diaTribe

Re: The diaTribe Foundation Comments to Docket No. FDA-2024-N-2780
Home as a Health Care Hub — Stakeholder Listening Session

July 22,2024

To Whom it May Concern:

On behalf of The diaTribe Foundation, thank you for the opportunity to provide input on the
direction of the FDA’s new Home as a Health Care Hub initiative. We believe there is great
opportunity for the delivery of health care and the generation of clinical evidence in the home
environment using digital health technologies. With the economic cost of diabetes nearing
$413 billion in the United States, we appreciate FDA’s novel approach to improving care and
outcomes for this complex and growing population.* While the innovation supported through
this initiative holds great potential to improve lives, we urge the agency not to overlook that
additional work is needed to expand access to existing, effective, evidence-supported
technologies—including continuous glucose monitoring and its metrics—to support home-
based care. It is critical that this initiative reflect the reality of daily disease management and
implement the latest science on the value of technologies for improving health and quality of
life without increasing burden on patients.

The diaTribe Foundation

The mission of The diaTribe Foundation (diaTribe) is to help people with diabetes and to
advocate for action. Our goal is to ensure that people have the resources and education
needed to thrive with diabetes. The diaTribe Foundation is dedicated to bringing people with
diabetes to the conversation on regulatory issues, connecting the field and the diabetes
community, and changing the narrative around diabetes. Through our publication, Learn, which
reaches more than six million people each year, we offer deep insights into the patient
experience and closely cover the latest research, treatments, and initiatives in diabetes.

In addition, because everyone with diabetes deserves to have the tools, therapies, and
technologies to live their best life, we established the Time in Range Coalition (TIRC) with a
multi-stakeholder group of foundations, non-profit organizations, researchers, people with
diabetes, clinicians, and industry with the goal of establishing time in range (TIR) as an
essential part of diabetes care and making TIR accessible to all people with diabetes and their
care teams. Research shows that using time in range in daily diabetes management can
positively change lives—we are spearheading the work to make that a reality for everyone with
diabetes.

The diaTribe Foundation also aims to reduce the impact of diabetes on society and improve the
lives of people with diabetes by fostering an understanding of the disease and eliminating

misplaced blame through the work of our program, dStigmatize.

Health equity concerns in diabetes
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In launching this new initiative, diaTribe is grateful for FDA’s focus on the disproportionate
impact diabetes has on low-income, rural, and racially minoritized communities in America.
Among adults, prevalence of diabetes is highest among American Indians and Alaska Natives
(13.6%), followed by non-Hispanic Black adults (12.1%), those of Hispanic origin (11.7%), and
non-Hispanic Asian individuals (9.1%), with lowest prevalence among non-Hispanic White
adults (6.9%).2 Differences are also observed by education level, an indicator of
socioeconomic status: 13.1% of adults with less than a high school education have diagnosed
diabetes compared to 9.1% of those with a high school education, and 6.9% of individuals with
more than a high school education.? Finally, diabetes is more prevalent in rural areas.?

The disproportionate impact of diabetes extends to diabetes-related health complications, as
well. Black and Hispanic adults with diabetes disproportionately experience microvascular
complications compared to White adults and Black and Mexican Americans are less likely to
meet targets for cardiovascular risk reduction.® Compared with residents of cities, Americans
living in small towns have greater risk of hyperglycemia, end-stage kidney disease, myocardial
infarction, heart failure, amputation, and other lower-extremity complications.* Additionally,
rural counties experience persistently higher overall diabetes mortality rates than more urban
areas.®

Need for digital health technologies to improve access to care

Last month, we had the privilege of hearing Commissioner Califf speak at the American
Diabetes Association Scientific Sessions. Dr. Califf raised several important issues about

the value of technology for addressing the epidemic of diabetes in this country that are
relevant to this initiative, including the current shortage of endocrinologists® to care for the 38
million Americans with diabetes.? We agree with his assessment that addressing this care gap
will require both integrating other types of healthcare providers and developing and deploying
evidence-based digital tools for everyone who needs them.

