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Page[1 v|of11 [{ 4 b bl Show[ 20 |of 208

n“— Name of Event - et e ——
event

05-May- 07-Aug-

Oregon Health & Science University Hospital,
Porfland. OR Mary's Woods Health Fair Booth Lake Oswego 24-Apr-2015 A Bocth/table (where surveys were completed) 2015 1-48PM 2015 Yes
. . - - " . " P m 05-May- 05-May-
2 HFHS Henry Ford Hospital, Detroit, MI Brain Injury Association Meeting Detroit, MI 18-Mar-2015 A presentation at a regular meefing with an existing group 3015 210PM 2015 No
3 Texas _hlfI;monal GenaippasltalcalGenicatiionion! University of Houston Heners College Medicine and Society Class Houston 25-Mar-2015 A presentation at a regular meeting with an existing group gg_gag'_STPM %g?g“l' Yes
4 Emory Applies to more than one site Graduate Student Psychopharmacology Topic Discussion Atlanta 24-Mar-2015 A presentation at a regular meefing with an existing group 26—61%16;_—49 AM ;g]hgay— No
5 PECARN  Children's Naticnal Medical Center, Washingten, DC  Mary's Center Community Clinic \[')Vgshmglon‘ 21-Apr-2015 A presentation at a regular meeting with an existing group %]“éa\{b-zmm %—gay— No
6 Texas Memorial Hermann Texas Medical Center, Houston, Positive Interaction Program for Deaf and Hard of Hearing Houston 07-Apr-2015 A presentation at a regular meefing with an existing group %}hga%ﬁmm %g}‘lﬁu" Yes
7 PECARN  Children's Naticnal Medical Center, Washingten, DC  Brain Health Fair fashinglont 18-Apr-2015 A Booth/table (where surveys were completed) D?—May_— ARl No
DC 2015 1:53PM 2015
8 PECARN  Nationwide Children's Hospital, Columbus, OH Family Advisory Council Research Subcommittee Columbus 30-Mar-2015 A focus group (moderated, small group sessions) gg]nga;] 0PM %g;hgay— No
. | . : B g A convened mig. with a targeted audience (invitation and rsvp ~ 07-May- 29-May-
9 PECARN  Nationwide Children's Hospital, Columbus, OH Central Ohio Pediatric Society Columbus 15-Apr-2015 collected) 2015 2-17PM 2015 Yes
10 PECARN  Children's National Medical Center, Washington, DC  Community Consultation in Hospital Cafeteria \I;Vgshinglon, 08-May-2015 A Booth/table (where surveys were completed) ;;}hgag-_mpm ;[1)—1%16}'— No
- o SF Police Department Bayview Station Monthly Captain's Community c fmy 11-May- 06-Aug-
11 UCSF Applies to more than cne site Meeting San Francisce 28-Apr-2015 A presentation at a regular meeting with an existing group 2015 6:53PM 2015 Yes
12 Mass Massachusetts General Hospital, Boston, MA South Boston Neighborhood Advisary Committee Meeting South Boston  01-Apr-2015 A presentation at a regular meefing with an existing group R Jikags Yes
General ! ! 2015 11:42AM 2015
Iemorial Hermann Texas Medical Center, Houston, 5 q Ay 13-May- 28-Jul-
13 Texas ™ Rotary Club of the Galleria Houston 23-Mar-2015 A presentation at a regular meeting with an existing group 2015 3:37PM 2015 Yes
14 Texas Memorial Hermann Texas Medical Center, Houston, UT Houston School of Nursing 09:00 lecture class Houston 27-Mar-2015 A presentation at a regular meefing with an existing group ;g}hgag-_mpm %g}‘lﬁu" Yes
15 Texas Bcpomalbicnnamperasiiedealleen cilbion=ug UT Health Research Coordinator Forum Houston 24-Mar-2015 A presentation at a regular meeting with an existing group 13—May_— L=l Yes
TX 2015 4:14PM 2015
16 Texas Memorial Hermann Texas Medical Center, Houston, Emergency Medicine Resident Conference Houston 30-Apr-2015 A presentation at a regular meefing with an existing group ;g]hgaz-_zﬂPM %g}‘lﬁu" Yes
17 Texas Bcpomalbicnnamperasiiedealleen cilbion=ug Positive Interaction Program - Mykawa Houston 09-Apr-2015 A presentation at a regular meeting with an existing group 13—May_— L=l Yes
TX 2015 4:27PM 2015
18 Texas Memorial Hermann Texas Medical Center, Houston, North Montrose Civic Assaciation Houston 11-Mar-2015 A presentation at a regular meefing with an existing group ;g}hgaz-_mpm %g}‘lﬁu" Yes
Iemorial Hermann Texas Medical Center, Houston, q Ay 13-May- 28-Jul-
19 Texas ™ Rotary Club of the Sharpstown Houston 17-Mar-2015 A presentation at a regular meeting with an existing group 2015 4:54P) 2015 Yes
20 Texas Memorial Hermann Texas Medical Center, Houston, HPD Positive interaction Program - Kingwood Houston 17-Mar-2015 A presentation at a regular meefing with an existing group ;g}hgag-_zgpm %g}‘lﬁu" Yes

