
 

 
 
 
July 18, 2016 

 

 

Robert M. Califf, MD 

Commissioner 

U.S. Food and Drug Administration 

10903 New Hampshire Avenue 

Silver Spring, MD 20993 

 

RE: FDA-2016-D-1224 

 

Dear Dr. Califf: 

 

Health IT Now (HITN) is pleased to submit our comments on the Use of Electronic Health Record Data 

in Clinical Investigations draft guidance. 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 outcomes and lower costs. 

 

General Comments 

 

HITN applauds the FDA for putting forward draft guidance on the inclusion of real-world evidence in 

clinical trials. Such steps can greatly enhance the efficiency of those conducting clinical trial outcomes 

with regards to both patient safety and efficacy, reducing costs of new medical products in meaningful 

ways. 

 

Technology is greatly transforming the way care is delivered in the United States and around the world. 

While great progress is also being made in utilizing technology in the research and development of new 

treatments and cures, more needs to be done to ensure that the knowledge gained in the clinical setting 

also improves research moving forward. The ability to utilize health IT platforms to collect various forms 

of patient information in real-world setting is already improving the accuracy of trial results as such data 

are being collected outside of carefully controlled settings.  

 

Data collected electronically in the clinical setting or by patients themselves through wearable technology 

can be useful in clinical research, pre-regulatory approval, and post-approval observation. However, one 

barrier that remains for product sponsors and investigators in leveraging these data is a lack of clarity, 

especially around acceptable data standards and formats, from the Food & Drug Administration (FDA) 

and other regulators. Given the great amount of investment needed for clinical trials, sponsors and 

investigators are hesitant to move forward with a trial protocol without clarity from the FDA. That is why 

we appreciate FDA’s leadership on this issue. 

 

While HITN applauds the FDA for issuing this draft guidance on the use of electronic health record 

(EHR) data, we believe there is more work to be done. Valuable electronic data can be sourced from data 

registries, wearables, and other forms of health IT which this guidance does not include. We encourage 

the FDA to continue to work with stakeholders such as HITN in developing further guidance on 

incorporating real-world evidence in research and development. 

 



 

 2 

Specific Comments 
 

Interoperability 

 

HITN supports the use of interoperable systems and the FDA encouraging their use. We also agree that 

there are many barriers to the use of interoperable systems in sourcing electronic data. Unfortunately, the 

marketplace created for EHRs through the implementation of the Meaningful Use program has created 

disincentives to sharing information. While private industry is collaborating on solutions, HITN believes 

consumer demand in the marketplace for interoperable EHRs can drive quicker adoption. We agree with 

the FDA identifying interoperable EHRs as a gold standard as we believe it will continue to drive 

consumer demand for interoperable systems. 

 

Informed Consent 

 

Another area of concern is the informed consent requirements in the draft guidance. It is not clear that the 

FDA is referring to areas where informed consent would otherwise be required, or if an additional 

informed consent requirements is being added. While HITN supports the proposals in the draft guidance 

for areas where informed consent would already be required, we do not support broadening the 

requirements of informed consent to include all uses of EHR data. Rather, HITN supports consistent 

approaches to issues of informed consent to ensure that the process itself is not so onerous as to defeat the 

information sharing that these provisions were originally designed to support. We also encourage the 

FDA to work with stakeholders to streamline the existing consent process, including standardizing and 

digitizing consent forms. 

 

Conclusion 

 

HITN appreciates the FDA’s attention to the issues of incorporating real-world evidence in clinical 

investigations. We believe this is a good first step, and we look forward to working with the FDA in 

providing further guidance in the use of technology in research and development. 

 

Sincerely, 

 

 

Robert James Horne 

Executive Director 

 

 

 

 
 


