| am Andrew Ahmann. | am a Professor of Medicine at OHSU and Director of the Harold Schnitzer
Diabetes Health Center that serves about 7500 individuals with diabetes. | want to submit written
testimony supporting the use of continuous glucose monitoring (CGM) in type 2 diabetes for those on
insulin.

| have been active in diabetes specialty care emphasizing intensive therapy of type 1 (T1D) and type 2
diabetes (T2D) for over 35 years. The use of CGM has made more difference in treatment effectiveness
and safety than any other modality during that time for those using insulin. Self-management of
diabetes is critical as patients make therapeutic decisions multiple times each day. For patients with
type 1 diabetes the use of CGM is well recognized as the standard of care. In the most recent update on
the most respected diabetes standards of care, the American Diabetes Association now recommends
CGM for all patients using basal insulin alone or in combination with meal insulin (Diabetes Care 2023;
46, Suppl 1: S114.

CGM has been shown to improve glucose control (Time in Range and A1C) with a relative reduction of
hypoglycemia and glucose variability. These factors are very important in T1D but possibly even more
important in type 2 diabetes where patients are at risk for more severe consequences of hypoglycemia
(cardiac arrhythmias, falls with fractures, worsening cognitive function) than is typical in younger T1D
patients. While the glucose reductions may be greater with use of CGM in T1D, the improvements in
T2D are nevertheless significant. Although the tools for determining patient reported outcomes are
inconsistent, almost every study show patients prefer CGM and show some objective evidence of
improved quality of life.

On a practical basis, two points are particularly relevant for the discussion of CGM approval for T2D
Medicaid patients in Oregon: (1) Most commercial insurances cover CGM now for those with T2D on
insulin as does Medicare. This emphasizes not only the general conviction that this tool is beneficial but
also casts a focus on issues of equity. There is good evidence that this technology is effective across a
spectrum of socioeconomic groups and many of those on Medicaid are disproportionately affected by
the burden of diabetes both in terms of prevalence and consequences of poor control or hypoglycemia.
They should not be left behind. (2) Just consider that we have all learned the benefit of technology that
we could not have imagined 20 years ago. Almost everyone would utilize a GPS navigation app if they
were traveling into a large city. We have all become comfortable with this tool to increase safety,
reduce time and reduce the stress of the commute. That is what CGM does for those with any form of
diabetes where the challenges of insulin therapy are seldom adequately monitored by using painful
fingersticks using a separate meter and requiring extra time, inconvenience and social anxiety.

| will leave the review of important trials such as the DIAMOND trial and the MOBILE Study to the HERC
committee. At this point | simply want to endorse the proposed guidance the HERC rendered for use of
CGM in Type 2 Diabetes. |think they are practical, evidence based and address a need for this
population that is their own medical provider 99.9% of the time with an enormous burden added to the
typical burden of everyday life with which we are all familiar.

Thank you for your serious consideration of this topic.

Andrew Ahmann, MD
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To whom it may concern,

I am writing in full support of coverage of continuous glucose monitoring for patients who need daily
insulin injection, or at high risk of hypoglycemic events due to their age and strong hypoglycemic
(low blood sugar causing) medications.

This technology is life changing, improves outcomes, reduces the overall discomfort and disease
burden, and improves daily experiences of diabetes management for persons with diabetes. It
provides information about blood glucose patterns that are otherwise missed (consider getting
0.06% versus 100% of the data — that’s the difference between the standard of care of one glucose
check in the morning versus CGM). The technology is literally revolutionary.

Additionally it is supported by evidence and by the 2023 American Diabetes Association guidelines.

| applaud OHA for considering the acceptance of this life changing technology.
Please let me know what question you have.

Warm regards,

April Von Allmen, PharmD, BCACP

Clinical Pharmacist



mailto:HERC.Info@odhsoha.oregon.gov
https://aka.ms/LearnAboutSenderIdentification

American
Diabetes
. Association.

Connected for Life

April 20, 2023
Dear Members of the Evidence-based Guidelines Subcommittee:

[ am writing on behalf of the American Diabetes Association (ADA), the nation’s largest voluntary health
organization concerned with the health of people with diabetes. An estimated 37 million Americans and
nearly 306,000 individuals in Oregon have diabetes?, a chronic illness that requires continuing medical care
and ongoing patient self-management to prevent acute complications and reduce the risk of long-term
complications, such as blindness, amputation, kidney failure, heart attack, and stroke.