Proven benefits of continuous glucose monitoring

Continuous glucose monitors (CGMs) are front and center among technologies with proven
benefits for people with all types of diabetes. High quality evidence continues to confirm that
CGM is superior to self-monitoring of blood glucose (SMBG) in helping people with diabetes
monitor and improve their glycemic control, specifically in improving their time in range,
reducing glucose variability, and lowering their risk of hypoglycemia.”’~??> Further, emerging
evidence directly ties CGM use to lower risk of developing diabetic retinopathy.?® Unlike SMBG,
which requires people with diabetes to collect many fingersticks a day to monitor their
glucose, continuous glucose monitoring automatically measures glucose levels every one to
five minutes. Data shows people with diabetes using SMBG do not test as regularly as advised,
further reducing the data points available to guide management adjustments without CGM.?*

Individuals living with diabetes and their care providers can use CGMs to guide health care
decision-making. CGM data are actionable, empowering, impactful, and, thanks to continued
advances in technology, highly accurate.?*2¢ There is clear clinical consensus on the value of
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CGMs and time in range for diabetes management.?” In fact, the American Diabetes
Association’s 2024 Standards of Care clearly state that diabetes technologies should be
offered to all people with diabetes and further emphasize that CGM, specifically, should be
offered to all individuals using insulin.?® It is our hope that steps FDA is taking to incorporate
CGM metrics into drug labels will further encourage use of this essential digital tool.

In addition to value for individual patient care, there are well-established benefits and
protocols for the use of CGMs in generating clinical evidence.?? CGMs provide consistently
accurate data across participant sub-groups, while there are many confounding factors known
to undermine the accuracy of another commonly used glycemic indicator: HbAlc (A1C).3031
Specific races, health conditions, and medications have been correlated to inaccurate Alc
values.?** These biases may lead to inaccurate health information and over- or
undertreatment, worsening the very disparities this initiative seeks to disrupt. CGMs can
additionally support representative research by reducing the frequency of in-person
appointments necessary for data collection, making study participation far more accessible—
an essential element of the Home as a Health Care Hub objective. FDA has acknowledged
some of these benefits, noting CGMs provide a more comprehensive assessment of
hypoglycemia than SMBG by limiting bias as the devices do not rely on participant effort to
measure glucose but rather record all hypoglycemic events—even those that occur while
patients are sleeping or in patients with hypoglycemia unawareness.** Further, CGM data can
provide researchers with rich data on duration of hypo- and hyperglycemic events, glycemic
variability, and correlations to exercise and other data in a way not possible with SMBG or A1C-
based glycemic monitoring.

Additionally, though concerns remain about the accessibility of patient costs for CGMs, the
devices have been found to be cost-effective.**-*® While this has been long-established for type
1 diabetes,***° recent evidence suggests use of CGM may reduce diabetes-related medical
costs in people with type 2 diabetes by reducing hospital admissions, duration of hospital
stays, and therefore inpatient costs.*” A recent large analysis of data from patients with type 1
and type 2 diabetes in the Veterans Health Administration found that CGM led to reductions in
A1C, hyperglycemia, and all-cause hospitalizations, indicating the promise this tool holds for
combatting both the complications and costs described above.*

Improving CGM accessibility and integration

The clinical utility and benefits of CGMs and their metrics are now undisputed, and access is
gradually expanding. However, as Dr. Califf noted in his speech, more work needs to be done
for this technology to reach the majority of people who need them.

While we understand the Home as a Health Care Hub initiative is focused on “shifting the care
model from systems to people,” making these interventions truly supportive of health equity
will require a 360-degree approach to innovation. We urge the agency not to overlook payer
and health system-level changes that would broadly expand access. For example, working
with health systems and electronic health record companies to better integrate data from
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devices like CGMs and with payers to ensure adequate reimbursement of devices and reduced
barriers to remote care would enable more effective and equitable use of this proven
technology within the Home as a Health Care model.

A key barrier to the home becoming a health care hub is the lack of coverage and burdensome
cost-sharing that puts essential digital health technology out of reach. We know that policies
that extend coverage substantively improve access, uptake, and outcomes. When a regional
Medicaid program fully subsidized CGM, glycemic control improved and device uptake
increased in individuals with both type 1 and type 2 diabetes, with no significant differences
across racial/ethnic groups observed.®? Similarly, expansion of Medicare coverage for CGMs in
2023 was estimated to provide access to 1.5 million beneficiaries in the Medicare population,
where disparate effects of diabetes are particularly notable.>*>* We urge FDA to work closely
with the Centers for Medicare and Medicaid Services to ensure that technologies deemed safe
and effective continue to become more accessible and affordable for all beneficiaries,
particularly minoritized communities and individuals living in rural areas.

