Moderator Guide for a 90 minute focus group
Introduction

Moderator Introduction (10 Minutes)
· Hired to facilitate discussion on behalf of researchers at (Insert Institution Name) 

· Third Party-Unbiased

· No wrong or right answers

· Opinions valued and appreciated

· Participation

· Limited amount of time

· Audio Taping

Respondent Introduction

· Name

· Who is in your household?

· How long have you been in the area?

Explanation of group talk vs. individual exercises

· Explanation of Audience Response (AR) system

· Activate keypads

You are here today so that we can share your thoughts and opinions about a possible research study that would be conducted in an emergency setting.

EFIC Overview  (10 minutes)
Today we are going to be talking in-depth about your thoughts and opinions about a pending research study that would be conducted in an emergency setting.

The study is termed an EFIC study.  EFIC stands for Exception from Informed Consent.  Let’s talk for a minute about what this means. Right now, we are not going to discuss what your thoughts are about this concept; we are just going to make sure everyone understand what EFIC means.

· Medicine based research studies are conducted with the goal of improving treatment for people overall.

· Normally, when a research study is done the researchers talk to the possible participants about the purpose of the study, the risks and benefits, alternate treatments and then ask whether or not they want to participate.  Probe to ensure they have an accurate understanding for consent, informed consent and exception.  
· There are special cases under emergency care research in which the human subject is in a life-threatening situation and it is not feasible to obtain informed consent.

· For example, the person is facing a life-threatening situation that requires medical

intervention quickly, leaving no time for papers of consent to be signed, or time to find a family member to ask permission
Before I describe to you the specific details of the research study we are here today to discuss, I would like to tell you about a couple of EFIC studies that were previously conducted.  In one EFIC study, researchers wanted to know if having defibrillators (machine that delivers a shock to the heart) located in public places, such as malls and airports, would have a positive impact on the survival of cardiac arrest (or heart attack) patients. Public places were randomized (or chosen by a flip of a coin), meaning some
public places had defibrillators on site, and some public places did not.  People who experienced cardiac arrest at a public location were included in this study without their informed consent, again because they were not alert and there was not enough time to ask the family for permission. The study was able to provide information as to whether or not defibrillators at public places increased the survival rate of patients having cardiac arrest.
Another EFIC study was a study that included patients in an emergency setting where they had a major traumatic injury that caused massive blood loss. These patients were included in this study without their informed consent at the scene of the emergency. In the study, some patients were randomized to receive IV fluids in the ambulance, while others were randomized to receive an IV synthetic blood substitute in the ambulance. This research study provided information as to whether or not the synthetic blood substitute increased the survival rate of these patients.

Take a moment to put yourself in an emergency situation; to think about how you would feel in a situation that did not allow time for permission to be asked, or consent to be given before being included in a research study that offers a treatment that could possibly help you.
When you’re ready, pick up your keypad (or worksheet) to answer a few questions independently.

Use audience response system or a worksheet.
QUESTION 

1. You are having a seizure that will not stop when you arrive at the emergency room. You meet the qualifications to participate in a research study that is testing medicines already used to treat your condition. Would you agree to being included in the research study without your permission or your family’s permission ahead of time?

A. I would agree
B. I would disagree
QUESTION 
2. An adult family member is having a seizure that will not stop when they arrive at the emergency room.  He/she meets the qualifications to participate in a research study that is testing medicines already used to treat their condition. Would you agree to him/her being included in the research study without your permission or your family’s permission ahead of time?

A. I would agree
B. I would disagree
QUESTION 
3. A minor (child) family member is critically ill or severely injured when they arrive at the emergency room.  He/she meets the qualifications to participate in a research study that is testing medicines already used to treat their condition. Would you agree to him/her being included in the research study without your permission or your family’s permission ahead of time?
A. I would agree
B. I would disagree
We will come back and have a group discussion regarding your initial feelings about being included in a research study without consent, but first I would like to tell you about the specifics about the study we are here today to discuss.

ESETT OVERVIEW (15 minutes)
Facts 
Status Epilepticus (SE) is a life-threatening condition in which the brain is in a state of persistent seizure.  During a seizure the patient is unconscious and may be shaking uncontrollably.  SE is a seizure or series of seizures lasting longer than five minutes without stopping on its own or regaining consciousness (waking up).  A person whose seizure does not stop despite receiving adequate doses of medicine (benzodiazepines) to make it stop is considered to have Established Status Epilepticus (ESE).  An estimated 120,000 to 180,000 episodes of SE occur each year in the US.  And 1/3 of those episodes result in a seizure that would not stop on its own.  A prolonged seizure can: 
· Happen to someone of any age, from the very young to the elderly

