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Patient Information Sheet
PROBESE

Protective Ventilation with Higher versus Lower PEEP during General Anesthesia for Surgery in Obese Patients
A randomized controlled trial.
Dear Sir or Madam,

you are scheduled for surgery and general anesthesia. Part of our job at the University Hospital is to conduct research in order to develop new treatments and improve healthcare. With this in mind, we would like to offer you the chance to participate in a clinical trial.
Background 
While under anesthesia, you will not be able to breath on your own. Instead, a machine will take over the work of breathing for you. This is called 'mechanical ventilation'. Pressurized air flows into your lungs, resulting in a breath. Then the pressure is reduced, allowing the lungs to exhale. Due to completely relaxed abdominal muscles (an effect of the anesthesia), the lung actually exhales more air than it would in an awake, non-anesthetized state. This causes parts of the lung to collapse, which in turn impedes normal lung function and can lead to complications. Obese patients have a very high risk for impaired lung function, not only during surgery, but especially in the period after the operation. The anesthesiologist can improve airflow to all parts of the lung by administering a constant positive pressure in both in- and exhalation. This positive pressure may not only improve lung function during general anesthesia, but also in the period after surgery, during your recovery. Mechanical ventilation with higher positive pressure may reduce the possibility of pulmonary complications such as pneumonia or low blood oxygen (called 'hypoxia'). This could improve your well-being after surgery as well as even shorten your hospital stay.
As of yet, a higher continuous positive pressure is not in routine clinical use because it is not known how high it actually needs to be to provide healthy, safe anesthesia. Current practice is to use a relatively low pressure, deliberately allowing parts of the lung to collapse and maintaining only a minimum of lung function. On the other hand, a higher pressure will improve the distribution of air in the lung, but may also cause blood pressure to drop. In some cases this requires extra medication. 
The main objective of this trial is to find out, whether a higher continuous positive pressure during mechanical ventilation can influence lung-associated complications. We have good reason to believe that a higher pressure will not only improve lung function during surgery but also prevent complications during recovery.
Trial description
First, an anesthesiologist will use special criteria to determine if you are a suitable candidate for the trial. By giving your written consent, you can enroll. Before surgery, the trial doctor will take your history and vital signs, conduct a physical examination and draw blood. After all the standard preparations have been made, general anesthesia will begin and you will receive mechanical ventilation with either a higher or lower pressure for the entire duration of the operation. You are assigned either the high or low pressure strategy by a randomizing computer algorithm - patients and doctors cannot influence this decision. Moreover - as part of the study, you will not know about the modality of ventilatory management you personally received. Directly before the end of anesthesia, the trial doctor will draw blood one more time. While you are recovering, another trial doctor will visit you every day for the first five days and on the day before your hospital discharge. The physician will also call you by telephone after at least three month after surgery. The trial has no influence on the length of your hospital stay and does not include any additional tests after you go home. 
Individual benefits, risks and burdens 
We strongly believe that mechanical ventilation with a higher continuous pressure can reduce the risk of lung-associated complications. In this respect, you will probably benefit from participation in this trial. In the event that you are randomly assigned to receive mechanical ventilation with low pressure, you will still receive the state-of-the-art care that our anesthesia teams provide on a regular basis. Regardless of the type of mechanical ventilation you receive, an added benefit of participating is the extended care and closer observation the trial provides, especially during recovery (daily visits by the trial doctor, etc.). 
Mechanical ventilation with high pressure can cause temporary drops in blood pressure. This situation is easily manageable with medication. In addition, the pressure will always be adjusted if lung function worsens or blood pressure falls significantly. The recovery visits by the trial doctor do not include any invasive or painful tests. Trial-related blood tests will be drawn with routine ones whenever possible, keeping additional venipunctures at a minimum. Blood sampling always carries a small risk of infection, bleeding or nerve injury.  
Data protection
Trial results will be recorded digitally and on paper. This requires your consent. When the trial is concluded, we will mask your identity with a number code and process the data using statistical analysis software. The code can be transferred to the appropriate authorities and the ethics committee without revealing your identity. In the event that supervising authorities request access to your data for monitoring purposes, they are bound by confidentiality. 
We plan to publish the results of this trial in one or more professional journals. Identification of individual participants will be impossible due to the anonymous nature of the data. 

You are entitled to access your data at any time during the trial. We highly recommend notifying your primary care physician about your participation in the trial but will not do this without your consent. 
Consent and withdrawal 
Your participation in this trial is entirely voluntary. Refusal to participate will in no way influence your further care at our institution. You may withdraw your consent and end your participation at any time before or during the trial without stating reasons. 
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