
 

 
 
 
October 25, 2016 

 

 

Robert Califf, MD 

Commissioner 

U.S. Food and Drug Administration 

10903 New Hampshire Avenue 

Silver Spring, MD 20993 

 

RE: FDA-2016-D-2153 

 

Dear Dr. Califf: 

 

Health IT Now (HITN) is pleased to submit our comments on the proposed guidance entitled Use of Real-

World Evidence to Support Regulatory Decision-Making for Medical Devices. HITN is a diverse coalition 

of health care providers, patient advocates, consumers, employers, and payers who support the adoption 

and use of health IT to improve health care outcomes and lower costs. 

 

HITN appreciates the Food and Drug Administration’s (FDA) focus on real-world evidence (RWE) and 

real-world data (RWD) to support new device or new indication applications. We have long held that 

leveraging technology and the data collected from such technology can hasten new treatments and cures. 

What we have lacked, however, has been a clear and consistent process and means to use data collected 

from sources such as “wearables,” disease registries, or electronic health records in support of research 

and development. We want to commend the FDA for its leadership in this space, and commit to working 

with you on ways to further embrace such use. This guidance begins to build needed clarity and assurance 

in this process, and will be essential to the success of recent administration efforts such as the Precision 

Medicine Initiative or the Cancer Moonshot. 

 

Specific Comments 

 

HITN supports the FDA’s recognition that using RWE and RWD will accelerate the device to market 

speed without compromising patient safety; however, we believe there are some areas where the guidance 

can be improved before finalizing. 

 

First, we agree that the quality of data can be determined in part by the reliability of its source and 

applaud efforts to lay out key factors that will be used when assessing them. We believe that the FDA can 

and should do more to promote a common understanding of how these factors will be used. For instance, 

the FDA could work to identify specific elements it seeks to satisfy when considering whether a key 

factor has been met. Those elements can be drawn from commonly recognized standards or from lessons 

learned through the FDA process. Ultimately, it will be up to the FDA to decide whether and in what 

circumstances RWD can be used. However, removing some of the ambiguity from the process would 

create efficiencies in the process that we hope might lead to greater recognition and use of reliable sources 

of RWD.  

 

Second, HITN recommends that the FDA work with other agencies and stakeholders to create a consistent 

system of recognition for reliable data and data sources. We believe that an iterative learning system that 
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creates confidence scores based upon set determinants, such as the general reliability and transparency of 

the data, can further common understanding of the qualities that make up reliable data and data sources. 

Such efforts in turn might increase confidence on both the part of the industry and the FDA when 

considering whether data are relevant and reliable. This system might also facilitate greater understanding 

of situations where it may be appropriate to consider data with incomplete values as supplemental 

sources.  

 

Third, the FDA should clarify what it considers accepted techniques and standards for collection and 

continuous reporting of data. The current language of “adequate and controlled” is vague and subject to 

interpretation. We do agree that common data standards should apply within a study and across studies for 

supplemental or secondary use analysis. We encourage FDA to work with industry to incentivize the use 

of common data standards in order to better facilitate the free and secure flow of information. As we 

stated previously, this will be especially important for the success of targeted research and development 

efforts, such as the Precision Medicine Initiative and the Cancer Moonshot. 

 

Additionally, we are concerned that the guidance is limited in scope. The guidance focuses heavily on 

registries, which are useful sources of real-world evidence. However, there are many other data sources 

that can be useful to developers. The guidance is also limited in its view of the uses of real-world 

evidence. The FDA has repeatedly expressed its intent to leverage real-world evidence to bring new, 

innovative devices to the market faster by shifting some of the premarket data collection burden to the 

postmarket phase. However, this draft guidance is significantly focused on demonstrating safety and 

effectiveness of new indications for already cleared or approved devices. We encourage FDA to be more 

expansive in its view of real-world data sources and uses thereof. 

 

Further, HITN believes both prospective and retrospective real-world data may be used to generate 

evidence to assess device safety and effectiveness, if any biases are sufficiently mitigated. In fact, we 

believe it is an integral aspect of a comprehensive view of the benefits of real-world data. We urge FDA 

to include retrospective studies in the final guidance. 

 

We also agree that the use of RWE and RWD could potentially lead to issues of bias. While these issues 

are often dealt with by industry, there are inherent issues that could arise with the analysis of large data 

sets, or “big data,” as is outlined by the White House report on “big data,” Big Risks, Big Opportunities: 

the Intersection of Big Data and Civil Rights. We encourage the FDA to continue to work with industry 

and other stakeholders to ensure analytic methods utilized on large data sets minimize bias, while also 

maintaining data integrity.  

 

Conclusion 

 

We appreciate the opportunity to share our comments on the Use of Real-World Evidence to Support 

Regulatory Decision-Making for Devices proposed guidance. Our members have ideas on ways the FDA 

can further the goals outlined in this letter. We look forward to working with the FDA on this issue in the 

coming months. 

 

Sincerely, 

 

 

Robert James Horne 

Executive Director 

 


