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MDIC HEART FAILURE PATIENT PREFERENCE TESTING STUDY 
Key Dates 
Request for Proposal Released June 29, 2018 
Deadline for Questions July 11, 2018 
Responses to Questions  July 16, 2018 
Deadline for Proposals  July 20, 2018 (5 p.m. EDT) 
Projected Notification Date August 1, 2018 
Projected Start Date August 20, 2018 

Request for Proposals (RFP) 
MDIC is seeking proposals from patient preference expert consulting organizations for a 
collaborative multi-sponsor patient preference study in patients with heart failure  

Eligibility 

Private-sector, nonprofit, and for-profit organizations are eligible to submit proposals. 

Background 

Patient input is valuable for determining what magnitude of benefit from a device is clinically 
meaningful to patients. Understanding patients’ perspectives on clinical benefit provides 
important input for decisions about the statistical design of a medical device clinical trial, 
particularly the threshold for statistical significance.1 The standard statistical threshold for 
determining therapeutic effectiveness in clinical trials (i.e. p < 0.05) may not reflect patients’ 
perspectives on the potential risks and benefits of a medical device.2,3  Patients can thus provide 
valuable input into the trade-off between the risk of endorsing an ineffective therapy (type I 
statistical error) and the risk of rejecting an effective therapy (type II statistical error).   This type 
of patient information may assist FDA in the benefit risk assessment in the product approval 
process.  Also, designing and sizing clinical trials to reflect patients’ risk tolerance can result in 
more innovative therapies being made available to patients while maintaining rigor in the design.   

Clinical trials designed based on patient preferences may: require smaller sample sizes, expedite 
trials, or enable groups representing rare disease states or smaller patient populations to design 
trials that are feasible. This can add a new dynamic to comparative effectiveness trials that 
                                                           
1  Avalere Health and FasterCures. (2017) Patient-Perspective Value Framework (PPVF) 

http://www.fastercures.org/assets/Uploads/PPVF-Version-1.0-Methodology-Report-Final.pdf 
2  E. Chaudhuri, Shomesh; Ho, Martin; Irony, Telba; Sheldon, Murray & Lo, Andrew. (2017). Patient-centered clinical trials for 

medical devices. Drug Discovery Today. 10.1016/j.drudis.2017.09.016. 
3  Berry, Donald. (2004). Bayesian Statistics and the Efficiency and Ethics of Clinical Trials. Statistical Science. 19. 

10.1214/088342304000000044. 
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permits patient perspective to impact the question of ‘how good is good enough.’ By designing 
clinical trials that reflect the urgency and risk-tolerance of patients, scarce resources can be 
allocated more efficiently, bringing more therapies to more patients more quickly and more cost 
effectively. Using a framework that combines subjective valuations with traditional statistical 
methods in an objective, consistent, transparent, systematic, and repeatable manner will bring 
us closer to achieving the worthy goal proposed by Dr. Donald Berry: "we should focus on 
patient values as well as p-values."4  

To accomplish this, guidelines are needed on how best to integrate patient preferences into the 
statistical design of medical device clinical trials. Ongoing work by MDIC marks the first use of a 
method to incorporate patient preferences as an explicit means to set significance levels in 
clinical trial design. Our partners for this initiative include CDRH, the Massachusetts Institute for 
Technology, RTI Health Services, and the Michael J. Fox Foundation for Parkinson’s Research. 
Together we have developed and tested a method for incorporating patient preference 
information as an explicit means by which to set significance levels in clinical trial design.5,6,7 

While that project focused on one specific disease state, Parkinson’s disease (PD), the method 
may be generalizable to other diseases. It is believed that this method for patient engagement in 
statistical design of medical device clinical trials has the potential, in some cases, to remove 
barriers to therapy by giving patients rapid access to new devices based, in part, on better 
insights about patient risk tolerance.  As part of this proposal, we are expanding this recently 
completed work with the initiation of a phase 2 pilot project focused on patient preferences in 
heart failure patients. The phase 2 pilot project will be the collaborative effort of medical device 
manufacturers with interest in heart failure, patients, regulators and patient preference 
assessment experts.  

