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Pitfalls Working with Clinical Studies 
Including Acute Patients. 

How to work with Studies with no 
Obvious Benefit

Anette Kristiansen

Sr. Clinical & Scientific Affairs Director

Neurescue ApS

Copenhagen 

NEURESCUE device journey (2017-2024)

• 2 CT scan studies

• 1 pilot animal study

• 1 RCT blinded animal study 

• 1 GLP compliant animal study

• 510(k) approval

• IDE approval

• Community consultation study

• 3 initiated clinical feasibility 
studies

• 2 finalized feasibility studies

• 3 publications and 2 on its way

• Initial process of a RCT 
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Agenda
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25% shockable

75% non-shockable

25% shockable 75% non-shockable
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Intended clinical performance data in a 
cardiac arrest study
• Survival
• Survival with good neurological outcome
• Length of stay 
• Cost of treatment
Or
• Feasibility of the device
• Change in pressures
• Sign of life
• Return of Spontaneous circulation
• Change in cardiac rhythm
• Bridge to treatment

How to 
investigate 
safety data in 
a cardiac 
arrest study?
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Endpoints

• Primary endpoint: Successful occlusion within 10 minutes from 
1st vessel puncture during ACLS

• Primary Safety endpoints: pseudo aneurism, blood vessel 
damage due to the device being investigated, thrombosis, lower 
extremity amputation, renal failure, paralysis

• Secondary endpoints: 
• Blood pressure 2 min post occlusion
• Signe of life
• ROSC 
• Rhythm changes

Subject 
identification

• In-hospital cardiac arrest

• Out-of-hospital cardiac arrest

• Shockable rhythm (25%)
• Non-shockable rhythm (75%)
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Survival rate

• Non-shockable rhythm 6.9% ROSC or rhythm 
change

• Non-shockable rhythm Survival to discharge 3.3%

• Shockable rhythm  survival to discharge >30%
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Patient 
recruitment 
plan

Cardiac arrest sites

• Feasibility of site(s)



26/06/2024

8

Exception from 
informed consent

Community consultation

Remember to use all your data to the marked 
approval submission

EFIC plan

Race/Ethnicity distribution. 

Population Black or 
African 
American 

American 
Indian/ 
Alaska 
Native 

Asian Native 
Hawaiian/
Pacific 
Islander 

Other 
Race 

Two+ 
races 

White 
Non-
Hispanic 

Hispanic 
or Latino 

LBMC 
Service 
area 

12% 0.8% 15,7% 0,8% 17,1% 4,7% 21,8% 47,4% 

Long Beach 13% 1,2% 13% 0,9% 13,2% 5,5% 27,7% 42,4% 

LA County 8,3% 0,6% 14,2% 0,3% 20,2% 3,9% 26,7% 48,3% 

California 5,9% 0,7% 13,9% 0,4% 13,3% 4,6% 38,4% 38,6% 

Data Sources: MemorialCare Long Beach Medical Center: Community Health Needs Assessment 
2019.  
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Translation of documents

People who have limited English-speaking ability. 
Zip Code  Limited English-speaking ability 

LBMC Service area 21.6% 

Long Beach 18,3% 

LA County 24,9% 

California 18,6% 

Data source: MemorialCare Long Beach Medical Center: Community Health Needs Assessment 2019.  

Leading causes of death by race at 
Long Beach

Leading causes of death by race at Long Beach. 
Ranking Hispanic/Latino White non-Hispanic Black/African 

American 
Asian 

1 Heart diseases  
57 per 100.000 

Heart diseases  
366 per 100.000 

Heart diseases  
232 per 100.000 

Heart diseases  
147 per 100.000 

2 Cancer  
55 per 100.000 

Cancer  
271 per 100.000 

Cancer  
169 per 100.000 

Cancer  
134 per 100.000 

3 Cerebrovascular 
diseases  
16 per 100.000 

Chronic respiratory 
disease  
94 per 100.000 

Diabetes  
42 per 100.000 

Cerebrovascular 
diseases  
46 per 100.000 

Data source: MemorialCare Long Beach Medical Center: Community Health Needs Assessment 2019 
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Required documents for the 
community outreach

Document type 

Focus Group Guide  

Individual Survey/Questionnaire  

 ARISE study LBMC Press Release  

PowerPoint ARISE study survey slides  

Public disclosure Flyer  

Letter to Community Leaders  

ARISE Study Public Disclosure Newspaper Ad  

ARISE Study Internet marketing Ads  

Community Consultation and Survey Phone Scripts  

Public disclosure poster  
 

ARISE LBpost.com ad  
 

ARISE study Press telegram  
 

 

Public disclosure

• Public Disclosure requirement of the Exception from Informed Consent (EFIC) regulations (21 CFR 50.24) for 
emergency research, states:

• 21 CFR 50.24

• (a)(7) Additional protections of the rights and welfare of subjects will be provided, including at least:

• (ii) Public disclosure to the communities in which the clinical investigation will be conducted and from 
which the subjects will be drawn, prior to initiation of the clinical investigation, of plans for the 
investigation and its risks and expected benefits;

• (iii) Public disclosure of sufficient information following completion of the clinical investigation to apprise 
the community and researchers of the study, including the demographic characteristics of the research 
population, and its results;
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Public 
disclosure 
Flyer

Focus groups 
and surveys

• 5 focus groups

• 100 survey answers

Race distribution from community outreach

Racial/Ethnicity distribution from the community consultation 
Black or 
African 
American 

American 
Indian/ 
Alaska Native 

Asian Native 
Hawaiian/Pacific 
Islander 

White Non-
Hispanic 

Hispanic or 
Latino 

Prefer not to 
say 

 
6(6.6) 

 
3(3.4) 

 
14(15.7) 

 
3(3.4) 

 
58(65.2) 

 
19(20.4) 

 
6(6.6) 
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Social education Long beach

Social education level distribution from the community consultation  
 Not 

attended 
school 

Grade 1-8 Grade 9-
11 

High School 
Degree or 
Higher (n)% 

College 1-3 
years or 
technical school 

College ≥4 
years  

Community 
Consultation 

1(1.1) 0(0) 3(3.2) 5(5.3) 36(37.2) 50(53.2) 

 

Social education level in the MemorialCare Long Beach Medical Center 
Area High School Degree or Higher Bachelor’s Degree or Higher 

LBMC service area 78.2% 26.0% 

Long Beach  79.5% 29.5% 

 

Exception from 
informed consent

• Prospective informed consent

• Notification Letter

• Informed consent for continued 
participation
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• Submission (just do it)

Thank you
Anette.Kristiansen@neurescue.com

https://www.linkedin.com/in/anette-kristiansen-7a97a34/
Questions?

mailto:Anette.Kristiansen@neurescue.com
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