Finally, reducing barriers to telehealth care has clear health benefits, and CGM is key in
facilitating high-quality remote diabetes care. Temporary measures to broaden telehealth
access during the COVID-19 public health emergency demonstrated increased access and
improved continuity of care, particularly among Black patients.*%¢ In fact, diabetes-specific
telehealth interventions have also been shown to improve outcomes, with particular benefit
among racially-minoritized groups.®’-* CGM can be initiated remotely,* and plays a primary
role in the efficacy of continued remote diabetes care by enabling clinical review of glycemic
patterns, shared-decision making in regard to treatment adjustments, self-management skill
troubleshooting, and more.®%¢27% In order to better facilitate health care in the home, patients
must have affordable coverage of remote care, including with a broad range of practitioners, as
62% of rural counties in the United States do not have diabetes self-management education
and support.®®

Conclusion

diaTribe appreciates FDA's ongoing dedication to improving health equity and effort to center
individual patient needs through the development of the Home as a Health Care Hub initiative.
We look forward to engaging with the innovative ideas that this project will foster, and thank
you for the opportunity to share what those of us in the diabetes patient and professional
community believe to be significant opportunities and important considerations as the agency
considers the future direction of this project. If we can address any questions about these
comments or be of assistance to this initiative, please do not hesitate to contact us at
julie.heverly@diaTribe.org.

Sincerely,

o0 JA%



Jim Carroll
Chief Executive Officer
The diaTribe Foundation
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Julie Heverly
Senior Director, Time in Range Coalition
The diaTribe Foundation



The diaTribe Foundation Comments
Docket No. FDA-2024-N-2780
Home as a Health Care Hub — Stakeholder Listening Session

References

1.

10.

11.

12.

13.

Parker ED, Lin J, Mahoney T, et al. Economic Costs of Diabetes in the U.S. in 2022.
Diabetes Care. 2024;47(1):26-43. doi:10.2337/dci23-0085

CDC. National Diabetes Statistics Report. Diabetes. Published June 6, 2024. Accessed
July 16, 2024. https://www.cdc.gov/diabetes/php/data-research/index.html

Haw JS, Shah M, Turbow S, Egeolu M, Umpierrez G. Diabetes Complications in Racial and
Ethnic Minority Populations in the USA. Curr Diab Rep. 2021;21(1):2.
doi:10.1007/s11892-020-01369-x

Steiger K, Herrin J, Swarna KS, Davis EM, McCoy RG. Disparities in Acute and Chronic
Complications of Diabetes Along the U.S. Rural-Urban Continuum. Diabetes Care.
2024;47(5):818-825. d0i:10.2337/dc23-1552

Dugani SB, Wood-Wentz CM, Mielke MM, Bailey KR, Vella A. Assessment of Disparities in
Diabetes Mortality in Adults in US Rural vs Nonrural Counties, 1999-2018. JAMA Netw
Open. 2022;5(9):2232318. doi:10.1001/jamanetworkopen.2022.32318

Vigersky RA, Fish L, Hogan P, et al. The clinical endocrinology workforce: current status
and future projections of supply and demand. J Clin Endocrinol Metab. 2014;99(9):3112-
3121.d0i:10.1210/jc.2014-2257

Bolinder J, Antuna R, Geelhoed-Duijvestijn P, Kroger J, Weitgasser R. Novel glucose-
sensing technology and hypoglycaemia in type 1 diabetes: a multicentre, non-masked,
randomised controlled trial. The Lancet. 2016;388(10057):2254-2263.
doi:10.1016/S0140-6736(16)31535-5

Petrie JR, Peters AL, Bergenstal RM, Holl RW, Fleming GA, Heinemann L. Improving the
clinical value and utility of CGM systems: issues and recommendations. Diabetologia.
2017;60(12):2319-2328. d0i:10.1007/s00125-017-4463-4

Lind M, Polonsky W, Hirsch IB, et al. Continuous Glucose Monitoring vs Conventional
Therapy for Glycemic Control in Adults With Type 1 Diabetes Treated With Multiple Daily
Insulin Injections: The GOLD Randomized Clinical Trial. JAMA. 2017;317(4):379-387.
doi:10.1001/jama.2016.19976

Dunn TC, Xu Y, Hayter G, Ajjan RA. Real-world flash glucose monitoring patterns and
associations between self-monitoring frequency and glycaemic measures: A European
analysis of over 60 million glucose tests. Diabetes Res Clin Pract. 2018;137:37-46.
doi:10.1016/j.diabres.2017.12.015

