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W e lc om e :

J a id e e p  K a p u r, MD PHD  
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FDA release of Clinical Hold

DSMB recommends proceeding

Central IRB Approval any minute

First milestones met ontime

02.

01.

03.

04.

Tria l Prog re s s

05. Investigator Meeting - Oct. 16 & 17 (in-person)
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30 sites released for enrollment

MILES TONES  
12/ 31/ 20 25

C ontracts Executed

Local IRB Ceding Approval

EFIC Complete
IDS Pharmacy Trained

02.
01.

03.
04.

Ceribell approved and trained on05.

06. Readiness/activation call
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S a m p le  S ite  Tim e line
J u ly A u g u s t S e p te m b e r Oc tob e r

EFIC IRB C eribell WebDC U

Local 
Event 1

Obtain Local IRB Ceding approval

Ceribell IT approval Ceribell 
Training

Released to 
Enroll

Local 
Event 2

Focus 
Group 1

Focus 
Group 2

eDOA 

EFIC 
Context 

EFIC Event forms

CIRB Application 
Form

Upload Regulatory Documents

T oday

8/8

8/1

8/29

CCC submits 
CIRB application
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Enrollm e nt Ov e rv ie w :
Rob e rt S ilb e rg le it, MD
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● Eligibility

● Enrollment flow

● Starting intervention

Enrollment overview
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Elig ib ility

Inclusion
Convulsive seizure > 5 minutes
Seizures continue / recurring in ED
Despite adequate dose of benzos
Age ≥ 1 year, est. wgt > 10kg

Exclusion
T BI, cardiac arrest, hypoglycemia 

Known allergy / contraindication to drugs or 
EEG

Already recvd 2nd line agent

Already recvd other anesthetic

Already intubated

Known pregnancy

Prisoner

Opt out identification
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Enrollm e nt s ta rt
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W e b DC U V 2 
Ov e rv ie w :

Rile y  Lu c k m a n n  DC C
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W e b DC Uv 2 Ac c e s s

● KESETT is housed in WebDCUv2 - this is a  different website 
than WebDC Uv1 where a ll other previous and ongoing S IREN 
studies are housed. 

● WebDC Uv2 username and password are the same as 
WebDC Uv1. If you change one, it does not automatica lly 
change the other.

● All PIs and PS C s have been granted regulatory access in 
KES ET T  to set up your DOA, upload regulatory documents, 
and submit EFIC  forms. If additional members of your team 
will be assisting in this startup phase, email me 
(luckmann@ musc.edu) with the team member’s name, 
email, and site so that I can grant access. 

mailto:luckmann@musc.edu
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W e b DC Uv 2 Liv e  De m o

● Setting up your study team
○ Request study team member
○ DOA Submission

● Uploading Reg Docs
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Re s ou rc e s

● WebDCUv2 link
● SIREN WebDCUv2 User Manual
● Regulatory Document Approval 

Parameters
● Riley Luckmann

KESETT Data Manager 
luckmann@musc.edu

mailto:luckmann@musc.edu
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Re p orting  EFIC  
Ac tiv ity :

Erin  Be ng e lin k  C C C
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EFIC  Ac tiv itie s  
● Same

● Regulations 

● Goals and mindset remain value-added, investigator engaged

● Community Consultation

● Public Disclosure
● New

● Hybrid - Site/Centralized approach coordinated at University of Alabama (UAB)

● What to do at your site
● 2 virtual focus groups moderated by UAB

○ You will be asked to recruit about 8 stakeholders of differing perspectives for these groups. You can identify from where you
may recruit these locally.

● 2 in-person events 

○ Over the summer these may be fairs, festivals, markets, epilepsy strolls or other community events. Look at your community 
calendar and think about what you might do.

● Review and share any new local institutional processes/policy 

● If you have an local event occurring in July that you would like to attend please contact the KESETT team

● EFIC plan and CC/PD materials under IRB review and will be released as soon as they are approved
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EFIC  Ac tiv itie s  
Things you can explore
Focus groups - Identify where to potentially recruit about 8 stakeholders of differing 
perspectives for each focus group session. 

Local Community Consultation - Identify events, fairs, festivals, markets, epilepsy strolls or 
other community events. Look at your community calendar

Public Disclosure - Think about important neighbourhoods for focused disclosures

Review and share any new local institutional processes/policy 
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How  to Re p ort EFIC  
a c tiv itie s  to C C C

● Local Context Form
○ We request that your site completes this form as soon as possible 
○ Provides key information for your local community
○ Key to coordinating centralized EFIC activities (specifically zip codes from local 

catchment area)
○ One form for each site should be completed in WebDCU
○ Reach out for guidance on how to complete If collaborating other sites

● CC Form
○ Complete one form for each activity 

● PD Form
○ PD will take place centrally, however sites are welcome to do additional PD 

activities locally
○ Complete one form for each activity  

● KESETT EFIC Forms Resource Guide
○ Provides additional instruction on completing EFIC forms
○ Can be found in the KESETT database under the EFIC tab, Additional EFIC 

Resources 
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EFIC  C ore
Ov e rv ie w :

S ha nnon S te p h e n s  
UAB



Social 
Media

Websites & 
Survey

On-line 
Meetings

Advarra IRB
Approval to 

begin 
Enrollment

Interactive, Media-Based Community Consultation 
and Public Disclosure for Exception-from-

Informed-Consent



Social Media

Websites & 
Survey

On-line 
Meetings

R
E
A
C
H

ENGAGEMENT
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Information Needed



Social Media Campaign
Method: Facebook/Instagram advertisement, with linked website

Purpose: Provide information, receive comments

Geographic Specific

Target Demographic Group

Target At-Risk populations



Provide information

Receive feedback



Ad 1: Geo-Targeted Zone
Schedule: Two Months



|  Confidential – Internal Use OnlyAd 1: Geo-Targeted Zone



|  Confidential – Internal Use OnlyAd 2: Zip Codes









Surveys

Method: Qualtrics survey software (not linked to social media)

Purpose: Receive comments



Online survey using 
Qualtrics

Surveys targeted to  
individuals who reside in 

counties within the catchment 
area of each participating  

center. 