Al information is generated based on data currently in the database. Data may not be veriied or validated. The report is generated to assist in trial operations only, and is not alid to support any statistical analysis of study data. Unless noted, the Data Coordination Unit {DCL} assumes o respansibiity for the use of this report, This report may contain protected hesth information covered by the Health Insurance Portabiity and Accountabilty Act
{HIPAA). You are prohibited from disclosing this information witheut the specific written consent of the person to whom it pertains. Anyone using this data specifically assumes responsibiity for maintaining the confidentialty of the protected data.
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WebDCU ESETT
Page[1 v|oft1 I4 4 b »l Show| 20 |of218 |Page Actions
= = 5 === 1223 == W= === i
event event Oon
IMemorial Hermann Texas Medical Center, 22-Mar- = 05-May-
Texas s 5% Houston Before open enrollment La Voz de Houston 2015 Newspaper F1010.pdf* T 9015 9-19PM 05-May-2015 No
Memorial Hermann Texas Medical Center, 19-Mar- 05-May-
2 Texas Houston, TX Houston Before open enrollment Houston Press newspaper ad 2015 Newspaper F1011.pdf 7 2015 2-40PM 05-May-2015  No
Memorial Hermann Texas Medical Center, 13-Mar- 07-May-
3 Texas Houston, TX Houston Before open enrollment Epilepsy Foundation Texas Tweet 2015 Social Media F1013.pdf % 2015 11-20AM 07-May-2015  No
Memorial Hermann Texas Medical Center, - G 13-Mar- q 5 07-May-
4 Texas Houston, TX Houston Before open enrollment Epilepsy Foundation of Texas - Facebook 2015 Secial Media F1014 pdf 2015 11-23AM 07-May-2015 No
@ PECARN  Chidren's National Medical Center, Washington, v pinaion DG Before apen enrallment Children's National Twitter Post TR gocial Media F1015 pdf = O7-May- 07-May-2015  No
Di 2015 = 2015 3:37PM
6§ PECARN g"“d'e“'s National Medical Center, Washington. - yycingion DG Before apen enrallment Children's National YouTube Video %‘1'2”‘ Social Media F1016 pdf = %‘f‘é’%ﬁwm 07-May-2015 No
Mass 5 : q . 01-Apr- Brochure/Poster/Flyer 13-May- g
7 General Massachusetis General Hospital, Boston, MA Boston, MA Ongoing (before-after) Boston Public Library: West End Branch 2015 Bl F1019.pdf T 2015 5-15PM 13-May-2015 No
Mass 5 = A . 01-Apr- Brochure/Poster/Flyer 13-May- u
8 Sl Massachusetts General Hospital, Boston, MA Boston, MA Ongoing (before-after) Boston Public Library: North End Branch 2015 Bl F1020.pdf 7 2015 5:-19PM 13-May-2015 No
Mass . 01-Apr- Brochure/Poster/Flyer 13-May-
9 General Massachusetts General Hospital, Boston, MA Boston, MA Ongoing (before-after) Boston Public Library: South End Branch 2015 BRsiolen F1021.pdf 7% 2015 521PM 13-May-2015  No
Mass g . A . 01-Apr- Brochure/Poster/Flyer 13-May-
10 General Massachusetts General Hospital, Boston, MA Roxbury, MA Ongoing (before-after) Boston Public Library: Dudley Branch 2015 Bl F1022 pdf 2015 5:24PM 13-May-2015 No
