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What is patient preference information and 
why is it important?

Preferences are defined as statements of a person’s 
willingness to desire or accept different conditions. 
In other words, what is the patient’s perception and 
tolerance of benefit and risk? A benefit is the probability 
and extent of a favorable effect or a desirable outcome 
from a medical treatment. A risk is the probability or 
severity of harm of a medical treatment. Criteria that 
a patient will consider regarding benefits and risks 
are things such as: effectiveness, safety, means of 
implantation or use, duration of the effect, and other 
characteristics that may impact what type of benefit-risk 
that a person is willing to take on. 

Being able to collect patient preference information is 
important in order to understand the variety of patient 
preferences which can range from high risk tolerance for 
improbable modest benefits to very low risk tolerance for 
probable significant benefits. 

Why did we develop the Framework? 

In 2012, The Centers for Devices and Radiological Health 
(CDRH), part of the Food and Drug Administration (FDA), 
issued a guidance that describes how FDA may review 
benefits and risks for a device and suggests that patient 
preference information may be helpful in determining 
the benefit-risk assessment used in the approval of new 
medical devices. However, the guidance does not provide 
much detail on when or how to collect that information. 
The PCBR Framework is a result of trying to develop 
ways to determine when and how to collect the patient 
preference information.

MDIC collaborated to create a Framework report to be used 
to integrate patient perspectives in the development, pre-
market approval and the post-market evaluation of medical 
devices. In addition to the Framework for incorporating 
that information into device development and benefit-
risk assessments, we have also developed a catalog of 
methods to reliably assess patient views on the potential 
risks and benefits of medical devices and an analysis of 
outstanding questions in current methods for assessing 
patient preferences and an agenda for future research. 
We will share our findings with the FDA, which could then 
choose to use them in future guidance documents and 
regulatory decisions.

The Framework is intended to improve the understanding of FDA and 

sponsors of how patient preferences regarding benefit and risk might be 

incorporated into the regulatory review of innovative medical devices. 

The Framework examines what patient preference information is, when 

it might be useful in the regulatory process, how that information might 

be collected, other potential uses of patient preference information 

and what additional research might be necessary in order to improve 

the use of patient preference information in the regulatory process.



Key Points of Emphasis

• Collecting and using patient preference information 
may help sponsors and the FDA establish a more 
patient-centric benefit-risk determination. Patient 
preference information can help identify those 
benefits and harms most important to patients, frame 
the benefit-risk issues and tradeoffs from the patient 
perspective, identify whether there are subgroups 
of patients that would choose to use the technology 
over other alternatives, and support quantitative 
benefit-risk modeling.

• The Framework report is the first-of-its-kind. 
The science of patient preference assessment is 
relatively new and this Framework is the first report 
incorporating tools and methods that can be used 
as guides in taking the patient perspective into 
account. The Framework will function as a valuable, 
early thought piece about how to incorporate 
patient preferences into CDRH regulatory approval 
decisions. 

• Patient preference information does not and is 
not intended to replace other clinical and safety 
evidence. Patient preference information may 
provide additional data to consider but it does not 
eliminate the need for clinical and safety data.

• The report does not represent the opinion or 
policy of FDA and does not include any specific 
recommendations to the FDA regarding how to 
collect or use patient preference information in 
regulatory approval decisions.  The report is not 
a substitute for FDA guidance documents or for 
direct discussions with CDRH staff regarding the 
incorporation of patient preference information into 
the approval process for a technology.

The Framework and Catalog are not intended to be a 
step-by-step guide on how to do patient benefit-risk 
assessments or patient preference studies.  These 
tools are not an endorsement that patient preference 
information should be included in every medical device 
regulatory submission but instead give considerations 
for including patient preference information in the 
regulatory process.

What does the Framework report include?

The Framework Report is divided into the following four 
categories: Introduction and definitions, use cases and 
considerations, opportunities beyond regulatory use 
and future research.

  Introduction

•  Section I: Introduction to the Patient Centered Benefit-
Risk Assessment Project Framework Report

• Section II: Patient Centered Benefit-Risk Assessment: 
Definitions and Background Concepts

  Use Cases and Considerations

• Section III: Evaluating the Potential Value of Patient 
Preference Information in Regulatory Benefit-Risk 
Assessments of Medical Technology 

• Section IV: Potential Use and Value of Patient Preference 
Information in the Product Development Lifecycle

• Section V: Factors to Consider when Selecting a 
Patient Preference Methodology

• Section VI: Considerations in Using Patient Preference 
Information in the Regulatory Process

  Opportunities Beyond Regulatory Use

• Section VII: Potential Value of Patient Preference 
Information Beyond the Regulatory Process

  Future Research

• Section VIII: Future Work in the Collection and Use of 
Patient Preference Information for Regulatory Purposes

What is the Medical Device Innovation 
Consortium?

Medical Device Innovation Consortium (MDIC) is the first 
public-private partnership created with the sole objective of 
advancing the regulatory science around the development 
and improving access to medical devices. Members of 
MDIC share a vision of providing U.S. citizens with timely 
access to high-quality, safe and effective medical devices 
without unnecessary delay. For more information, please 
visit: www.mdic.org
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