Pilot project: MDIC Patient Centered Clinical Trials Phase 2 – Collaborative multi-sponsor patient 
preference study in patients with heart failure  

With the completion of the Parkinson’s project, the objective of the Phase 2 project is to 
advance the science of regulatory patient preference assessment by giving medical device 
industry sponsors, regulatory agencies, and preference assessment experts another example of a 
disease-specific patient preference study. This study will build on the MDIC Patient-Centered 
Clinical Trial Design project in Parkinson’s Disease by building a coalition of medical device 
manufacturers, heart failure patients, regulators, and patient preference assessment experts to 
conduct a preference study across heart failure patients. We will make the results of this 

                                                           
4  Berry, Donald. (2004). Bayesian Statistics and the Efficiency and Ethics of Clinical Trials. Statistical Science. 19. . 

10.1214/088342304000000044. 
5  https://www.massdevice.com/patients-parkinsons-disease-help-shape-clinical-trial-design/ 
6  https://www.mddionline.com/article/patients-parkinsons-get-their-say-device-trial-design-05-05-17  
7  https://www.mddionline.com/how-much-risk-will-patients-accept?hootPostID=9cd48add35f124f76c445ce621d1fe45 
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preference study available to our collaborative partners at MIT to again test their model using 
patient preference information to set the explicit endpoints for clinical trials.8 

The intention is not to benefit any one heart failure (HF) therapeutic device or treatment. 
Regulators and medical device manufacturers have expressed interest in understanding patient 
preferences in heart failure, given the size of the patient population and the breadth of available 
products and treatment options.  This type of patient information may assist FDA in the benefit 
risk assessment in the product approval process.  By making the results of this preference study 
available to MIT, we will continue to support research to advance the design of patient-centered 
clinical trials and understand stakeholder acceptance of this method.  

We have secured funding for this phase 2 pilot project from five medical device sponsors who 
have all have an interest in heart failure and advancing the science of patient preference 
assessment.  

Project Concept 

The project will take place in 2 phases:  

Phase 1 will focus on the development of the project objectives and study protocol, and testing of 
the patient preference survey instrument (12 months) 

- Step 1 - Assemble the industry collaborative, reach agreement on funding needs and 
responsibilities, achieve consensus on the research objectives, and identify/contract an 
external consulting group to design and implement the study (2 months)  

- Step 2 - Reach consensus on the target study population and recruitment strategies, 
types of treatments to be compared in the study, and appropriate study attributes  
(2-4 months) preliminary scope to include the following subject characteristics: 

o Must be Stage C heart failure within the last 12 months (or at least NYHA Class III 
once over the past 3 months), regardless of percent of left ventricular ejection 
fraction; both clinically confirmed and self-reported 

o Must be ambulatory 
o Must be on guideline directed medical (pharmaceutical) therapy [GMDT] for 

treating their heart failure 
o Must be age 21 or older 
o Must not be a heart transplant patient 
o LVAD and implanted cardiac assist device patients may be helpful in identifying 

attributes for the preference study, but we would work with the consultant and 
the sponsors to decide if LVAD patients should be included or excluded in the 
preference study itself 

                                                           
8 E. Chaudhuri, Shomesh; Ho, Martin; Irony, Telba; Sheldon, Murray & Lo, Andrew. (2017). Patient-centered clinical trials for medical 
devices. Drug Discovery Today. 10.1016/j.drudis.2017.09.016. 
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o MDIC is interested in understanding preferences both in clinically confirmed heart 
failure patients and self-reported heart failure patients. Please provide three 
separate cost estimates for recruitment of: 

 Clinically reported heart failure patients  
 Self-reported heart failure patients 
 Both clinically reported heart failure patients and self-reported heart 

failure patients 
 

- Step 3 - Develop the study protocol, survey instrument, and statistical analysis plan (3 
months)  

- Step 4 – Program and pilot test the survey instrument (2 months)  

At the conclusion of phase 1, we will have pilot tested the survey instrument with a number of 
patients, which will solicit useful information to revise the survey for widespread 
implementation. Learnings from the survey pilot will be published as a short-term objective to 
contribute to regulatory science and the science of patient preference assessment.  

Phase 2 will focus on patient recruitment, full-scale study implementation, and analysis (6 months) 

- Step 1 - Recruitment of participants and full implementation of the web-based survey 
instrument (3 months)  

- Step 2 - Analysis of survey results per the analysis plan and summary of the results in a 
study report (3 months)  

At the conclusion of phase 2, we will publish the results of the study in a study report on the 
MDIC website and seek publication in appropriate peer-reviewed publications.  

