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April 11, 2025

Martin Makary, MD, MPH
Commissioner of Food and Drugs
U.S. Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20903

Dear Dr. Makary:

On behalf of the Time in Range Coalition (TIRC), we congratulate you on your recent confirmation as
Commissioner of Food and Drugs at the U.S. Food and Drug Administration (FDA). We appreciate your
willingness to serve the nation in this critical public health role. We stand ready to work with you and your
colleagues within the FDA to address the epidemic of chronic diseases, including diabetes.

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). This critical metric, made possible with continuous glucose monitoring
(CGM), is the percentage of time a person spends within a target blood glucose range, as measured by CGM
and includes times above range (TAR) and times below range (TBR). As this technology empowers patients to
be aware of their glucose levels every few minutes, they can make real-time adjustments to their diet, activity,
and medication dosing to improve health outcomes. Studies have shown that as one’s TIR increases, health
complications from the disease—and associated healthcare costs—decrease.’™®

More than 11% of the U.S. population has diabetes — now a staggering 37.3 million. We recognize and
appreciate the vital work of the FDA in facilitating innovation in the care and treatment of people with
diabetes. 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
control, but also support weight-control, reduce hypoglycemia, and prevent some of the costly complications
associated with diabetes, including cardiovascular and renal disease. Furthermore, advances in CGM
technology now allow for easy and reliable measurement of CGM metrics like TIR. A growing body of evidence
shows that TIR has added value in clinical, research, and regulatory settings beyond the currently accepted
gold standard of hemoglobin Alc (Alc).

However, as you have highlighted, there is still work to be done to ensure that advances in science and
technology translate into Americans living longer and healthier lives. We appreciated your recent comments at
your confirmation hearing before the Senate Health, Education, Labor, and Pensions Committee that broader
access to CGM can help empower people to both improve their current health and prevent future disease. In
addition to making CGMs more broadly available, we would like to raise several points that we believe are
critical to improving outcomes for people with diabetes. We look forward to the opportunity to discuss these
further with you at your convenience:

1) Closing the Gap between Clinical Practice and Regulatory Acceptance of TIR: CGM data is rich,
actionable, and empowering. Clinical applications of CGM data are rapidly expanding, with successful
use in a range of settings from treating T1D to the expansion of T2D treatment, as well as providing
unique benefits in the care of pregnant and older individuals.”*! The 2025 American Diabetes
Association Standards of Care reflect these benefits, recommending that technology such as CGM be
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offered to all people with diabetes early, including at diagnosis.'? A 2023 study found 90 percent of
healthcare providers believe TIR is likely to become the standard of diabetes management, but that
recognition by regulators was needed to broaden access to and adoption of TIR data for clinical
decision making.'® A central goal of the TIRC has been for CGM-derived metrics to be used in
regulatory decision-making; specifically, for TIR metrics, including TAR and TBR, to serve as an
endpoint to support diabetes drug approvals, as a complement to A1C, and for TIR data to be
incorporated into the product prescribing information to support clinicians’ treatment decisions. TIRC
applauds!® FDA's indication in its May 2023 draft guidance®® of its willingness to include CGM metrics
in Section 14 of the drug label. We ask for your assistance in securing prompt issuance of final
guidance and support and clarity on generating additional evidence on the value of TIR for improving
health outcomes.

Empowering Healthy Food Choices Through Technology: The Administration’s goal to encourage the
consumption of healthy, whole foods is well-aligned with what we know supports the prevention and
treatment of diabetes. As you noted in your confirmation hearing, CGMs are an effective tool to help
people understand how food choices influence their glucose levels, leading to more sustainable
behavior changes.®'” In fact, CGM feedback has been shown to enhance individualized nutrition
therapy, leading to significantly better TIR among those at risk of type 2 diabetes, even before
pharmacological intervention.®

Bolstering FDA’s Leadership Role in Accelerating Breakthroughs: Early and often engagement between
FDA experts and sponsors with clear and consistent regulatory guidance is essential for accelerating
access to innovative therapies and technologies. Efforts to transform the diabetes treatment
landscape for patients will succeed only if individuals at the cutting-edge of science are recruited and
retained at the Agency. We were pleased to hear your commitment to ensuring FDA is resourced to do
the job the American people need and expect of it. We look forward to working with you to ensure
FDA does not cede its place as first in the world in bringing new drugs and devices to patients.'>%?

Ensuring Accessibility and Affordability: For medical advances to be effective in improving health, they
must be accessible and affordable. Yet, the high cost of treatment and technology remains a critical
barrier. Fundamentally, we know that adequate insurance coverage is inextricably linked to improving
access and that better access expands uptake and improves health outcomes.? There is a significant
body of evidence illustrating that even a small amount of cost-sharing or out-of-pocket costs can
thwart patient access to medically necessary care, services, and devices.?* As you focus on reducing
the burden of chronic disease, we urge you to work closely with the Centers for Medicare and
Medicaid Services (CMS) to ensure that FDA-approved treatments and technologies are accessible and
affordable for all. Additionally, we recommend that FDA, CMS, and other relevant agencies within the
Department of Health and Human Services (HHS) create a working group to ensure that policies across
HHS facilitate timely access to innovative therapies and health technologies and integration into
electronic health records. Without such a department-wide effort, the work of FDA to approve
treatments and devices will not result in the intended outcome of improving health and well-being for
individuals, community, and the nation.
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We look forward to partnering with you to ensure that the best possible science and common-sense
approaches are brought to bear on efforts to improve the lives of people with diabetes. Thank you for your
willingness to serve and we look forward to an opportunity in the near future to discuss our public health
objectives and explore opportunities to work with you throughout your tenure.

Respectfully,

Jim Carroll Julie K. Heverly
CEO, The diaTribe Foundation Vice President, Time in Range Coalition
cc: Jacquelyn Corrigan-Curay, M.D., J.D. — Acting Director, Center for Drug Evaluation and Research (CDER)

Michelle Tarver, M.D., J.D. — Director, Center for Devices and Radiological Health

Lisa Yanoff, M.D. — Deputy Director, Office of Cardiology, Hematology, Endocrinology, and Nephrology,
CDER

John Sharretts, M.D. -- Director, Division of Diabetes, Lipid Disorders, and Obesity CDER
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