Hood KK, DiMeglio LA, Riddle MC. Putting Continuous Glucose Monitoring to Work for
People With Type 1 Diabetes. Diabetes Care. 2019;43(1):19-21. doi:10.2337/dcil9-
0054

Thabit H, Prabhu JN, Mubita W, et al. Use of Factory-Calibrated Real-time Continuous
Glucose Monitoring Improves Time in Target and HbAlc in a Multiethnic Cohort of
Adolescents and Young Adults With Type 1 Diabetes: The MILLENNIALS Study. Diabetes
Care. 2020;43(10):2537-2543. d0i:10.2337/dc20-0736

Maiorino MI, Signoriello S, Maio A, et al. Effects of Continuous Glucose Monitoring on
Metrics of Glycemic Control in Diabetes: A Systematic Review With Meta-analysis of
Randomized Controlled Trials. Diabetes Care. 2020;43(5):1146-1156.
doi:10.2337/dc19-1459



14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24,

25.

26.

The diaTribe Foundation Comments
Docket No. FDA-2024-N-2780
Home as a Health Care Hub — Stakeholder Listening Session

Lee K, Gunasinghe S, Chapman A, et al. Real-World Outcomes of Glucose Sensor Use in
Type 1 Diabetes-Findings from a Large UK Centre. Biosensors. 2021;11(11):457.
do0i:10.3390/bios11110457

Kieu A, King J, Govender RD, Ostlundh L. The Benefits of Utilizing Continuous Glucose
Monitoring of Diabetes Mellitus in Primary Care: A Systematic Review. J Diabetes Sci
Technol. 2023;17(3):762-774. d0i:10.1177/19322968211070855

Beck SE, Kelly C, Price DA, COACH Study Group. Non-adjunctive continuous glucose
monitoring for control of hypoglycaemia (COACH): Results of a post-approval
observational study. Diabet Med J Br Diabet Assoc. 2022;39(2):e14739.
doi:10.1111/dme.14739

Ajjan RA, Heller SR, Everett CC, et al. Multicenter Randomized Trial of Intermittently
Scanned Continuous Glucose Monitoring Versus Self-Monitoring of Blood Glucose in
Individuals With Type 2 Diabetes and Recent-Onset Acute Myocardial Infarction: Results
of the LIBERATES Trial. Diabetes Care. 2023;46(2):441-449. doi:10.2337/dc22-1219
Jancev M, Vissers TACM, Visseren FLJ, et al. Continuous glucose monitoring in adults
with type 2 diabetes: a systematic review and meta-analysis. Diabetologia.
2024;67(5):798-810. doi:10.1007/s00125-024-06107-6

Lind N, Christensen MB, Hansen DL, Ngrgaard K. Comparing Continuous Glucose
Monitoring and Blood Glucose Monitoring in Adults With Inadequately Controlled,
Insulin-Treated Type 2 Diabetes (Steno2tech Study): A 12-Month, Single-Center,
Randomized Controlled Trial. Diabetes Care. Published online March 15, 2024:dc232194.
doi:10.2337/dc23-2194

UhLS, Choure A, Rouse B, Loblack A, Reaven P. Effectiveness of Continuous Glucose
Monitoring on Metrics of Glycemic Control in Type 2 Diabetes Mellitus: A Systematic
Review and Meta-analysis of Randomized Controlled Trials. J Clin Endocrinol Metab.
2024;109(4):1119-1131. doi:10.1210/clinem/dgad652

Beck RW, Riddlesworth T, Ruedy K, et al. Effect of Continuous Glucose Monitoring on
Glycemic Control in Adults With Type 1 Diabetes Using Insulin Injections: The DIAMOND
Randomized Clinical Trial. JAMA. 2017;317(4):371-378. d0i:10.1001/jama.2016.19975
Beck RW, Riddlesworth TD, Ruedy K, et al. Continuous Glucose Monitoring Versus Usual
Care in Patients With Type 2 Diabetes Receiving Multiple Daily Insulin Injections. Ann
Intern Med. 2017;167(6):365-374. doi:10.7326/M16-2855

Liu TYA, Shpigel J, Khan F, et al. Use of Diabetes Technologies and Retinopathy in Adults
With Type 1 Diabetes. JAMA Netw Open. 2024;7(3):e240728.
doi:10.1001/jamanetworkopen.2024.0728