Mass 8 . q . 01-Apr- Brochure/Poster/Flyer 13-May-
11 General Massachusetts General Hospital, Boston, MA Roxbury, MA Ongoing (before-after) Boston Public Library: Parker Hill Branch 2015 Bl F1023 pdf T 2015 5:26PM 13-May-2015 No
Mass 5 Jamaica Plain, . A . 01-Apr- Brochure/Poster/Flyer 13-May- g
12 General Massachusetts General Hospital, Boston, MA MA Ongoing (before-after) Boston Public Library: Connolly Branch 2015 st F1024 pdf 7 2015 5:28PM 13-May-2015 No
Mass 5 : q . 01-Apr- Brochure/Poster/Flyer 13-May- g
13 General Massachusetis General Hospital, Boston, MA Roxbury, MA Ongoing (before-after) Boston Public Library: Egleston Square Branch 2015 Bl F1025.pdf T 2015 5:32PM 13-May-2015 No
14 PECARN gg"d'e"'s National Medical Center, Washington. v chingion DG Before open enrollment ESETT on Emergency Medicine Hospital Website 56‘1'2"" Website F1053.pdf = ;g]“gag_‘ﬂpm 19-May-2015  No
15 PECARN Ehidier=lilhonalPledialerepashilaion Washington, DC  Before open enrcllment ESETT on Epilepsy Hospital Website %S]Aspr— Website F1052 pdf 7 ;g}hgag-_mpm 19-May-2015  No
Children's National Medical Center, Washington, o ESETT post on Children's National Facebook 27-Apr- q 5 14-May-
16 PECARN DC Washington, DC  Before open enrollment Account 2015 Secial Media F1051.pdf % 2015 354PM 19-May-2015 No
17 PECARN  Children's Medical Center UTSW, Dallas, TX Dallas Before apen enrollment UTSW United to Serve Health Fair ;g*é"” Information booth F1028 pdf = ;S}@agfss.a\m 27-Aug-2015  No
Mass 5 Jamaica Plain, . A . 5 5 01-Apr- Brochure/Poster/Flyer 15-May- g
18 General Massachusetts General Hospital, Boston, MA MA Ongoing (before-after) Boston Public Library: Jamaica Plain Branch 2015 st F1030 pdf 7 2015 1-26PM 15-May-2015 No
Mass 5 : 01-Apr- Brochure/Poster/Flyer 15-May- g
19 General Massachusetis General Hospital, Boston, MA Malden, MA Ongoing (before-after) Malden YMCA 2015 Bl F1031.pdf T 2015 1-28PM 15-May-2015  No
Mass 5 = A . 01-Apr- Brochure/Poster/Flyer = 15-May- u
20 General Massachusetts General Hospital, Boston, MA Dorchester, MA  Ongoing (before-after) Boston Public Library: Uphams Corner Branch 2015 Bl F1032 pdf 7 2015 1-30PM 15-May-2015 No
Allinformation is generated based on data currently in the database. Data may not be werified or valdated. The repor is generated to assist in trial operations only, and is not valid 1o suppon any statistieal analysis of study data, Unless noted, the Data Coordingtion Unit (DCU) assumes no responsibiliy for the use of this repon. This repont may contain protected heatth information covered by the Heath Insurance Penabiity and Accoumability Act
{HIPAA). You are prohibited from disclosing this information without the specific wiitten consent of the person to whom it pertains. Anyone using this data specifically assumes responsibiity for maintaining the confidentiality of the protected data.
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Overview