· Affect one’s ability to think and remember things

· Prevent a person from being able to return to work, function normally or independently

· Limit awareness and cause coma

· Cause permanent brain damage

· Cause death
The current treatment for a seizure that will not stop on its own and does not respond to a drug like valium (which is a benzodiazepine) is to give one of the medications being studied in ESETT, the study we are going to talk about next.  These drugs includes:  fosphenytoin (fPHT), valproic acid (VPA), and levetiracetam (LVT)
Doctors may also completely sedate a patient with drugs like propofol or phenobarbitol to stop their seizure.  This sedation may cause the patient to stop breathing and a breathing tube could be placed in the patient’s throat and a machine could be used to breathe for the patient.  In some cases, the doctor may have to use two or more different drugs to stop the seizures.
I have been given the details of a research study called ESETT to share with you today. I would like to read to you everything I was given before we talk about our opinions of this study. I am just going to focus on the “need to knows” so that you have enough information to form your opinions. 

ESETT is an emergency medicine study designed to try to save and improve the lives of people who experience established status epilepticus (ESE).  (Reminder: ESE  is the seizure condition that has not responded to medications to make the seizure stop and the seizure is lasting longer than 5 minutes)  Emergency department care of patients with ESE is not the same everywhere.  This study plans to look at three commonly used medicines given in the emergency departments to treat these prolonged seizures that have not responded to a benzodiazepine like valium.  

These drugs are: fosphenytoin (fPHT), valproic acid (VPA), and levetiracetam (LVT) to learn which treatment is most effective at stopping a seizure quickly.
So here is how the study would work:
· A patient 2 years of age or older, who arrives at a participating hospital with an 

· active recurrent or ongoing seizure lasting longer than five minutes, AND
· has already received a full dose of a benzodiazepine (like valium) in the past 5-30 minutes will be considered for enrollment into this study. 

People wearing an “ESETT declined” bracelet,  or who has a medic alert system that says ESETT declined, or are less than 2 years old, or known to be pregnant, or if they are a prisoner or in police custody will not be enrolled in this study.   
A person having a seizure will not be able to give consent.  Since a seizure that will not stop on its own must be treated quickly, there will not be enough time to locate and talk to the person’s legal representative about the study, so the person will be enrolled in the study without his/her legal representative’s consent.  Once the representative is located or the patient wakes up, they or their representative will be asked to give their permission for the patient to continue in the study.  
Study participants who choose to continue in ESETT will not receive any more study medication than what they have already been given.  Continuing in the study also does not involve any more tests or procedures related to the study.  

For participants who decide to continue in the study, researchers will record medical information about them until they are discharged from the hospital.  The information that they have or will collect includes age, gender, ethnicity, heart rate, blood pressure, temperature, medical history, seizure recurrence, ED treatment, adverse events, and the dates of hospital admission and discharge.

Participants can refuse to continue or can continue but stop taking part in this study at any time.  If a participant decides to stop taking part in the study, any information that has already been collected about them while they were in the study will continue to be used as part of the study results.  In addition, any information that is required by the FDA to monitor the safety of the study drug will continue to be collected.

To start 1/3 of all study participants will randomly receive fPHT, VPA or LVT.  As the study goes on, a higher proportion of patients will be randomized to the drug or drugs which seem to better treat the seizures.   After the study medicine is given, blood samples may be taken to measure the amount of study drug in the blood. 

After 20 minutes, if the seizure does not stop doctors will follow their normal procedure and give more medication to make it stop. 

The extra medicine could be one of the three medicines being studied or a different medicine.

The doctor will not know which study medicine the patient has been given until the study is over. However, in an emergency, when it is necessary, the doctor can be shown what the patient received.
All people entered into the study will be monitored closely during the hospitalization.  The patient will participate in the study until hospital discharge or 30 days, whichever is shorter. 
 Further explanation if needed:
The trial will learn about these drugs as it goes along.  If one drug appears to be more or less effective this will change the chances that new patients will get one study treatment drug versus the other. The investigators won’t know about these changes as the trial goes on (as it could bias them).
Before this study is approved, it will be publicized to the community. <<Participating Hospital name here>> will inform as many people about this study as possible, so if a person does not want to participate in this study, he/she can decide ahead of time to opt out of the study. 
(Further explanation if needed regarding opting out) 
There are two methods for opting out.