Hansen MV, Pedersen-Bjergaard U, Heller SR, et al. Frequency and motives of blood
glucose self-monitoring in type 1 diabetes. Diabetes Res Clin Pract. 2009;85(2):183-188.
doi:10.1016/|.diabres.2009.04.022

Marak MC, Calhoun P, Damiano ER, Russell SJ, Ruedy KJ, Beck RW. Testing the Real-
World Accuracy of the Dexcom Gé6 Pro CGM During the Insulin-Only Bionic Pancreas
Pivotal Trial. Diabetes Technol Ther. Published online October 3, 2023.
doi:10.1089/dia.2023.0287

Bailey TS, Alva S. Landscape of Continuous Glucose Monitoring (CGM) and Integrated



27.

28.

29.

30.

31.

32.

33.

34.

35.

36.

37.

38.

39.

40.

41.

The diaTribe Foundation Comments
Docket No. FDA-2024-N-2780
Home as a Health Care Hub — Stakeholder Listening Session

CGM: Accuracy Considerations. Diabetes Technol Ther. 2021;23(S3):S-5.
doi:10.1089/dia.2021.0236

Battelino T, Danne T, Bergenstal RM, et al. Clinical Targets for Continuous Glucose
Monitoring Data Interpretation: Recommendations From the International Consensus on
Time in Range. Diabetes Care. 2019;42(8):1593-1603. doi:10.2337/dci19-0028
American Diabetes Association Professional Practice Committee. 7. Diabetes
Technology: Standards of Care in Diabetes—2024. Diabetes Care.
2023;47(Supplement_1):5126-S144. doi:10.2337/dc24-S007

Battelino T, Alexander CM, Amiel SA, et al. Continuous glucose monitoring and metrics for
clinical trials: an international consensus statement. Lancet Diabetes Endocrinol.
2023;11(1):42-57.d0i:10.1016/52213-8587(22)00319-9

Nayak AU, Singh BM, Dunmore SJ. Potential Clinical Error Arising From Use of HbAlcin
Diabetes: Effects of the Glycation Gap. Endocr Rev. 2019;40(4):988-999.
doi:10.1210/er.2018-00284

Shepard J, Airee A, Dake A, Mcfarland M, Vora A. Limitations of Alc Interpretation. South
Med J. 2015;108:724-729. doi:10.14423/SMJ.0000000000000381

Herman WH, Ma Y, Uwaifo G, et al. Differences in A1C by Race and Ethnicity Among
Patients With Impaired Glucose Tolerance in the Diabetes Prevention Program. Diabetes
Care. 2007;30(10):2453-2457. d0i:10.2337/dc06-2003

Bergenstal RM, Gal RL, Connor CG, et al. Racial Differences in the Relationship of Glucose
Concentrations and Hemoglobin Alc Levels. Ann Intern Med. 2017;167(2):95-102.
doi:10.7326/M16-2596

Karter AJ, Parker MM, Moffet HH, Gilliam LK. Racial and Ethnic Differences in the
Association Between Mean Glucose and Hemoglobin Alc. Diabetes Technol Ther.
2023;25(10):697-704. doi:10.1089/dia.2023.0153

Wolffenbuttel BHR, Herman WH, Gross JL, Dharmalingam M, Jiang HH, Hardin DS. Ethnic
Differences in Glycemic Markers in Patients With Type 2 Diabetes. Diabetes Care.
2013;36(10):2931-2936. d0i:10.2337/dc12-2711

Kim 1Y, Kim MJ, Lee DW, et al. Glycated albumin is a more accurate glycaemic indicator
than haemoglobin Alc in diabetic patients with pre-dialysis chronic kidney disease.
Nephrol Carlton Vic. 2015;20(10):715-720. doi:10.1111/nep.12508

LiQ,JuY, JinT, et al. Haemoglobin Alc measurement in patients with chronic kidney
disease. Clin Biochem. 2014;47(6):481-484. doi:10.1016/j.clinbiochem.2013.12.005
Ng JM, Cooke M, Bhandari S, Atkin SL, Kilpatrick ES. The Effect of Iron and Erythropoietin
Treatment on the AL1C of Patients With Diabetes and Chronic Kidney Disease. Diabetes
Care. 2010;33(11):2310-2313. d0i:10.2337/dc10-0917

Peacock TP, Shihabi ZK, Bleyer AJ, et al. Comparison of glycated albumin and
hemoglobin Alc levels in diabetic subjects on hemodialysis. Kidney Int.
2008;73(9):1062-1068. doi:10.1038/ki.2008.25

Sharif A, Baboolal K. Diagnostic Application of the Alc Assay in Renal Disease. J Am Soc
Nephrol. 2010;21(3):383. doi:10.1681/ASN.2010010031

Speeckaert M, Van Biesen W, Delanghe J, et al. Are there better alternatives than
haemoglobin Alc to estimate glycaemic control in the chronic kidney disease population?