Number of Hubs reporting:
Number of activity reports:
Number of participants:

Types of community involved
Percent geographic community:
Percent condition-oriented community:
Percent both types of community

Type of consultation activities
Existing Group Meeting
Self-Administered / In-Person Interview
Booth Event
Focus Group
Convened Meeting (by invitation)
Other
Town Hall
Internet Survey
Phone Survey

30
201
32,638

56%
23%
21%

36%
27%
19%
8%
3%
3%
1%
1%
1%

Participant Demographics
Age (average) 38 years
Female 64%
Male 36%
Race
White 67%
Black/African American 19%
Asian 5%
Native Hawaiian or Pacific Islander 1%
American Indian or Alaska Native 2%
More than one race 2%
Other race 5%
Ethnicity
Hispanic/latino 15%
Non-hispanic 85%

‘ Established
& Status
o ' Epilepticus
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o Tl



Overview (continued)
intended audience versus community type
Intended event audience (number of events)
geographic condition-oriented
General 42% 79 28
Medical professionals 19% 2 6
Parents 16% 1 14
High risk specific 14% 9 20
Ethnic/racial community 2% 32 0
Age specific 1% 4 0
Formal community leader 1% 19 1
Civic group/informal leaders 0% 2 0
totals greater than 100% because some events included more than one intended audience or community type

Treatment
Trial

Established
f ‘ Status
\," Epilepticus
\ "~ 4



Detail on types of community consultation activities
no. of events no. of paricipants
Existing Group Meeting 72 1,360
Self-Administered / In-Person Interview 54 1,696
Booth Event 39 21,777
Focus Group 17 179
Convened Meeting (by invitation) 7 84
Internet Survey 2 99
Town Hall 2 31
FPhone Survey 2 500
Other 6 6,952

Established
& Status
" Epilepticus

| Treatment
o Tl



CC Results

Feedback Summary

# of individual survey respondents 3,248
Total # of closed ended responses 19,634
Total # of open ended comments 1,343

Closed Ended Responses Open Ended Comments
Expressing Opinion Expressing Opinion
n= 18008 n= 525

Established
Status
" Epilepticus

| Treatment
o Tl



CC Closed-ended Questions

Yes or No or ibor oF
Questions (in descending order by the number of respondents) Strongly Agree Meutral  Disagree Strongly Fetiond
Agree Disagree
= 6%
ESETT is an important study to do. 3248
A% 1% 0%
1183 184 20 13
6%
If you developed a seizure that would not
stop, you would be okay with being included in ESETT without 12% . S 3242
giving your consent ahead of time. - P
1437 1162 387 172 84
Sk 33%
If you arefwere a parent, and your child developed a seizure that
would not stop, would you be okay with him/her being included in . 3% 0% i 3239
ESETT without giving your consent ahead of time. - N e |
1367 1075 432 258 107
T6%
Do you think that ESETT researchers will seriously consider
what community members like you have to say about this study 17% 2783
before starting it? e ¥ b
2148 3 475 I 130
&
Do you feel that you have been given enough information to give
your informed opinion about whether you think it is okay for 1% 2889
researchers to do the ESETT study? o o aad -
2545 8 3 9 324
BT
Would you like to tell doctors that you do not want to participate
i 15% 2696
in ESETT? | o 134 1% 1%
418 17 29 40 2184
i i 43% 50%
If you experienced a seizure that would not stop, would you be 513
willing to be a part of this study without first giving your consent? J - % . l
—
220 a 38 0 257
Let's say your child had ongoing seizures that would not stop 5%
after being treated with the standard treatment. Would you be 36% 169
willing for your child to be included in this research even if it was - % - L
not possible for you to provide consent ahead of time?
100 a 5 0 64
Let's say you were the parent of a child between 2 and 18, and it
your child had ongoing seizures that would not stop after being i
treated with the standard treatment. Would you be willing for & 329
your child to be included in this research even if it was not Lisd e i l
possible for you to provide consent ahead of time? 1 0 25 o 109
[ B
Are you in favor or not in favor of this study being conducted in 502
your community? o bl 0% s
432 a 50 0 40
BET
Would you prefer not to participate in this study? V3% 24
e [0 0% 0%
3 a s} s} 21

