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OVERVIEW 

1. Project Background and Description 

The Medical Device Innovation Consortium (MDIC) Science of Patient Input (SPI) Communication 

Working Group is seeking proposals for a contract to complete a systematic review of the literature 

regarding communicating risks and benefits of medical interventions to patients and to physicians as part 

of a project on best practices in risk-benefit communication for regulated medical devices. 

As a greater number and variety of advanced medical technologies become available, patient-centered 

care requires highly effective communication to facilitate shared decision-making between patients and 

physicians. Currently, patients and physicians may not have access to materials that present benefits, 

risks, uncertainty, and patient preferences for advanced medical technologies in a manner readily 

understandable by patients. This is particularly important because it is now possible for a medical 

technology to be approved based, in part, on patient preferences regarding benefits and risks.  Because 

in this new paradigm it is important for patients to understand the risk profile of the device as well as the 

benefits it offers, device users (patients and physicians) must have appropriate tools to facilitate effective 

communication of sometimes complex information.  

2. Project Scope 

 Overview: There has been a great deal of work in the medical, psychology, and economic 

literature regarding how to help people understand risks and benefits of medical intervention.  

The scope of this project is to review this literature which will be used to ultimately develop a 

white paper describing the challenges and best practices for communicating information 

regarding benefits, risks, and uncertainty to patients and providers.   

 What to review:  Literature review should be targeted to material that will lead to an 

understanding of the best practices regarding benefit/risk communication, particularly what has 

been shown to date in the research literature to be the most effective ways of communicating 

probabilistic information regarding benefits, risks, and uncertainty to patients and providers.  

Review should focus on research surrounding patient communication specific to medical 

intervention, particularly the use of medical devices including implants.  The review should focus 

on literature that addresses patient communication in which there is great uncertainty regarding 

potential outcomes. If there is limited literature available, a future stage of the project may 

expand beyond medical technologies.  

 How will the findings be used:  The results of the literature review will help to identify best 

methods and tools for communicating benefit/risk to patients and to providers regarding products 

that are available to treat a specific diseases/conditions. 
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3. High-Level Requirements 

 Present the literature to summarize what is known about the most effective methods for 

communicating information regarding benefits, risks, and uncertainty to patients and 

providers.  The literature review can address this work in the areas of ALL medical 

technologies, but should specifically focus on work around medical devices. 

4. Deliverables 

 The literature should include what is known about the most effective methods for communicating 

information regarding benefits, risks, and uncertainty to patients and providers.  This effort will 

include a systematic literature review to address the following specific questions: 

o What studies have been conducted regarding patients’ ability to understand uncertainty 

and interpret information about uncertainty? 

o What existing communication tools are currently available to assist in benefit/risk 

discussions with patients? 

o Are there any published best practices for helping patients understand benefit/risk in 

regards to making medical decisions? 

o What studies have been conducted to address patients’ understanding of risks and 

benefits specific to the use of medical devices, including implanted devices? 

o What are the best methods to communicate the information (patient preference 

information that informed review) so that patients can use it in their decision-making?  

5. High-Level Timeline/Schedule 

 Because of the required timeline of the best practices report, we will require completion of an 

initial draft of the literature review to be completed four months after the initiation of the project 

and completion of the final draft by seven months after project initiation.  

 Please send proposals to MDIC Science of Patient Input Program Director Stephanie 

Christopher, schristopher@mdic.org, 952-314-2730. Deadline for proposals is Monday, April 9 at 

5:00 p.m. US EST.  

 

6. What should be included in the proposal 

 A research plan for the conduct of the literature review.  

 Biosketches of key research personnel and subject matter experts. 

 A detailed cost estimate, including a breakdown of hours and associated fees. 

 Preferred methods for communication with the working group. 
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APPROVAL AND AUTHORITY TO PROCEED 

We approve the project as described above, and authorize the team to proceed. 

Name Title Date 

Heather D. Howell Chair, Science of Patient Input (SPI) 
Communications Working Group, MDIC 

March 7, 2018 

   

   

         

Approved By   Date  Approved By   Date 

 

Heather D. Howell 3-7-18