42.

43.

44,

45.

46.

47.

48.

49.

50.

51.

52.

53.

The diaTribe Foundation Comments
Docket No. FDA-2024-N-2780
Home as a Health Care Hub — Stakeholder Listening Session

Nephrol Dial Transplant. 2014;29(12):2167-2177. doi:10.1093/ndt/gfu006

Mitchell K, Mukhopadhyay B. Drug-Induced Falsely Low AL1C: Report of a Case Series
From a Diabetes Clinic. Clin Diabetes Publ Am Diabetes Assoc. 2018;36(1):80-84.
doi:10.2337/cd17-0005

Misra A, Bloomgarden ZT. Discordance between HbAlc and glycemia. J Diabetes.
2018;10(12):908-910. d0i:10.1111/1753-0407.12843

U.S. Department of Health and Human Services Food and Drug Administration Center for
Drug Evaluation and Research (CDER). Diabetes Mellitus: Efficacy Endpoints for Clinical
Trials Investigating Antidiabetic Drugs and Biological Products — Draft Guidance.
Published online May 23, 2023.

Alshannaq H, Norman GJ, Lynch PM. 141-LB: Cost-Effectiveness of Real-Time
Continuous Glucose Monitoring (rt-CGM) vs. Intermittent-Scanning Continuous Glucose
Monitoring (is-CGM) from a U.S. Payer Perspective in Patients with Type 2 Diabetes on
Multiple Daily Injections of Insulin (PwT2D on MDI). Diabetes.
2023;72(Supplement_1):141-LB. doi:10.2337/db23-141-LB

Isitt 3J, Roze S, Sharland H, et al. Cost-Effectiveness of a Real-Time Continuous Glucose
Monitoring System Versus Self-Monitoring of Blood Glucose in People with Type 2
Diabetes on Insulin Therapy in the UK. Diabetes Ther. 2022;13(11-12):1875-1890.
doi:10.1007/s13300-022-01324-x

Norman GJ, Paudel ML, Parkin CG, Bancroft T, Lynch PM. Association Between Real-Time
Continuous Glucose Monitor Use and Diabetes-Related Medical Costs for Patients with
Type 2 Diabetes. Diabetes Technol Ther. 2022;24(7):520-524.
doi:10.1089/dia.2021.0525

Roze S, Isitt JJ, Smith-Palmer J, Lynch P. Evaluation of the Long-Term Cost-Effectiveness
of the Dexcom Gé6 Continuous Glucose Monitor versus Self-Monitoring of Blood Glucose
in People with Type 1 Diabetes in Canada</p>. Clin Outcomes Res. 2021;13:717-725.
doi:10.2147/CEOR.S304395

Huang ES, O’Grady M, Basu A, et al. The Cost-Effectiveness of Continuous Glucose
Monitoring in Type 1 Diabetes. Diabetes Care. 2010;33(6):1269-1274.
doi:10.2337/dc09-2042

JiaoY, Lin R, Hua X, et al. A systematic review: Cost-effectiveness of continuous glucose
monitoring compared to self-monitoring of blood glucose in type 1 diabetes. Endocrinol
Diabetes Metab. 2022;5(6):€369. doi:10.1002/edm2.369

Reaven PD, Newell M, Rivas S, Zhou X, Norman GJ, Zhou JJ. Initiation of Continuous
Glucose Monitoring Is Linked to Improved Glycemic Control and Fewer Clinical Events in
Type 1 and Type 2 Diabetes in the Veterans Health Administration. Diabetes Care.
2023;46(4):854-863. doi:10.2337/dc22-2189

Ni K, Tampe CA, Sol K, Richardson DB, Pereira RI. Effect of CGM Access Expansion on
Uptake Among Patients on Medicaid With Diabetes. Diabetes Care. 2023;46(2):391-398.
doi:10.2337/dc22-1287

Galindo R3J, Parkin CG, Aleppo G, et al. What’s Wrong with This Picture? A Critical Review
of Current Centers for Medicare & Medicaid Services Coverage Criteria for Continuous
Glucose Monitoring. Diabetes Technol Ther. 2021;23(9):652-660.



