
Normally, doctors get permission (consent) from a person before they can be included 

in a clinical study. However, due to their seizure condition, the patients in this study may be 

unconscious and unable to consent for themselves. Because the patient is experiencing a 

neurological emergency that requires urgent treatment to avoid possible permanent brain 

damage, death or lasting problems—there is a small window of time to give that patient the study 

medication that may potentially help them. When a potentially eligible patient arrives at the hospital, the study 

team will try to see if there is a family member or legally authorized representative (LAR) they can contact to get 

consent for the patient to receive the investigational treatment for the study. If they are unable to reach someone, 

and the patient meets the eligibility requirements for the study, they may be enrolled in the study without their legal 

representative’s or family member’s consent. 

The hope is that the hospital can reach the family or LAR within hours of enrollment, but regardless, the hospital 

will continue to try to get in touch with the patient’s family or LAR even after enrollment has begun. Once the LAR 

or family member is located, they will be told about the study and given additional information, and will then have a 

chance to give their permission for the patient to continue in the study. The LAR or family member also 

has the right to withdraw the patient from further participation at any time and for any reason. 

Regardless, if consent is obtained from the legal representative or family member, all study 

participants will be told about the study when they regain consciousness and asked to 

give their permission to continue in the study. This type of study is called Exception 

from Informed Consent (EFIC) and has been approved for emergency research. 

In 1996, the US Food and Drug Administration (FDA) issued regulations to permit a 

clinical study under the Federal Food, Drug, and Cosmetic Act for potential treatments 

or improvements for life-threatening conditions where the current treatment is unproven or 

unsatisfactory, in order to improve patient outcomes. There have been more than 40 EFIC studies 

over the past two decades with over 45,000 patients.1 Other EFIC studies have included interventions for cardiac 

arrest, hemorrhagic shock, traumatic brain injury, status epilepticus, ischemic stroke, respiratory failure and acute 

coronary syndrome.2 

The FDA also mandates that study doctors provide education for the community about the study and ask for 

feedback from the community through various methods such as surveys and participation in a focus group 

where individuals can ask any questions they may have and provide their feedback or concerns about the study 

prior to the study being approved. In an ideal situation, every community member would have the opportunity to 

About Exception from Informed Consent (EFIC)



TheRESETStudy.com

Marinus Pharmaceuticals Inc, a pharmaceutical company dedicated to the development of innovative therapeutics to treat 
seizure disorders, is sponsoring the RESET (Researching Established Status Epilepticus Treatment) study using Exception from 
Informed Consent for emergency research. The purpose of the RESET study is to determine how safe and effective ganaxolone 
(an investigational medicine) is when used in addition to the current medicines for the treatment of prolonged seizures.  

hear about and consent to potential participation in a study prior to that study starting, but by offering community 

consultation, community members have the representative autonomy to accept or reject participation. Offering 

community consultation is an opportunity for open discussion and commentary about the proposed clinical study 

before the study is approved. 

Before the study can be approved and begin enrolling patients, the hospital Institutional Review Board (IRB) must 

review the study to make sure that it is being conducted in a safe and ethical way. The main purpose of the IRB is 

to protect the rights and welfare of patients and ultimately makes the final approval based on information obtained 

from the community consultation.3 

The study doctors will receive permission from the FDA to enroll patients into this study before any potential 

participant or their LAR can give their permission or consent. To recap why this type of clinical study may be used 

in situations where a patient cannot provide their own consent to participate, there are strict criteria that a clinical 

study must meet for the participating doctors to conduct the study:  

1. The person is experiencing a life-threatening medical condition

2. The best treatment is not known, or current treatments are unsatisfactory  

3. The study might provide direct benefit to the person

4. It is not possible to get permission from the person because of their medical 

condition nor from the person’s guardian because there is a very short amount 

of time required to treat the medical problem

5. There is no way to identify who is at risk for this condition ahead of time
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