
 

 
 
July 14, 2025 
 
The Honorable Robert F. Kennedy, Jr. 
Secretary 
U.S. Department of Health and Human Services 
200 Independence Avenue S.W. 
Washington, DC 20201 
Submitted via Regulations.gov 
 
RE: Request for Information (RFI); Ensuring Lawful Regulation and Unleashing Innovation to Make 
America Healthy Again [AHRQ-2025-0001] 
 
Dear Secretary Kennedy: 

On behalf of the Time in Range Coalition (TIRC), thank you for the opportunity to “help HHS identify any 
opportunities to produce cost savings, increase efficiency, and stoke health and economic innovation 
through deregulation” through the “Ensuring Lawful Regulation and Unleashing Innovation to Make 
American Healthy Again” request for information (RFI) issued on May 14, 2025 [AHRQ-2025-0001]. The 
TIRC respectfully urges your attention to removing an impediment to innovation in diabetes treatment 
by directing the Food and Drug Administration (FDA) to finalize a deregulatory draft guidance document, 
“Diabetes Mellitus: Efficacy Endpoints for Clinical Trials Investigating Antidiabetic Drugs and Biological 
Products: Draft Guidance,” [FDA-2023-D-0625] that, when implemented, will increase the efficiency of 
diabetes drug development.  
 
Background 

Spearheaded by The diaTribe Foundation, the TIRC is a diverse group of global diabetes stakeholders, 
including nonprofit organizations, professional societies, industry, and patient advocates working to drive 
awareness and adoption of time in range (TIR). Reliable measurement of TIR, which is the percentage of 
time a person spends within a target glucose range and includes times above range (TAR) and times 
below range (TBR), is now possible through advancements in continuous glucose monitoring (CGM). As 
you noted during your June 24, 2025 testimony before the House Energy and Commerce Committee, this 
technology empowers individuals living with diabetes to be aware of their glucose levels every one to 
few minutes, such that they can make real-time adjustments to their diet, activity, and medication 
dosing to improve health outcomes.1,2 Studies have shown that as one’s TIR increases, health 
complications from the disease–and associated healthcare costs—decrease.3–13  

More than 11% of the U.S. population has diabetes – a staggering 38.4 million people.14 Over the past 
decade, FDA approvals of safe and effective drugs and devices have transformed diabetes care. People 
with diabetes now have access to therapies and devices that not only improve glucose levels, but also 
support weight management, reduce hypoglycemia, and prevent some of the costly complications 
associated with diabetes, including cardiovascular and renal disease. Furthermore, advances in the 
accuracy and ease of use of CGM technology has increased the acceptability by clinicians and people 
with diabetes who are increasingly reliant on CGM metrics like TIR for the daily diabetes management. 
A growing body of evidence shows that TIR has added value in clinical, research, and regulatory settings 
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beyond the currently accepted gold standard of hemoglobin A1c (A1c).15–18  
 
The Importance of FDA Guidance in Minimizing Regulatory Burden & Maximizing Innovation 
 
FDA plays a critical role in facilitating innovation and improving the efficiency of the drug development 
process through the issuance of guidance for industry, which provides important clarity, consistency, and 
transparency to sponsors about the necessary testing and criteria to facilitate progress toward approval 
of new medical products. Well-crafted guidance reduces regulatory burdens on drug sponsors, ensures 
that the value of the patients’ participation in clinical trials is optimized, and speeds new therapies to 
individuals living with chronic and rare diseases, thus improving health care outcomes.  In particular, 
“Diabetes Mellitus: Efficacy Endpoints for Clinical Trials Investigating Antidiabetic Drugs and Biological 
Products:  Draft Guidance,” [FDA-2023-D-0625] is critical for delineating the FDA’s perspectives on 
efficacy endpoints for diabetes drugs, including the use of CGM-based metrics.  
 
We encourage the incorporation of detailed recommendations for CGM-based metrics such as TIR, TAR, 
and TBR to establish clear expectations for trial designs. By ensuring consistency in the application of 
these measures, the guidance can significantly spur innovation in diabetes treatment and ensure that 
clinical trials deliver meaningful information on the efficacy of new therapies. We respectfully ask that 
FDA be directed to finalize that much-needed guidance prior to the end of calendar year 2025.  
 
Conclusion 
 
We look forward to partnering with HHS and FDA to ensure evidence-based, common-sense regulatory 
approaches are brought to bear to expand and advance initiatives that will improve the lives of people 
with diabetes. Thank you for prioritizing efforts to increase the efficiency of the diabetes drug 
development process. 

Respectfully, 

 

Jim Carroll​ Julie K. Heverly 

CEO, The diaTribe Foundation​ Vice President, Time in Range Coalition 

and Patient Advocacy, The diaTribe 

Foundation 

 

--- 
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