(9

Established

ilepticus
TrpeatEnent
Trial



CC Open-ended Results

ESETT Community Consultation Summary Open Ended Comment Report

i e

T

ST Campurey Carmatmn ey | think it's an important study but | don't like the idea of anything being done to me without my permission

[[PA——

I T T T ———

e ———— - If me or my children were in this situation | would want the medications used to be known to be the most effective.
- This is a very important study.

| would be the concern that it would end up hurting rather than helping the child.

| think this is very important; seizures can be so dangerous to the patients.

What if the patient has an adverse reaction to the medication given?

[Considering] the benefits versus the risks... | would feel good about [being enrolled in ESETT]

Any pontential interactions the three medications would have with current seizure meds

Important study

| don't want my child to be a test subject.

This could save a life

Congern about blinding.




Enrollees’ and Surrogates’ attitudes toward enrollment & awareness survey

Study ID

3a. Had you heard of the ESETT study before you were enrolled?

(If yes) 3b. How had you heard about this study?

e TOC aptu re q u antita’[ive |y mean Ta gfu | A WHST PSSSATEeTs o & LTI SSTS D00 TV 558 Tl BFors g Wl 7

permission, researchers have to talk to community members to get their thoughts and opinions about
the study before it can be approved and started. This is in addition to having the study reviewed by

d ata O n th e Vi eWS Of al I e n rol Ied the medical research review board that reviews all research studies.

a. Inthe ESETT study that you were included in, which groups of people do you think
researchers should have talked to in order to get their thoughts about the study before the

subjects within an EFIC study.

__Members of the general public

StudyID_____ fave had a stroke
We think that it is important to understand patients’ thoughts about research studies. This is

especially important in the ESETT study that you were a part of. At the time you were included in this|

study, you were having a seizure so we were not able to talk to you about the study before including

you. Now, we are asking everyone who was included in the ESETT study to answer a few questions
about the study. You do not have to answer these questions, but we value any thoughts that you

() B rl ef have about this study.

1. On a scale of 1 to 5 with 1 being strongly agree and 5 being strongly disagree, how do the
following statements apply to you?

» Easily administered verbally or in i i —
paper and pencil form
* Completed fO”OWing a Consent c. | think that it was ok for researchers to include me in the ESETT research study when | was|

decision to continue participation in Rl P P PR e’ sl

d. | think that it was ok to include me without asking for permission first.
ESETT e el NP R P e
L] I n C I u d i n g by S u bj e CtS W h O refu S e 2. Since you could not be asked about whether you wanted to be included in the ESETT study at the

time you were having a seizure, you were told about it later and asked for permission to continue
being part of the study. Thinking about when you were told about the study and asked whether you

O n g 0 i n g p arti C i p ati 0 n i n E S ETT gz;:i:je:‘onstay in it, can you tell me, on a scale of 1 to 5, how much you agree with the following
a. |was told about the ESETT study at the appropriate time.

1 3 5

b. The research team treated me respectfully by asking for my permission to continue in the
ESETT stud:

1 2 3 5 lave had a stroke

b. What is the major reason you chose this answer?

c. ls there anything you would change about how you were told about the ESETT study or
how we asked you for permission to continue in it?




Attitudes toward enrollment & awareness survey — cont.

Who Should Complete the Survey:
« Adult enrollment

- Subjects should be approached to complete the survey if capable
« An LAR can complete the survey as well

- Peds enrollment
» An LAR or Surrogate survey is all that is required

- If a Peds subject would like complete the survey they may, but it is not
required

» Spanish translation

- Sites that have consents forms for ESETT translated into Spanish should
also have IRB approval to use the attitudes surveys available in Spanish
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