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Subject Identification 

Protocol Title: PRIME-AIR STUDY- An Anesthesia-Centered Bundle to Reduce 
Postoperative Pulmonary Complications 

Principal Investigator: Dr. Oluwaseun Johnson-Akeju, MD, MMSc 

Site Principal Investigator: Brigham and Women's Hospital (BWH)- George Frendl 

Description of Subject Population: Adult patients planning to undergo open abdominal 
surgery 

About this consent form 

Please read this form carefully. It tells you important information about a research study. A 
member of our research team will also talk to you about taking part in this research study. 
People who agree to take part in research studies are called "subjects". This term will be used 
throughout this consent form. 

Partners HealthCare System is made up of Partners hospitals, health care providers, and 
researchers. In the rest of this consent form, we refer to the Partners system simply as 
"Partners". 

If you decide to take part in this research study, you must sign this form to show that you want to 
take part. We will give you a signed copy of this form to keep. 

Key Information 
Taking part in this research study is up to you. You can decide not to take part. If you decide to 
take part now, you can change your mind and drop out later. Your decision won't change the 
medical care you get at our hospitals now or in the future. 

The following key information is to help you decide whether or not to take part in this research 
study. We have included more details about the research in the Detailed Information section that 
follows the key information. 

Why is this research study being done? 
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We want to learn if different ways of doing routine anesthesia and patient care before, during and 
after their surgery can reduce breathing problems after abdominal surgery. 

How long will you take part in this research study? 

The total time of the study is 3 months. A member of the study team will visit you daily while 
you are in the hospital up to 7 days after your surgery. After you leave the hospital, study staff 
will make 3 short follow up phone calls to you. 

What will happen if you take part in this research study? 

If you decide to join this study, your abdominal surgery will not change in any way. The 
anesthesia medications and techniques that you will receive in this study are generally used in 
clinical care. However, as part of the study, they will be in a study specific regimen. Your 
doctors will have the final say in deciding what they believe is best for you during your surgery. 

We will assign you by chance (like a coin toss) to one of two groups: the Usual Care group or the 
Intervention group. Both groups will receive anesthesia care according to current clinical 
standards. If  you are assigned to the Usual Care group, you will be cared for as usual by the team 
assigned to your surgery and anesthesia. If  you are assigned to the Intervention group, during 
surgery, the medications to keep your muscles relaxed will be guided by the study protocol using 
a clinical device to check the level of your muscle relaxation. Also, the breathing assist machine 
will be adjusted using a method in which doctors try to find the pressure that makes your lungs 
expand the best during surgery. 

Both groups may receive educational materials before the surgery, which may differ depending 
on what group you are in. You will be visited and called daily by study staff after the surgery 
while in the hospital. Either group may be asked to perform specific breathing exercises and 
move out of bed while in the hospital. 

Why might you choose to take part in this study? 

You may not benefit from taking part in this research study. It is possible that your breathing 
problems are reduced if you take part in this study, but we cannot guarantee this. What we learn 
from this study may help future patients who will receive abdominal surgery and may be at risk 
of developing lung problems. 

Why might you choose NOT to take part in this study? 
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Taking part in this research study has some risks and requirements that you should consider 
carefully. 

Because you are having elective abdominal surgery, several important risks are present even if 
you do not participate in the study. These risks will be discussed with you by your doctors. Some 
of the risks of the study include the breathing problems, discomfort with blood draws, privacy 
concerns, or that you may find some of the questions in the health questionnaire sensitive or 
distressing. 

A detailed description of side effects, risks, and possible discomforts can be found later in this 
consent form in the section called "What are the risks and possible discomforts from being in this 
research study?". 

What other treatments or procedures are available for your condition? 

Use of a breathing assist machine and muscle relaxants are part of the regular care during 
abdominal surgery. As a component of your regular medical care, it will be done whether or not 
you take part in the research. Different anesthesiologists have different preferences on the 
pressure settings they use during artificial breathing and doses of muscle relaxants. To date, there 
is no established guideline for the ranges of pressures that are used. Breathing exercises and 
encouraging you to get out of bed and walk after surgery are used for clinical care during 
recovery from surgery. 

If you have questions or concerns about this research study, whom can 
you call? 
You can call us with your questions or concerns. Our telephone numbers are listed below. Ask 
questions as often as you want. 

Dr. Oluwaseun Johnson-Akeju is the person in charge of this research study and at the MGH site. 
You can call him at 617-726-3030 Monday-Friday from 9 am to 5 pm. You can also contact Dr. 
Alexander Nagrebetsky at 617-724-6845 Monday- Friday 9 am to 5 pm with questions about this 
research study or about the scheduling of study visits or calls at the MGH site. 

For the BWH, Dr. George Frendl is the person in charge. You can call him at 617-732-5910 
Monday-Friday from 9am to 5pm. You can also page him through the hospital page system at 
617-732-5500 on the off time or on the weekends with questions about this research study. You
can also call Shruti Vaidyanathan at the BWH at 617-525-8831 Monday-Friday from 7am-3pm
with questions about this research study or about the scheduling of study visits or calls.
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If you want to speak with someone not directly involved in this research study, please contact 
the Partners Human Research Committee office. You can call them at 857-282-1900. 

You can talk to them about: 
■ Your rights as a research subject
■ Your concerns about the research
■ A complaint about the research
■ Any pressure to take part in, or to continue in the research study
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