54.

55.

56.

57.

58.

59.

60.

61.

62.

63.

64.

65.

66.

The diaTribe Foundation Comments
Docket No. FDA-2024-N-2780
Home as a Health Care Hub — Stakeholder Listening Session

doi:10.1089/dia.2021.0107

MCT2D | Medicare and Medicaid Expand Coverage to CGMS in 2023. Accessed July 18,
2024. https://www.mct2d.org/news/medicare-and-medicaid-expand-coverage-to-
cgms-in-2023

The Future of Telehealth After COVID-19 | Bipartisan Policy Center. Accessed July 18,
2024. https://bipartisanpolicy.org/report/future-of-telehealth/

Campos-Castillo C, Anthony D. Racial and ethnic differences in self-reported telehealth
use during the COVID-19 pandemic: a secondary analysis of a US survey of internet users
from late March. J Am Med Inform Assoc JAMIA. 2021;28(1):119-125.
doi:10.1093/jamia/ocaa221

Anderson A, O’Connell SS, Thomas C, Chimmanamada R. Telehealth Interventions to
Improve Diabetes Management Among Black and Hispanic Patients: a Systematic Review
and Meta-Analysis. J Racial Ethn Health Disparities. 2022;9(6):2375-2386.
doi:10.1007/s40615-021-01174-6

Raymond JK, Reid MW, Fox S, et al. Adapting home telehealth group appointment model
(CoYoT1 clinic) for a low SES, publicly insured, minority young adult population with type
1 diabetes. Contemp Clin Trials. 2020;88:105896. d0i:10.1016/j.cct.2019.105896
Woodhouse AG, Orvin C, Rich C, Crosby J, Keedy CA. Diabetes outcomes before and
during telehealth advancements surrounding COVID-19. J Am Pharm Assoc.
2022;62(1):214-217. d0i:10.1016/j.japh.2021.09.011

Danne T, Limbert C, Puig Domingo M, et al. Telemonitoring, Telemedicine and Time in
Range During the Pandemic: Paradigm Change for Diabetes Risk Management in the
Post-COVID Future. Diabetes Ther. 2021;12(9):2289-2310. doi:10.1007/s13300-021-
01114-x

Gal RL, Cohen NJ, Kruger D, et al. Diabetes Telehealth Solutions: Improving Self-
Management Through Remote Initiation of Continuous Glucose Monitoring. J Endocr Soc.
2020;4(9):bvaa076. doi:10.1210/jendso/bvaa076

Underwood P, Hibben J, Gibson J, DiNardo M. Virtual visits and the use of continuous
glucose monitoring for diabetes care in the era of COVID-19. J Am Assoc Nurse Pract.
2022;34(3):586. doi:10.1097/3XX.0000000000000659

Garg S, Norman GJ. Impact of COVID-19 on Health Economics and Technology of
Diabetes Care: Use Cases of Real-Time Continuous Glucose Monitoring to Transform
Health Care During a Global Pandemic. Diabetes Technol Ther. 2021;23(S1):S-15.
doi:10.1089/dia.2020.0656

Tanenbaum ML, Ngo J, Hanes SJ, et al. ONBOARD: A Feasibility Study of a Telehealth-
Based Continuous Glucose Monitoring Adoption Intervention for Adults with Type 1
Diabetes. Diabetes Technol Ther. 2021;23(12):818-827. d0i:10.1089/dia.2021.0198
Hohendorff J, Czupryniak L, Dzida G, et al. Novel methods of continuous glucose
monitoring and telehealth in the improvement of diabetes care: a narrative review. Arch
Med Sci AMS. 2021;19(3):757-764. doi:10.5114/aoms/139025

CDC. Diabetes Self-Management in Rural America as a Public Health Issue. Rural Health.
Published July 8, 2024. Accessed July 16, 2024. https://www.cdc.gov/rural-
health/php/public-health-strategy/public-health-considerations-for-diabetes-self-

10



The diaTribe Foundation Comments
Docket No. FDA-2024-N-2780
Home as a Health Care Hub — Stakeholder Listening Session

management-education-and-support-in-rural-america.html

11



