Video Scripts

Video Scripts
The NETT-CCC has developed video materials to introduce the topics of emergency research and exception from informed consent.  There are two videos:  

Introduction to Emergency Research
Emergency Research Questions and Answers
Our intent is for these to be building blocks that can be combined in different ways for different purposes.  The content can be provided on CD's where each paragraph of the introductions and each question of the Q/A's can be toggled on or off, or cut and dropped into a slide presentation.  This will allow users to string together snippets of various lengths and output them as a video stream.  This is one of the reasons that there is a lot of repetition of the key concepts.  An investigator may string together a longer piece of the introductions (perhaps 15 minutes worth) to use during an hour long community consultation, or a shorter piece at meetings where they are given less time.  In community consultations, this is intended to serve only as background material to be followed by extensive interactive discussions between investigators and the community.  The full versions of the introductions will also be viewable on the public study web site, and/or could be used as extended PSA's on public access cable TV or in-hospital closed circuit TV channels.  The full Q/A is probably mostly useful by random access viewing on the web.  

To preview the video scripts see next page, To preview actual videos you can go to the following web site: ESETT.org
Emergency research 

(Optional local introduction) 

Hello.  My name is Art Panciolli and I’m a physician and researcher and I’m the principal investigator of the Greater Cincinnati Northern Kentucky Hub of the Neurological Emergencies Treatment Trials Network.

The Network, which we call the NETT, is an organization funded by the National Institutes of Health and involves over 100 emergency departments and EMS agencies in 17 major metropolitan areas. 

We’re fortunate to be part of the NETT Network and will be doing research on important diseases and injuries of the central nervous system.  

Some of this research will have to be done on patients who are severely injured or severely affected and can’t make decisions for themselves or make their decisions known.  This important type of research will involve exception from informed consent and we appreciate the opportunity to present this process to you in our area.  

Thank you.

-----

Current list of Hubs with a video introduction recorded include: 

	Medical College of Wisconsin

	Henry Ford Health System

	Temple University

	University of California, San Francisco

	Emory University

	University of Kentucky

	Oregon Health & Science University

	Virginia Commonwealth University

	University of Cincinnati

	University of Louisville (spoke)

	Stanford University

	University of Maryland

	Wayne State University


Emergency research introduction video

Each paragraph is a video segment that can be selectively included or omitted.

Anybody can have an emergency at any time.  Car accidents, strokes, cardiac arrest, seizures, and other conditions cause tremendous suffering.  They are also some of the most common causes of sudden and unexpected death.  

Every 28 seconds, someone in the US has a neurological emergency such as a stroke, traumatic brain injury, seizure that won’t stop spinal cord injury, or bacterial meningitis.  Every 2 minutes, a patient in the US dies from one of these conditions. 

Saving the lives of more people with emergency conditions in the future depends on making progress in emergency medical research.  

Patients with emergency conditions need emergency research.  

-----
Often, the first few minutes or hours of an emergency can be the most important.  New treatments started early, in the ambulance or in the Emergency Department hold tremendous promise.  Clinical research is how new and existing treatments are tested to find out if they work and if they are safe.  But research in the emergency setting is challenging.  The environment can be chaotic and patients are often unconscious and unable to say whether or not they want to participate in research.

The National Institutes of Health recognizes the profound impact of emergencies on their victims, and how challenging research in the emergency setting can be.  To address this need for better treatments, the National Institutes of Health and other agencies have recently created new clinical trial networks to focus on emergency research.  The NIH is involving hospitals across the country, and organizing them to tackle these difficult problems that affect millions of Americans.  

-----
In emergency medical care, when patients arrive in the ER unconscious, we presume they want us to do our best to try to save their lives.  We treat them even though they cannot give permission for us to do so.  But sometimes we don’t know for sure what is best.  Some commonly used treatments have never been fully tested to make sure they really work and do not cause unexpected harm.  Some new treatments get used just because they might be good.  

Doctors always try to do whatever is thought to be best for patients, but we need research to know what that is.  When asked, most people support emergency research to get these answers, even if the research involves unconscious patients unable to give permission to participate.  To protect patients involved in emergency research where they cannot say what they want, the Federal government has created some special regulations that researchers must follow.

-----
Patients are always asked whether or not they want to participate in research if it is possible to do so.  But there are rare times when research is allowed even if patients cannot give their consent. The Federal Government’s rules that allow what is called “exception from informed consent for emergency research” are quite restrictive.  This kind of research can only be done in emergencies that are life-threatening, where we don’t know if existing therapies work at all, or when we know they don’t work well enough.  Research studies can only be done using exception when there is possible benefit to the patient from participating.  Also, patients (or the families of the patients) who are enrolled in the trial and treated while unconscious, must be told about their enrollment in the study as early as possible; and they only continue in the study if they choose to do so.

