecting: 2007

Please circle one answer for each question,

1. Do you understand

Strongly agree Agree Disagree Strongly disagree

LDoymundenmdeﬁ&euﬁuuwﬂlhmehthuﬂdyinitﬁﬂywiﬁwt
their consent? o )

@9 . Disagree Strongly disagree

&Domudmund&npaﬁenuwﬂlbemdo-lymigudwnw'vury&mpokﬁnor

Gﬂo@ Agree A Disagree Strongly disagree
&Doyouuduﬂudlhtaﬂp:ﬁmhwﬂuoﬁvemm«nfcrhudininw;rmrdlﬂ:
of whether or not they receiv: e erythropoietin?

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

Strongly agree ™,  Agree Disagree Strongly disagree

6, Wonl bewﬂ!ingtopuﬁdpuehtbemdyifyonwmmhvenbeadinjnry?
Agree Disagree Strongly disagree
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Surveys Returned for Gateway to Care Meeting, pg. 12:

BEN TAUB
o BCM ..
HOSPITAL

Dapartment of Neurosurgery

Maexdicad Director, NICU

1504 Taub Locp

Houston, Texas 77030 Claudia 5. Robertson, M.D.

phone: (T13) 783-27652 Professor

FA:  3)
1708 Dryden, Sulte 750
WS DCM 650
Houston, Texas 77030
phone: (713} 7984506
FAX: (713) 7983739
emaik: claudiar@bom.tmc.edu

Community Consultation Survey for
Erythropoietin Clinieal Trial
Date of Meeting:

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

@ Agree Disagree Strongly disagree

2. Do you understand that mast of the paticuts will be enrolled in the study initially without

their consent?
trongly agree  Agree Disagree Strongly disagree
3. Do you understand that paticats will be randomly sssigned to receive erythropoietin or
placebo? ,
» Smm@—gne) Agree Disagree Strongly disagree

4. Do you understand that all patients will receive standard care for hesd injury, regardless

r not they receive erythropoietin?
( Sn-ongleiJ Agree Disagree Swongly disagree

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

6. Would yon be willing to participate in the study if you were to have a head injury?
S y Agree Disagree Strongly disagree
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Surveys Returned for Gateway to Care Meeting, pg. 12:

BEN TAUB | S
HOSPITAL coe

Madical Director, NICU Depantment of Neurosurgary

1504 Taub Loop

Houston, Texas 77030 Claudia 5. Robenson, MO,
(713) T93-2782 Prolessor

M5: BCM 850
FHouston, Texas 77030
- (713) .
FAX:  (713) 783739
‘ ods
Community Consultation Survey for
Erythropoietin Clinical Trial
Date of Meeting:
Please circle one answer for each question.
1. Do you understand the study?
2. Do you understand that most of the patients will be enrolled in the study initially without
their consent? i
N Strongly agry Agree Disagree Strongly dissgree
«. _
3. Do you understand that patients will be randomly assigned to receive crythropoietin or
placebo?
Strongly agree *  Agree Disagree Strongly disagrec

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

“Swonglysgres ) Agre Disgre  Suongly disagree
S.Areyonwiﬂ!ngﬁortkhstudytobedonehymmunity?

W Agree Disagree Strongly disagree
G.Woultiio? bewiﬁngmplrﬁdpaﬁeh&emdyifymwmmm:budinjuq?

,\Sjtronglyagree Agree Disagree Strongly disagree
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Surveys Returned for Gateway to‘Care Mgeftililg, pg. 13:

Mectical Director, NICU Department of Neurosusgery
1504 Taub Loop
Houston, Texas 77030 Claudiz S. Robentson, 4.0
phone: (713) 793-2792
@9 709 Deyden, Suile 750
7 5
MS: BCM

Community Consultation Survey for
Erythropoietin Clinical Trial

Date of Meeting: 2007
Pleasc circle one answer for each question.

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

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

Strongly agree Disagree Strongly disagree

S.Myoundemdtﬁatpuﬁenuwillberudomlymwwmeiveemhmpoieﬁnor
placebo? -

4.Domundushndthﬁaﬂpaﬁnﬁwmmehem&rdmforhudinjury.ugnﬂm
of whether or not they receive erythropoietin?

Strongly agree @ Disagree Strongly disagree
s.mymwaﬁngfom'umdymbedonei.ymmnnny?sa’lémxxaiﬁw

Strongly agree Agree Disagree Strongly disagree Mebea >
6. Would you be willing to participate in the stady if you were to have ‘m“%
Strongly agree  ( Agree Disagree Strongly disagree flmm'«wwa]
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Surveys Returned for Gateway to Care Meeting, pg. 14:

BEN TAUB
HOSPITAL
Departrnent of Neurosurgery

Modical Dissclor, NICU

1504 Taub Loop

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

phone: (743) 7932782 Professor

FAX: (713) 788-8083
1709 Dryden, Sulte 750
WS: BCM 0650
Houston, Texas 77030
phane: (713) 7884696
FAX  (713)796-3739
emai: clvudiar@bem tmcedy

Counmunity Consultation Survey for
Erythropoietin CEnical Trial
Date of Meeting: 2087

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 stndy initiaBy without
their consent? B

@ Agree Disagree Strongly disagrec

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

Strongly Agree Disagree Strongly disagree

tmmmmdmmmwmwMtuwhjm,W
of whether or not they receive erythropoietin?

\ Strongly Agree Disagree Strongly disagree

S.Anymwﬂlingformhmdymbedole'myureo-nmhy?

ConlEn

", Strongly Agree Disagree Strongly disagree
6. Wg?yubewilﬁngtoparﬁdpminﬁesmﬂy if you were to have & head injury?
‘(Strongly Agree Disagree Strongly disagree

e,
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Surveys Returned for Gateway to Care Meeting, pg. 15:

BEN
@ BCM 3.
lemdﬂamlmnuy

Madical Director, NICL
1504 Yaub Loop

Houston, Texas 77030 Claudis 5. Robertaon,

phone: (713) 7032792 . “O.

FAX:  (713) 796-6063
1708 Deyddon, Suile 750
MS: BOM €50

- Houston, Texas 77030
phone: (713) 7084605
FAX:  (713) 7083739
oemal: nc.edu

Community Consuliation Survey for
Erythropoietin Clinical Trial
Date of Meeting: 2007

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

Strongly agree Disagree Strongly disagree

2.Dnyonundenundthatmmoﬂhcpaﬁeluwinbeumﬂdiptlemdyhﬁﬁaﬂywithom

their consent? )

Strongly agree (" Agree  Disagree Strongly disagree

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

S'mslyasree‘ Agree . Disagreé Strongly disagree

4. Do you understand that sll patients will receive stundard 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.Wculdyonbewihgmptrﬁdpminthuudyifmwmtobawahudhjlry?
Strongly agree @ Disagree Strongly disagree
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