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Executive Summary: Blueprint for Early Feasibility Study Success  

In 2013, the FDA released guidance encouraging U.S. Early Feasibility Studies (EFS), yet 
nearly 50% of MDIC members surveyed in 2015 reported that their companies had not 
initiated these types of studies in the last 2 years. In that same survey, many companies 
expressed a willingness to conduct U.S.-based EFS, but wanted to see others document 
success with the program and expressed a desire for tools to help assure study success 
(for the rest of the 2015 survey results see: http://mdic.org/ctir/early-feasibility-study/). 

Recognizing the strategic advantages of conducting EFS in the United States, MDIC 
sought to develop a Blueprint for Early Feasibility Study Success, a best practices 
guideline for planning and executing U.S.-based EFS. The Blueprint covers topics 
including interactions with FDA and IRBs, legal and IP considerations, and patient 
perspectives on EFS. The Blueprint is a supplement to FDA guidance on EFS. It is 
intended to be an overview of best practices and factors to consider for study success.

Purpose of the Blueprint for Early Feasibility Study Success
This Blueprint is one of the MDIC initiatives to address the existing barriers for EFS. The 
objective of this Blueprint is to provide an education and an orientation for sponsors, 
investigators, and other interested audiences on the conduct of EFS in the United States. 
The MDIC Blueprint for Early Feasibility Study Success is intended to be a supplement 
guide to FDA guidance on EFS and should be used in conjunction with the FDA guidance.   

The Case for U.S. Early Feasibility Studies
Sponsors, researchers, regulators, and especially patients will benefit from creating a 
culture of innovation by encouraging U.S. EFS. Conducting EFS in the United States 
means U.S. physicians and patients are the first to obtain access to cutting-edge medical 
treatments. In addition to giving U.S. patients access to cutting-edge technology, 
conducting EFS in the United States has the potential to speed the time to U.S. market 
approval, as data collected in the EFS may be used to support later studies. U.S. EFS 
data can be used to supplement regulatory submissions around the world. 

Overview of the Blueprint
The Blueprint is written in lay language and includes the following sections: 

Section 1: Introduction discusses the current challenges and opportunities of the 
medical device development ecosystem in the United States. 

Section 2: Definitions and Assumptions defines EFS, when they are 
required, and contrasts EFS to first-in-human and traditional feasibility 
studies.

http://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm279103.pdf
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Section 3: Prioritizing EFS Execution in the United States outlines the advantages of 
conducing EFS in the United States, including potential patient benefits, potential 
benefits to sponsors, early regulatory input, expertise development, and identifying 
appropriate patient populations. 

Section 4: Getting Started with EFS outlines steps for the planning and execution 
phases of your EFS, including considerations for your interactions with FDA, interactions 
with the IRB, legal and intellectual property considerations, insurance, and site selection. 
The section also includes perspectives from the National Institutes of Health (NIH) and 
from a patient advocacy group.  

The report closes with a Conclusion and Appendices including an informed consent 
template, a clinical study agreement template, and Pugh Matrix for site selection. 

The MDIC Clinical Trial Innovation and Reform Steering Committee and the Early 
Feasibility Working Group hope that this Blueprint will be useful to sponsors and other 
researchers considering U.S. EFS and thereby continue to advance innovation in the 
United States. The Early Feasibility Working Group encourages constructive feedback 
on this Blueprint and ideas for further work to continue to advance U.S. EFS. 

About MDIC
The Medical Device Innovation Consortium (MDIC) is the first-ever public-private 
partnership created with the sole objective of advancing the regulatory science around 
the development and assessment of 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.