-----
Respect for patients is built upon these studies being open and transparent to the community through public notification and community consultation.  These studies are announced publicly before the research study ever begins.  Doctors involved in the study demonstrate respect for the patients that will be treated in the study by meeting with community groups.  In these meetings, doctors learn about public attitudes and values, and have a chance to explain the study.  The study is also presented to the public through the local news media as press releases and in interviews.  Researchers also consult with survivors of the health condition they are studying and patient groups at an increased risk for the condition being studied.  After the study is over, the researchers bring the results back to the community to tell them what they have found.

-----
The researchers who perform research in emergency settings are carefully monitored locally by Institutional Review Boards, also called IRBs.  IRBs are committees of doctors, researchers, ethicists, lawyers, and members of the general public that work to protect the safety of patients participating in research.  On the Federal level there is also oversight by the National Institutes of Health, the Food and Drug Administration, and the Office of Human Research Protections.

Q&A about Emergency Medicine Research
Each question and answer is a video clip that can be selectively included or omitted.

Q.1 Why are you here talking to us?

A.1 The short answer is that the regulations that govern this research require that we come here and talk to you.  This is “community consultation”.  It is required because patients enrolled in this research are unconscious and cannot say whether or not they wish to participate.  The longer answer is that we think that it is important to go out and talk to people in the community before doing this kind of research.  We want to tell you about what we are planning and hear what you have to say.  We want help improving our study.  We want to answer your questions.  We also want to ask you questions that help us better understand you and the community in which we live and work.  Ultimately, this community consultation process is about respect for the people that we treat in our studies, in our ambulances, and in our ER.  

Q.2 What do you expect to accomplish or learn from talking to community groups? 
Q.2.2 Why do you have to talk to community groups about this research?

A.2 We are here to explain what we are planning and answer your questions.  Even more important, we are here to listen to and consider your thoughts and concerns.  How does all this make you feel?  Do you understand it?  Is there is anything about it that makes you afraid or angry? Is there anything about this that makes you hopeful, proud and excited?  Does it remind you about someone you know, or an experience you’ve had?  Is there anything we can be more clear about?  So we are here to understand the values and concerns of the community.  We are here to be respectful.  And we are here to be honest and open about the work we are doing.

Q.3 What is clinical research?

A.3 Clinical research is how doctors find out how to treat patients to make them better.  Often two treatments are available, but it is not known which works best.  To find out, some patients are treated one way, and other patients another way.  Patients are then evaluated to see if one treatment helped more than the other.  In most research studies, which patient gets which treatment is chosen randomly, like flipping a coin.  In emergency research, treatments known to be more effective are never withheld from either treatment group.  We only test treatments when it is not clear which treatment works best.  To do research, doctors collect information about patients, their medical emergency, how they are treated, and how well they recover.  That information is kept confidential.

Q.4 Why not give everybody the newest treatment?

A.4 The latest and greatest new treatments are often not yet proven to work.  New treatments can actually be better, worse, or the same as other common treatments.  Nobody knows for sure what works best until the research is done.  In fact, that is the whole reason to do the research.

Q.5  Is information collected during research kept confidential?

A.5 Yes, information collected about individual patients is always confidential.  During a study, a patient’s medical record is available to those caring for the patient and the research team.  Also, to ensure safety and make sure research is done correctly, confidential information may be looked at by the hospital’s Institutional Review Board, the National Institutes of Health, and the Food and Drug Administration or other regulators.  Everyone who can look at patient information is required to keep it confidential, secure and protected. 

Q.6 How is emergency research different from other medical research?

Q.6.2 How is being a research subject different from being a patient in an emergency? 

Q.6.3 How is participating in research different in an emergency?

A.6 Emergencies are special.  In an emergency, paramedics and doctors must quickly evaluate and treat patients.  Many treatments must be given in the first few minutes or hours if they are going to help, especially for problems affecting the brain.  Also in emergencies, patients are often unconscious or otherwise unable to talk or hear.  

In emergency situations like this, in which treatments have to be given quickly and patients are unconscious, research to test which treatments work best has to be done differently than research conducted in a doctor’s office or clinic.  In the clinic, an important way to protect patients is to involve them in making decisions and only those who choose to participate in research do so.  In emergencies patients often cannot tell us what they want, so what do we do?  Under a special set of research rules, emergency patients can sometimes be included in research right away and then told about it afterwards, as soon as it becomes possible.  

Q.7 Why do emergency patients need emergency research?

A.7 Research is needed in order to do what is best for emergency patients.  Often, we don’t know for certain what treatment is most likely to save a patient’s life.  Many commonly used treatments have never been fully tested or compared to other commonly used treatments.  Some new treatments get used just because they sound promising even though they have not been tested, and other promising ideas never get used because they never get tested and proven to work.  Testing what works, what is safe, and what is not is hard to do in an emergency, but it is desperately needed by those with these conditions.  Emergency research lets doctors learn the best way to save lives.  If it didn’t, we wouldn’t do it.

Q.8 Is it possible for emergency patients to be part of a study when they can’t give permission?

A.8 Yes, but we need to explain why. Because unconscious emergency patients can’t tell us whether they do or do not want to participate in a research study, they can’t provide or withhold informed consent.  Ethics standards and federal regulations allow patients to be treated as part of research studies using an “exception from informed consent for emergency research”.  