○ 7-question survey regarding respondents willingness to be 
enrolled in KESETT Trial, family members enrolled, belief about 
emergency research, and belief in this trial should be done in 
their community.

○ Additional 10 questions regarding demographic information 
about the survey respondent. (age, sex, race, health literacy, 
education level, how many people in your home, household 
income, zip code)

○ Additional comments box regarding KESETT





Focus Group Community Meetings
Method: Site to identify 2-groups of at-risk individuals 

Purpose: Provide information, receive comments

Geographic Specific

Target Demographic Group

Target At-Risk populations



Provide information 
Receive comments
Learning from the local community

Focus Group Meetings targeted 
to at-risk groups within the 

community





Social 
Media

Survey

Online 
Meetings

Reporting on the engagement

2 months to complete



Site Summary Report for 
IRB Submission

● ~ 50 pages
●Executive Summary
●Site Demographics
●SM Results
●Web page visits
●Survey results
●Focus Group summaries
●Opt out request



Social 
Media Survey

On-line 
Meetings

Initial institutional 
approval

Flyers Leading focus Group 
meetings

Local PI Responsibilities
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EFIC  Ta s k  Re s p on s ib ility

Re s p on s ib leR

Re p ort in  
W e b DC U W

In form e dI

R W

R

R

Local IRB Ceding

EFIC Community 
Events

EFIC Focus Groups

EFIC Online Public 
Disclosure

EFIC Report

CCC EFIC CoreSite Team

RI

I

R W

RI

Site CIRB 
Submissions

R WI

I

I

WebDCU Local 
Context form R WI



Steps & Timeline

1. Verify the data  in WebDC U is reasonable and complete. 
2. Pre- build the Facebook ads using Radius, ZIP C odes, and At- risk community 

groups.
3. Finalize the site- specific websites and ensure google tracking code is imbedded 

on each. 
4. C oordinate a  conference ca ll with the site to review the Facebook ads, survey, 

and webpages. 
5. Allow site to seek local IRB input if required. 
6. When site approved (if needed by local IRB) launch C C /PD campaign. 



Steps & Timeline

1. Verify the data  in WebDC U is reasonable and complete. 
2. Pre- build the Facebook ads using Radius, ZIP C odes, and At- risk community 

groups.
3. Finalize the site- specific websites and ensure google tracking code is imbedded 

on each. 
4. C oordinate a  conference ca ll with the site to review the Facebook ads, survey, 

and webpages. 
5. Allow site to seek local IRB input if required. 
6. When site approved (if needed by local IRB) launch C C /PD campaign. 



Social 
Media

Websites & 
Survey

On-line 
Meetings

Advarra IRB
Approval to 

begin 
Enrollment

Questions?
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C e rib e ll &  S tu d y  
Dru g :

Me g a n W a rd iu s  UV A
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C e rib e ll Ov e rv ie w
● Ceribell is a POC EEG system that will be used for rapid EEG.

○ EEG headband: single use available in 2 sizes
○ EEG recorder
○ Cloud portal: KESETT has a dedicated research portal

● rEEG: started as close to the start of study drug as possible and 
continue for up to 4 hours.

● Recorders & headbands will be provided by the study; there will be a 
monthly inventory process for headbands.

● Ceribell equipment should be stored close to/in the enrollment area 
and accessible to clinical & research staff.

● No patient identifiers should be entered into the EEG recorder - the 
study drug ID will connect the EEG to the participant.
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C e rib e ll c ont.
● Ceribell site start up activities: 

○ Refer to Ceribell Implementation Guide (Found under Workbench)
○ Local IT approval process
○ Connect to Wifi network
○ On-site training with Ceribell representative
○ Sites do not need a direct agreement with Ceribell; terms are 

included in trial agreements.

● Sites that use rapid EEG in their ED routinely for clinical purposes will 
have different workflow. Reach out to Vince if this applies to your 
site to discuss.
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S tu d y  Dru g  Ov e rv ie w
● KESETT study drugs are formulated by the UC Davis GMP facility.

○ 3rd party testing for sterility, concentration, stability, & more is 
done by ARL BioPharma.

● All 3 formulations are identical in appearance and packaging.
● 2 vial fill volumes in same size bottle:

○ 35mL: For participants <30kg. Purple label
○ 90mL: For participants ≥30kg. White label

● Via ls are provided to sites in a  cardboard box to protect from light. 

● S tudy drug dose is based on weight -based dosing.
○ Dose administration chart is included in the box &  on protocol 

reminder cards.
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S tu d y  Dru g  c ont.
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S tu d y  Dru g  c ont.
● Study drug is stored at room temperature (20 -25*C ± 2*C).
● Study drug should be stored in a secure location that is easily 

accessible from the enrollment area for both clinical & study teams.
○ Expect this to be drug dispensing system for most sites.

● A single vial for each weight strata will be stored in the ED to be used 
for the next enrollment.
○ Enrollment CRF in WebDCU triggers drug resupply to the site 

with treatment allocation.
○ Backup vials will be provided to be stored in the site’s 

Investigational Pharmacy.
○ After enrollment, backup vial is placed in the ED in case another 

enrollment occurs before next assigned vial arrives. Once the 
new vial has arrived, this should replace the back up vial.
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An y  
q u e s tion s ?  
As k  a w a y !
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