1. Through a Medic Alert™ membership. If you have an existing medic alert tag or bracelet you can add “ESETT Declined” to it or on your Emergency Medical Information Record (EMIR) available through your medic alert membership.  If you would like to find out more information about your existing medic alert services or for a new membership visit: www.medicalert.org

2. Call us to request an Opt Out bracelet be sent to you to wear with the words “ESETT declined”.  You will need to wear this bracelet at all times during the study period (approx.5 years), or else you could be enrolled. 
If you do not participate in the study, you will receive the standard medical treatment provided for established status epilepticus at the hospital in your community.
RECAP: (15 minutes)

 Go through slideshow. Open floor to study specific questions, but ask that they not offer their opinions at this point regarding the study.
In- Depth Group Discussion: ESETT (15 minutes)
4. QUESTION 

You are having a seizure that will not stop when you arrive at the emergency room. You meet the qualifications to participate in the ESETT.  Would you agree to being included in the research study without your permission or your family’s permission ahead of time?
1. I would agree
2. I would not agree
5. QUESTION 
An adult family member is having a seizure when they arrive to the emergency room.  He/she meets the qualifications to participate in the ESETT.  Would you agree to him/her being included in the research study without your permission or your family’s permission ahead of time?
A. I would agree
B. I would disagree
6. QUESTION

A minor/child family member is having a seizure when they arrive to the emergency room.  He/she meets the qualifications to participate in the ESETT. Would you agree to him/her being included in the research study without your permission or your family’s permission ahead of time?
A. I would agree
B. I would disagree

<<Participating hospital name here>> researchers want to know from you how you would feel about being enrolled in this ESETT study. .  We are particularly interested in how you feel about the possibility of being enrolled in the study without your permission.  As we open this up for group discussion, please be mindful of what I mentioned at the beginning of this session. There are no wrong or right answers here, your opinions are valued and <<participating hospital>> wants to hear from you, whether you feel the same or different from the person sitting next to you or across from you, Researchers want to know how each of you feels individually, as well as a group. 
Reveal AR Results and begin group discussion.

Probe to reveal the following when appropriate:

· Confirm understanding that this study’s purpose it to find out which out of three commonly used medications to stop a seizure that will not stop on its own is safest and works the quickest to stop seizures.  
· Confirm understanding of randomization. Explain that this creates a more structured environment, allowing the data to be compared in a more standardized fashion. In order to research the most effective treatment the fastest.
· Concerns about randomization?

· Level of fear/worry regarding the study? 
· Level of strong acceptance or refusal?

· Uncover drivers that led to refusal?

· Probe to reveal if these drivers that led to refusal are experience related

· What, if anything, is there that could change regarding the details of this study to make you feel

 
comfortable with being enrolled without your permission?

· Gauge understanding of importance of this study in furthering medicine and research? Do they understand it is not only for their possible benefit but for the possible benefit of future seizure patients?

· Is there any reason, other than the qualifying criteria we have gone over, that you think someone should not be able to be enrolled without their permission?

ESETT Community Consultation (10 minutes)
You all are participating in this discussion today as part of the “Community Consultation” process that occurs before the study is presented to the board that can approve the study for implementation. So researchers want to hear from you to learn about your opinions and reactions to the study before presenting the study to the board that has the authority to approve it. If the study is approved, there is another board (DSMB, Data Safety Monitoring Board) that will monitor the study closely to ensure that things are going well.

· Who do you think should be included in this community consultation process?

· Who should researchers need to hear from before presenting this study to the board?

· (For seizure patients and caregivers) If you had a seizure that would not stop and were included in this study, who would you have wanted researchers to talk to before this study was approved by the board?
· (for parents or minors) If you or your child had a seizure that would not stop and were included in this study, who would you have wanted researchers to talk to before this study was approved by the board?
· What media or methods should be used to inform the community about the ESETT study? (newspapers, radio stations, community organizations, direct mailers, newsletters from hospitals, etc.)
EFIC Reaction In-Depth  (10 minutes)
Let’s go back now to the topic of enrollment without consent.
Reveal AR results

Probe the reveal the following when appropriate:

· Is your opinion about being enrolled without consent the same or different from when we were speaking about enrollment without consent in general versus in the context of a seizure?

· For what reason is your opinion different/same with your feelings towards EFIC.  
· Understand if reaction is same or different when the treatment is a direct benefit or indirect benefit?

· Would you want to be enrolled if the medication given to you as part of a research study was to benefit research and future patients having a similar emergency experience?

· Would you want an adult family member to be enrolled if the medication given to him/her as part of a research study was to benefit research and future patients having a similar emergency experience?

Closing (5 minutes)
Before we end this session today, <<participating hospital name>> has asked that you complete a brief survey about what we discussed today. Additionally, there are brochures with contact information should you want to opt out of participating in this study if it does get approved by <<hospital name>> Institutional Review Board (ethics committee).

Thank you so much for sharing your opinions with me and with the group.  Please leave your completed surveys face down in a pile in the center of the table. 
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