These studies are special and rare.  Exception from informed consent can only be used in emergencies that are life-threatening, when there is a prospect for direct benefit to participants, and when consent is not possible.  It can only be done when we don’t know if existing treatments work at all, or when we know they don’t work well enough.  

There are special rules for these studies.  These studies are very public and transparent.  The research is discussed in the community and is advertised.  Patients enrolled in these studies are always told about their participation as soon as possible and are asked if they want to continue participating in the study.  

Q.9 Why is research in an emergency situation necessary?

A.9 Neurological emergencies like strokes, traumatic brain injuries, seizures that won’t stop, and similar problems afflict hundreds of patients in the US every day.  Research is needed to learn which treatments work best to treat emergency conditions.  Research in an ambulance or in the ER is hard to do.  As a result we often don’t know the best way to treat patients during the critical first few minutes and hours of an emergency.  With the support of the National Institutes of Health, we are working to do more research studies on emergency treatments.  Research that will allow us to treat patients in new and better ways.  

Q.10 Who makes sure that what you are doing is ok?

Q.10.2 Who makes sure things don’t go wrong?

A.10 There are lots of protections and regulations to make sure that research studies are conducted in a proper and safe manner.  Locally Institutional Review Boards, called IRBs.  IRBs are committees of doctors, researchers, ethicists, lawyers, and members of the general public that work to protect the safety of patients participating in research.  IRB’s work to make sure that studies are appropriate and comply with research regulations before they can start.  IRB’s also monitor research studies while patients are being treated.  They watch for unexpected side effects, and make sure patients are being treated correctly and safely.  The IRB reviews every study every year to make sure it can continue.  IRB’s are run by professionals committed to protecting patients in research studies.  At the Federal level, oversight of large research studies may involve several agencies including the National Institutes of Health, the Food and Drug Administration, and the Office of Human Research Protections.

Large studies also have another independent group of researchers and doctors that meet regularly and look at information about every patient in the study, the treatment they received, and how they did, so that the study can be stopped early if patients getting one treatment are doing better than those getting the other or if there are unexpected bad side effects.  These groups are called Data Safety and Monitoring Boards or Data Monitoring Committees.

Q.11 How can communities trust medical researchers given past abuses?  

A.11 African Americans and people from other racial and ethnic groups have been the victims of some terrible abuses in the name of medical research in the past.  In America, the Tuskegee Syphilis Study is a well known example of mistreatment of black patients.  I’m Jewish and most of my family was killed during the holocaust.  I am particularly sensitive to the research abuses of minorities because of the horrible experiments that Nazi’s conducted on their victims.  

Unlike the past, today there is zero tolerance for discrimination or mistreatment of patients of any race or ethnicity.  Protections and sensitivity have become part of our research culture, our fundamental rules, and the regulatory oversight of research. 

By guarding against it, we ensure that the abuses of the past never happen again.  But we also guard against different, more subtle, kinds of discrimination as we move forward.  It is important that people of all races and ethnicity participate in research, so that we can make sure that new treatments are safe and effective for everyone.  Discrimination should not be used to either include or exclude people from participation in research.

Q.12 I’m afraid of being treated like a guinea pig.

Q.12.2 Will I stop being treated like a patient, and be treated as “research” instead if I am enrolled in an emergency research study?  

A.12 Patients enrolled in research studies are never guinea pigs, they are patients.  Research is different from regular medical care, but protecting and caring for patients is always our top priority in both routine care and in research studies.  All patients in our research studies get treated for their emergency.  We only do research when we don’t know the best treatment and when there is the potential for patients to benefit from participating in the study.  Having an emergency is a scary thought, but participating in research need not be scary.

Q.13 Is not getting consent before treatment a way to do research in secret?

A.13 No.  Emergency research with exception from consent is not done in secret.  Respect for patients is built upon these studies being open and transparent to the community and those affected through public notification and community consultation, and other efforts.  These studies are announced publicly before they ever start.  Doctors involved in the research study meet with communities and explain the study to local news media.  Furthermore, the patients (or the families of the patients) who are enrolled in the trial and treated while unconscious at the scene of an emergency or in the ER, are notified as early as possible after regaining consciousness about the research and they only stay in the study if they choose to.  When the study is done, the results are also presented to the public.

Q.14 Do you tell patients if their treatment was part of a research study when they wake up?

A.14 Yes.  Patients whose emergency treatments were part of a research study are told about the study as soon as possible.  At that time patients will be asked whether they wish to continue in the study.  If adult patients are unconscious or are too injured to make this choice for themselves then the legal next-of-kin would be notified about the research and asked whether the patient would choose to continue in the study.  If the patient is a child, then the parent or guardian would be notified about the research and asked permission to continue.  If patients or families do not consent to continue, no further interventions will be performed.  Certain information collected up until then and information needed to determine the safety and effects of the treatment already given will be used as required by Federal regulations. 
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