Laryngoscope versus CMAC for Endotracheal Intubation in Patients Undergoing Emergent Airway Management
The HCMC Department of Emergency Medicine will be conducting a medical research study starting in Fall, 2011. This study is different than most other research studies because it involves a process called exception from informed consent. This is a randomized controlled trial of intubation using the C-MAC video laryngoscope versus standard laryngoscopy for inserting a breathing tube in the emergency department. The purpose of the study is to compare the C-MAC video laryngoscope to standard laryngoscopic intubation in emergent airway management.

Background

The process of inserting a breathing tube in order to breathe for a person is called endotracheal intubation. Intubation is performed on patients in the ED who are unable to adequately breathe on their own. It is done in the emergency department at HCMC about 30 times a week. In the emergency department intubation is done because something happened to the person that has made it hard to breathe, and it has to be done to keep them breathing. The process of endotracheal intubation is fast and usually only takes a few minutes.

If it is not done successfully and quickly, patients suffer serious consequences.  Luckily, adverse events are relatively rare.  There are a variety of techniques that may be used in the initial approach to intubating a patient.  Because patients who are being intubated cannot give consent for research, there is very little direct comparative information as to which intubating technique results in the fastest intubation with the least complications.  In 1999, HCMC conducted a study which compared the gum elastic bougie to standard intubation and found them to be equivocal in all patients except those who were assessed as being difficult prior to the start of the procedure. HCMC has not done any similar study since, but a number of new intubation techniques have been adopted, principally those using advanced video technology.  HCMC recently observed each of the airway techniques used in the ED and found no difference in the number of attempts, the occurrence of hypoxia, or the diagnosis of aspiration pneumonia between standard laryngoscopy and C-MAC intubation.  The time to successful intubation was shorter for patients intubated with the C-MAC.  It is likely that patients who were intubated with the CMAC were judged to be at higher risk than patients who were selected for standard laryngoscopy, obscuring procedural improvements that occurred with use of the device.

Direct laryngoscopy verseus C-MAC device
The usual approach to endotracheal intubation is to use a device called a laryngoscope that fits in the mouth and holds it open while the tube is placed in the throat between the vocal cords. Sometimes this can be difficult, and so a device called a C-MAC is used, which is a laryngoscope with a video camera on the end that makes it easier to see the vocal cords. The purpose of the study is to find out if using the C-MAC device works better than the direct laryngoscope in patients who were going to be intubated using the laryngoscope. 

Both of these devices are commonly used now, but the C-MAC is used if it appears that intubation process will be difficult.  This study will help us to understand if we should be using the C-MAC device all the time or should continue to only use it when it looks like it’s going to be difficult to perform the intubation. 
Identifying patients who are eligible for the study
When an adult who requires endotracheal intubation is brought to the emergency department, all standard medical care will be given. In addition, the emergency doctor will screen the patient to see if he or she is eligible for the research study.

Adults (18 years and older) who require endotracheal intubation are eligible for the study if their doctor is planning on intubating them with a direct laryngoscope.   

 Patients who are going to be intubated using standard laryngoscopy will be randomized to have their first intubation attempt done using either standard laryngoscopy or the C-MAC.  Subsequent attempts will be at the discretion of the treating physician.
Both standard larygoscopy and C-MAC are accepted and commonly used intubation techniques.  The risks of the study will be the same for both study groups.
Study protocol and procedures
The doctor will intubate the patient.  Half of the patients will be intubated with the direct laryngoscope and the other half will be intubated with the C-MAC. If the intubation isn’t done successfully on the first try, the physician will go back to using whatever device they feel is most appropriate to be successful. Patients are randomly assigned to receive either device, like flipping a coin.
The research team will collect information about how long it took to get the intubation completed successfully and if there were any problems. The patients chart will be checked after they leave the hospital to see how long they were in the intensive care unit (ICU) and if they had any problems with pneumonia. 
The study parameters to be measured are: time to successful intubation, number of attempts at intubation prior to success, occurrence of hypoxia, occurrence of aspiration pneumonia, ICU length of stay and hospital length of stay.
Exception from Informed Consent
Patients who are having difficulty breathing on their own are very confused and disoriented.  Because of their medical condition, they cannot make decisions about their care.  If the physician determines the patient is eligible to be in the study, then the patient will be enrolled into the study.

When the patient is medically stable, a member of the research team will speak to the patient or their family member to inform them of the research study. They will be given written information and an opportunity to ask questions. At this time, they will also be asked if they will consent to continue to participate in the study

 How this is different from other research studies
All research studies are reviewed and approved by a panel of scientists and ethicists called the Institutional Review Board (IRB) before they can be performed. 

Under normal circumstances, medical researchers are required to explain the research study and obtain consent from the patient before starting the study. However in some emergency situations, this cannot be done.

Endotracheal intubation must be performed quickly when a person can’t breathe on their own. The patient will likely be very confused and unable to consent to be in the study. There will not be enough time to talk a legal representative of the patient about the study. For this reason, a person who needs to be intubated will be enrolled in this study without obtaining written consent.  This situation is called exception from informed consent. This study meets the guidelines for exception from informed consent as outlined by the federal government and the IRB.

Additional information about exception from informed consent

The federal government has developed some guidelines that allow researchers, in very special cases, to do research without first obtaining consent from the patient. Exception from informed consent applies only if:

         the person is in a life threatening situation

         current treatments are unproven or unsatisfactory

         the study might directly benefit the person

         it is not possible to obtain consent from the patient because of the patient’ s medical condition or from the legal representative because of the limited  time available to treat the medical condition.


Two articles have been written on the subject of “Exception from Informed Consent” by Dr. Michelle Biros, one of the emergency medicine doctors at HCMC.

         Research Without Consent:  Current Status, 2003
         The Research on Community Consultation:  An Annotated Bibliography 
Opting out
If someone does not want to be enrolled in this research study if he or she should be brought into the HCMC emergency department, they must contact Dr. Miner at 612-873-3131 or send an email to: miner015@umn.edu. Information will be mailed to the requestor along with an "OPT OUT" bracelet to wear to inform Emergency Department personnel that the patient does not want to be enrolled if intubation is required. 
