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Information about Sudden 

Cardiac Arrest and the 

EROCA Study that may affect 

you or someone you know. 

 

The research study has been reviewed and 

approved by University of Michigan Medical 

School Institutional Review Board (IRBMED) 

 

IRB approval number: HUM000117553 

 

IRBMED 

2800 Plymouth Road 

Building 520, Room 3214 

Ann Arbor, MI  48109-2800 

Telephone: 734-763-4768 

e-mail: irbmed@umich.edu 

 
This study is sponsored by National Heart, Lung, and 

Blood Institute (NHLBI) of the National Institutes of 

Health (NIH) under Award Number 1R34HL130738 

WHAT IS EFIC? 
The U.S. Food and Drug Administration (FDA) is 

an agency of the federal government that oversees 

human research protection. The FDA has created a 

set of special rules, called “Exception from 

Informed Consent” (EFIC).  These special rules 

allow research studies in certain emergency 

situations to be conducted without consent.  

EFIC can only be used when:  

 The person’s life is at risk, AND, 

 The best treatment is not known, AND 

 The study might help the person, AND 

 It is not possible to get permission: 

o from the person because of his or her medical 

condition nor 

o from the person’s guardian because there is a 

very short amount of time required to treat the 

medical problem 

 

Before researchers may do a study using EFIC, 

they must provide information about the study to 

the community and get their feedback. 

WHAT IF I DON’T WANT TO BE 

INCLUDED IN THE STUDY? 
There are a couple ways of opting out of the study 

ahead of time, should you suffer a cardiac arrest.  

1. Opt-out of study bracelet can be requested 

by contacting the study project manager at 

the “Contact Us” section on this pamphlet.   

2. If you already have a File of Life card, you 

can add “EROCA Study declined” to it.  

3. Contact us to obtain a File of Life card and 

we will send one to you.  

 

  These cards must be displayed in a prominent place 

in your home (back of exterior door or magnetized 

to refrigerator). A card will also need to be kept on 

you, such as your wallet.  A File of Life card details 

your medical conditions and instructions in case of 

emergency. www.folife.org 
 

Sudden cardiac arrest is a life-threatening condition 

in which the heart suddenly stops beating and there is 

no blood flow to the body. If not reversed quickly, 

the outcome is death.    

Out-of-hospital refers to the cardiac arrest occurring 

outside of the hospital, such as in your home, place of 

worship, sports arena, or any public place.   

 

 

mailto:irbmed@umich.edu
http://www.folife.org/


WHAT IS CARDIAC ARREST? 
Cardiac arrest is when the heart suddenly stops 

beating. If untreated the outcome is death. 

 

IS CARDIAC ARREST THE SAME AS A 

HEART ATTACK? 
No.  A heart attack occurs when a blood vessel 

in the heart is blocked, and is much more 

survivable.  The heart generally does not stop 

beating.  However, cardiac arrest can occur 

due to a heart attack. 

 

IS CARDIAC ARREST COMMON? 

Sudden cardiac arrest (SCA) is a leading cause 

of death among adults over the age of 40 in 

the United States. In the U.S. alone, over 

300,000 people per year have SCA outside the 

hospital, and less the 1 out of 10 survive. 

www.sca-aware.org/about-sca 

 

WHAT’S THE IMMEDIATE 

TREATMENT FOR CARDIAC ARREST? 
Start cardiopulmonary resuscitation (CPR) and 

call 911. 

 

WHAT IS THE EROCA STUDY? 

Patients with SCA outside the hospital 

whose heart cannot be restarted after initial 

CPR and Advanced Cardiac Life Support 

(ACLS) will be randomized to one of the 

following treatment groups: 

 

Group 1 will receive CPR and ACLS at the 

scene by EMS personnel until the heart is 

restarted or resuscitation efforts are 

terminated. If the heart is restarted, they will 

be transported to University of Michigan 

Hospital for ongoing care. This is currently the 

standard practice. (control group) 

 

Group 2 will also receive CPR and ACLS at 

the scene by EMS personnel.  However, if the 

heart is not immediately restarted, patients will 

be rapidly transported to University of 

Michigan Hospital with ongoing mechanical 

CPR and ACLS to assess for advanced 

resuscitation strategies including 

extracorporeal cardiopulmonary resuscitation 

(ECPR) (investigational group). 

 

WHAT IS GROUP 1 (STANDARD 

CARE)? 

The current standard practice for treating SCA 

outside the hospital is to perform CPR and 

ACLS at the scene until either the heart is 

restarted or resuscitation efforts are considered 

hopeless and discontinued.  This practice is 

supported by the fact that all currently proven  

CPR therapies can be delivered by paramedics 

in the field.   However, promising new 

experimental strategies have emerged and are 

only feasible in the hospital. 

 

WHAT IS GROUP 2 (EXPERIMENTAL 

CARE)? 

An alternative strategy is early transport of 

patients to the emergency department with 

ongoing CPR and ACLS so that advanced 

resuscitation strategies may be performed that 

cannot be offered outside the hospital.  One 

such strategy is extracorporeal 

cardiopulmonary resuscitation (ECPR).   

 

WHAT IS ECPR? 

ECPR requires placement of catheters (tubes) 

in large blood vessels in the leg and a machine 

to take over the work of the heart and lungs 

until the heart can be restarted. ECPR is 

considered investigational by the FDA. The 

purpose of this study is to examine the 

feasibility and potential benefit of early 

transport of out-of-hospital cardiac arrest 

patients with ongoing CPR to an ECPR-

capable emergency department.  

 

WHAT ARE THE RISKS? 

The performance of any method of CPR 

involves risks.  The risk of death or brain 

damage from lack of oxygen often occurs in  

cardiac arrest and cannot be separated from 

either method used for this study.    

 

Complications from CPR include broken ribs 

and/or breast bone, vomiting, chest bruising, 

internal organ damage, and bruising of the heart 

or lung.  There is also the risk of being in a 

motor vehicle crash while being transported in 

the ambulance.  ECPR risks include major 

bleeding, injury, or a blood clot to a blood 

vessel, stroke, infections, kidney failure, and a 

loss of blood supply to your arms(s) or leg(s). 

 

WHAT ARE THE BENEFITS? 

The potential benefit of participating in the 

study is an improved chance of survival if you 

were to experience SCA.  However, we do not 

know at this time which treatment strategy 

optimizes survival. Based on what we learn 

from this study, many people who experience 

SCA in the future could benefit from better care 

and an improved chance of survival.  

 

HOW IS ENROLLMENT IN EROCA 

DIFFERENT FROM OTHER STUDIES? 
Normally, researchers would get consent from a 

patient prior to being enrolled in a study.  A 

person having a cardiac arrest is unable to give 

consent and must be treated immediately.  It is 

unreasonable to obtain consent from a patient’s 

legally authorized representative.  All patients 

will be enrolled in this study without his/her 

legal representative’s consent.  This is called  

“Exception from Informed Consent” (EFIC).   

 

Once the representative is located or the patient 

wakes up, they will be told about the study and 

asked to give their permission to continue in the 

study. 

http://www.sca-aware.org/about-sca