Management of the Project 

The MDIC SPI Heart Failure Working Group will be responsible for identifying the research 
consultant and identifying the overall research priorities and study direction. Consensus on 
selection of consultant and objectives will be obtained after discussion by the working group.   

The MDIC SPI Heart Failure Study team will carry out the patient preference study. The expert 
consultant will design the study based on the best practices and conduct of a patient preference 
study. The study team will provide input on the design of the study. Though it is expected that 
the attributes to be studied in the preference study will be selected based on an iterative 
process through discussions, focus groups and surveys with patients and physicians, it is also 
expected that the study team will be asked to provide input on the process and selection of the 
attributes. The study team will work with the consultant group, clinicians, patients, regulators 
and other stakeholders to discuss the potential attributes for the study and come to a consensus 
on the final attribute selection.  
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Details and Requirements for the Proposal 

The proposal should include a plan for developing, recruiting and implementing a patient 
preference study for patients with heart failure. The proposal should include a plan for working 
with the MDIC working group, a project management strategy, timeline and budget. MDIC is 
expecting an aggressive project timeline of approximately 18 months for project completion. 
Proposals should also include a strategy for study participant recruitment, as well as a plan for 
engaging patients in the development and pre-testing of the survey instrument, resulting report 
and publication.  

Deliverables to be Completed within the Period of Performance  

Concept, design, recruitment and execution of a patient preference study to elicit preference of 
heart failure patients, developed in conjunction with the MDIC SPI Heart Failure working group, 
as well as patient scientists with expertise in living with heart failure. This is not intended to be 
device- or therapy-specific, rather, we are seeking to understand preferences across the patient 
population.   

Submission Components 

To enable MDIC to evaluate the submission, the responding proposal must include the following:  

• A project proposal that may not exceed 10 pages  
• A timeline for completing the deliverables within the required period of performance 
• A budget for a time and materials contract that includes proposed hourly rates for all 

personnel who will be supporting the project, including all expected costs and expenses 
• Curriculum Vitae (CVs) of key personnel with experience with projects of a similar nature 

(experience with medical device evidence preferred) 
• Up to three Letters of Support 

 

Period of Performance 

August 20, 2018 – February 20, 2020 

Review Process 

MDIC staff, along with the MDIC SPI Heart Failure working group, will review received proposals. 
MDIC staff reserve the right to contact applicants with additional questions during the review 
period or conduct an interview. MDIC staff reserve the right to consult additional external 
stakeholders to review applications. Any external reviews will be completed in accordance with 
the MDIC conflict of interest policy. Responses will be reviewed for completeness and 
appropriateness of the responses as they pertain to the required submission components. MDIC 
will consider both the programmatic aspects of the proposal, as well as the anticipated cost, with 
the programmatic elements of the proposal receiving greater weight. MDIC may, for example, 

http://mdic.org/wp-content/uploads/2017/04/MDIC_Conflict_of_Interest_Policy.pdf
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choose a costlier proposal if its programmatic offering warrants the premium. However, as 
potential contractors’ programmatic offerings move toward equivalency, cost will gain in 
importance. 

MDIC’s selection of a contractor will be contingent on the parties executing a mutually 
acceptable contract. MDIC reserves the right to terminate contract negotiations at any time and 
select another contractor if it determines that it is unlikely that an agreement will be executed in 
a timely manner.  

Timeline 

Key Dates 
Request for Proposal 
Released 

June 29, 2018 

Deadline for Questions July 11, 2018 
Responses to Questions  July 16, 2018 
Deadline for Proposals  July 20, 2018 (5 p.m. 

EDT) 
Projected Notification Date August 1, 2018 
Projected Start Date August 20, 2018 

 

Please send proposals or questions to Stephanie Christopher, schristopher@mdic.org. Deadline 
for proposals is July 20, 2018, 5 p.m. EDT. 

About MDIC 

The Medical Device Innovation Consortium (MDIC) is the first public-private partnership created 
with the sole objective of advancing medical device regulatory science throughout the total 
product life cycle. MDIC’s mission is to promote public health through science and technology 
and to enhance trust and confidence among stakeholders. We work in the pre-competitive space 
to facilitate development of methods, tools, and approaches that enhance understanding and 
improve evaluation of product safety, quality, and effectiveness. Our initiatives improve product 
safety and patient access to cutting-edge medical technology while reducing cost and time to 
market. 

For more information visit: http://www.mdic.org  
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