
 

 

 
 
 
 
 
 
August 7, 2017 

 

 

Scott Gottlieb, MD 

Commissioner 

U.S. Food & Drug Administration 

10903 New Hampshire Avenue 

Silver Spring, MD 20993 

 

Dear Commissioner Gottlieb: 

 

The passage of the 21st Century Cures Act last year was an acknowledgment that our regulatory processes 

and statutory structures related to technology and data must be revised to allow innovation to flourish. 

Many of these provisions now fall to the Food and Drug Administration (FDA) to implement in a way 

that balances the transformative nature of technology with the FDA requirement that products be safe and 

effective.  

 

Health IT Now (HITN) is a broad-based coalition of patient groups, provider organizations, employers, 

and payers supporting health information technology to improve patient outcomes. We write to encourage 

your implementation of the law consistent with Congressional intent and that facilitates:  

 

1. Third-Party Certification. The 21st Century Cures Act sets clear rules of the road for what health 

software functions the FDA can and cannot regulate based on patient safety risk an important 

aspect of providing regulatory clarity for low-risk health IT that is not FDA regulated. We are 

pleased to see that the FDA is taking that risk-based approach a step further in proposing the Pre-

Cert for Software Program, which would create a “pre-certification” process for medical device 

developers who demonstrate good processes. In return, developers would be able to market their 

product without further review or after a streamlined FDA approval process. We look forward to 

working with the FDA closely to implement the pilot program. 

 

2. Real-World Evidence. The 21st Century Cures Act also requires the establishment of a program 

to evaluate the potential use of real-world evidence (RWE). HITN strongly supports the use of 

RWE in both post-market surveillance and pre-market regulatory decision making. We encourage 

the FDA to work with stakeholders to provide clearer guidance on how and when these data can 

be used by industry.  

 

3. Preclinical Innovation. HITN believes that improved preclinical testing tools hold promise in 

saving time, money, and in spurring innovation. Innovative preclinical technologies (organs on a 

chip, computer simulations, and 3D bioprinting) are proving to be better at predicting human 

interactions than currently used preclinical testing methods. Because of the promise these new 

technologies, we urge the FDA to include preclinical innovation in the statutorily required public 

meeting and guidance addressing the use of complex adaptive and other novel clinical trial design 

in the development and regulatory review and approval process. 
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Third-Party Certification 

 

HITN strongly supports a streamlined approval process for health IT products classified as medical 

devices because these products have a rapid development and update cycles. It is unmanageable from both 

the developer and FDA perspective to go through the full regulatory process for each update—even just 

those deemed significant—when the development and implementation cycle for a new software version is 

days or weeks, not months or years. Further, it is detrimental to patient safety to delay for FDA approval 

the implementation of software fixes or upgrades that may improve functionality or fix bugs.  

 

The 21st Century Cures Act clearly intends that health technology products, such as clinical decision 

support tools, should be regulated based on their intended functions and the risk those functions pose to 

patient safety, not based on the information the product uses to complete those functions. In implementing 

the Pre-Cert for Software Program, we recommend that the FDA follow the guidelines set by the 21st 

Century Cures Act and categorize health technologies that meet the definition of medical device based on 

their risk to patient safety. The level of risk should determine the proper regulatory response. We believe 

this approach promotes certainty and reduces duplication, lowers costs, promotes the use of standards 

across the market, and creates incentives to standardize technologies to guarantee data integrity while 

reducing potential risks to end users.  

 

We believe this risk-based approach that adheres to private market standards and existing testing methods 

is the right approach to test through the Pre-Cert for Software Program. We look forward to continuing to 

work with the FDA in implementing this pilot. 

 

Real-World Evidence 

 

HITN has 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. That is why we were pleased that the 21st Century Cures 

Act requires the establishment of a program to evaluate the potential use of RWE. 

 

In implementing this provision, the FDA should place emphasis on expanding the scope of existing 

guidance documents to include the use for pre-market regulatory decision making. To date, many 

guidance documents have focused on the use of RWE in post-market surveillance to support new 

indications for existing products. While this is important, the potential for the use of RWE in pre-market 

regulatory decision making and to support the development of new treatments in cures is transformative. 

While this may be a more long-term project due to the complexity, the value to patients is well worth the 

investment of time and resources. 

 

A key hurdle that must be overcome in the use of RWE in pre-market decision making and post-market 

surveillance is the ambiguity in the process. We believe that the FDA can and should do more to promote 

a common understanding of factors that will be used in determining the reliability and applicability of 

RWE. 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 RWE can be used. However, removing some of the ambiguity from the process 

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

reliable sources of RWE.  
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HITN also 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 

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.  

 

Preclinical Innovation 

 

An estimated 95 percent of pharmaceutical products deemed safe in preclinical testing are later found to 

be harmful or ineffective during clinical trials.1 Currently used preclinical methods of assessing potential 

therapeutics have proven to be poor indicators of future success, leading to wasted dollars and time when 

treatments ultimately fail during expensive and time-consuming clinical trials. New technologies that 

would allow scientists to “fail faster” would reduce waste, speed up innovation, and most importantly, 

deliver safe and effective treatments to more patients who need them.  

 

For the FDA to keep pace with progress in the development of more predictive preclinical testing and 

allow for the use of innovative technologies that have been demonstrated to be more predictive of human 

responses than currently utilized models, we urge you to include preclinical innovation as a subject in 

your statutorily required public meeting and subsequent guidance document on novel clinical trial 

designs. It would be a missed opportunity for the FDA and stakeholders to not include the transformative 

potential of technology in the entire drug development process, including preclinical testing. 

 

Conclusion 

 

We look forward to continuing to work with you on these important issues to help ensure that technology 

will not be hindered by outdated or ineffective regulatory processes.  

 

Sincerely, 

 

 

 

Joel White 

Executive Director 

 

 

 

 

 

 

                                                        
1 National Institutes of Health, Request for Information: Soliciting Input for the National Center for Advancing Translational 

Sciences Strategic Planning Process, available at https://grants/nih.gov/grants/guide/notice-files/NOT-TR-16.002.html, last 

visited February 27, 2017.  

https://grants/nih.gov/grants/guide/notice-files/NOT-TR-16.002.html

