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INFORMATION FOR PARTICIPATION IN A RESEARCH STUDY 

 
Study Title: Development of a core outcome set for evaluation of tools to modify oral 
access difficulty in adults with an advanced airway 
 
Study Investigators: Dr. Craig Dale  

Associate Professor, Lawrence S. Bloomberg Faculty of 
Nursing, University of Toronto, Toronto, Canada 

 

Dr. Virginia Prendergast  

Senior Director, Advanced Practice Nursing  

Dignity Health, Barrow Neurological Institute,  

St. Joseph’s Hospital and Medical Center, Phoenix, AZ 

 
Study Sponsor:               St. Joseph’s Hospital Foundation, Phoenix, Arizona 
 

 
Study Background   
Placement of an advanced airway (i.e., breathing tube) for mechanical ventilation 
contributes to oral health changes including dry mouth, inflammation and dental 
disease. Oral health changes also contribute to the development of pneumonia. In light 
of these serious health problems, delivery of preventative oral care is very important. 
However, critically ill intensive care unit (ICU) patients with advanced airways are often 
too ill to hold open their mouth or cooperate during prescribed oral care (e.g., tooth 
brushing, moisturizing dry tissues, applying antimicrobials, and suctioning). Nurses 
report difficulty accessing the mouth to provide oral care in up to 83% of patients.  
 

Why is this Study Being Done?  
There is presently no best tool or treatment for resolving 
difficulty accessing the patient’s mouth in the ICU. We have 
recently completed a review of studies reporting on tools to 
temporarily hold open the mouth of patients with advanced 
airways. These tools are commonly called ‘bite blocks’ or 
‘props’ and are placed between the upper and lower teeth. 
However, we found few high-quality studies and little in 
common when reporting the performance of these tools. 

Study Goal 
The goal of this study is to develop international consensus on a core outcome set for 
research studies evaluating bite block/prop tools designed to modify oral access 
difficulty in adults with an advanced airway. When a set of main outcomes has been 
agreed for a health condition it is called a ‘core outcome set’.  
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What Does This Study Involve?   
This study involves four phases: 

1. Scoping review.  
2. Stakeholder interviews. 
3. Delphi questionnaire to gather opinions on what to measure. 
4. Consensus meeting to reach agreement on a core outcome set of what to 

measure and how. 
 

We have completed phases 1 and 2. You are being asked to participation in phase 3 - a 
consensus building questionnaire called a Delphi study.  
 
If you agree to participate, you will be sent a link to an online questionnaire by email and 
asked for your opinion on the importance of a list of outcomes for studies evaluating bite 
block/prop tools. You will be able to suggest additional outcomes while responding to 
the first round of the Delphi study. In the second round, we will provide you the same list 
of outcomes, your response from the previous round, and the responses of other 
participants. You will be asked to rate them again in terms of their importance to you. It 
is perfectly fine to stick with your original rating even if you rated the outcome differently 
than the rest of the group.  
 
Participants  
Eligible participants will include health professionals, researchers and patient/family 
members with experience in oral health care and/or management of patients with 
advanced airways in the ICU setting. Participants will need to understand and 
communicate in English. Up to 200 people will participate in rounds 1 and 2 of the Delphi 
study. A select group of up to 24 participants will be invited to participate in a Delphi 
consensus meeting once all of the participants have completed their questionnaires. 
 
Potential Risks and Benefits 
We expect minimal risks associated with participation in this study. The knowledge 
gained from the study may benefit people in the future receiving oral care while being 
treated with a breathing tube. 
 
Voluntary Participation 
Your participation in this study is voluntary. You can choose not to participate or you 
may withdraw without consequence. If you decide to participate, you are free to 
discontinue your participation at any time.  
 
Time/Costs 
It is anticipated that each questionnaire will require 5 minutes of your time. You will not 
incur any costs by participating in this study. You will not be paid for your participation in 
this study. 
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A summary of the study results will be available to you upon completion of the research. 
We will send this to you by e-mail, traditional mail, or another method of your choice.  
 
Privacy and Confidentiality 
Your privacy and confidentiality will be respected. No information that reveals your 
identity will be released or published without consent unless required by law. All 
significant data stored within DelphiManager is encrypted. All de-identified electronic 
and hardcopy data will be securely locked and safely stored on a secure server at the 
University of Toronto, Toronto, Canada.   
 
Study Contact / REB Contact 
You have the right to ask questions and to receive answers throughout this study. If you 
have any questions, concerns or would like to speak to the study team for any reason 
please contact Dr. Craig Dale at craig.dale@utoronto.ca or 416-946-3989. 
 
If you have any questions concerning your rights as an individual participating in 
research, you may contact the University of Toronto Office Research Ethics at 
ethics.review@utoronto.ca or 416-946-3273. Please Quote: Research Ethics Protocol: 
39941. The Research Ethics Board is a group of people who oversee the ethical 
conduct of research studies. They are not part of the study team. Everything that you 
discuss will be kept confidential.  
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