Advances in treatments, including continuous glucose monitoring (CGM), have been shown to be effective
tools in diabetes management and the prevention of tragic and costly complications associated with the
disease. Unfortunately, there continue to be gaps in access to CGM and other technologies among under-
served populations, including - and perhaps most acutely - in the Medicaid population. ADA recommends
you implement measures to broaden access for people with diabetes to these technologies that will enable
them to better manage their diabetes, and which may result in fewer adverse health outcomes, disability, or
premature deaths.

The ADA appreciates the work that the committee has done to review access to continuous glucose monitors.
We support the recommendation to expand access for CGMs to people with type 2 and gestational diabetes
who are on insulin. This recommendation is in line with similar legislation, House Bill 3380, being
considered this legislative session and we are actively advocating for ways and means committee to support
the legislation and ensure patients have access to the technology that they need. We encourage the
committee to take steps to implement the draft proposal quickly so people with diabetes can begin to access
this life-saving technology.

The ADA respectfully urges the committee to take extra care to avoid making choices that would limit access
for people with diabetes to CGM or any technology that those individuals and their doctors believe is most
appropriate to manage their diabetes. ADA’s 2022 Standards provide that the choice of technology should be
individualized based on patient’s needs, desires, skill level, and availability of devices. These are
determinations that should be made by a patient in conjunction with their health care provider.2

The American Diabetes Association appreciates the opportunity to submit comments for your consideration
and looks forward to working with you to implement measures aimed at increasing access to CGMs to
Medicaid beneficiaries in Oregon.

Should you have any questions regarding these comments, please contact me at

Sincerely,

Carissa Kemp
Director of State Government Affairs

1 http://main.diabetes.org/dorg/docs/state-fact-sheets/ADV_2020_State_Fact_sheets_OR.pdf
2 https://diabetesjournals.org/care/article/46/Supplement_1/S111/148041/7 -Diabetes-Technology-Standards-of-Care-in
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4/20/2023 (2:00-5:00 pm) Evidence-based Guidelines Subcommittee (EbGS)
(Deadline 4/18/2023, by noon pacific time)

Hello, My name is Jessi Ortiz and I am a Nurse Practitioner who manages a care
team called the Salud program at One Community Health in Hood River — our focus
is diabetes education, prevention and comprehensive care. We work primarily with
patients who are low income, undocumented or have Medicaid or state insurance —
out of pocket costs for CGM blood glucose monitoring is completely cost
prohibitive to our patients unless it were covered by insurance or grant funding. |
am writing to you in written testimony for the use of CGMs for diabetics with type
IT diabetes who are currently using insulin or who have documented severe low
blood glucose events. The use of CGMs for the above scenarios is well established
best practice for those managing diabetes due to frequent monitoring needs of blood
glucose. Having a CGM significantly reduces low blood glucose events because the
trend of low blood glucoses can be stopped before they are critically low. CGMs are
also extremely easy to use once training has been completed for patients and they
are less painful and invasive than frequent finger pokes for monitoring BG. For
patients who use insulin or have frequent low BG events the reality is they have
more knowledge of their current blood glucose with a CGM because they utilize
this tool with far greater frequency than finger pokes. Increasing access to CGMs in
type II diabetics will help reduce the wide care gap that is present for many patients
who are insulin dependent and require frequent monitoring of their blood glucoses.
CGMs effectively help patients decrease adverse events when using insulin or
managing low blood glucoses, and helps inform their healthcare provider of their
current BG control and medication needs. We had a grant funded CGM cohort
within our Salud program this past year which provided free CGMs for diabetic
patients to continually monitor their BG while managing their diabetes with insulin
or oral therapy — patients reported significant improvements in their knowledge of
their diabetes, began to correlate specific foods and diet changes with their blood
glucose trends, were able to reduce hypoglycemic events and objectively reduced
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their A1Cs across the board. After the trial, none of these patients were able to
afford the sensor replacements of the CGMs — it simply was not sustainable
financially for them — but the benefits were incredible and anyone who saw this
small cohort from start to finish would agree that use of CGMs in type II diabetic
patients was necessary for improving the care and knowledge of these patients.

Jessi Ortiz (Pinnock) FNP
Salud Manager
One Community Health

This email and any files transmitted with it are confidential and intended solely for the use of
the individual or entity to whom they are addressed. If you have received this email in error
please notify the system manager. This message contains confidential information and is
intended only for the individual named. If you are not the named addressee you should not
disseminate, distribute or copy this e-mail. Please notify the sender immediately by e-mail if
you have received this e-mail by mistake and delete this e-mail from your system. If you are
not the intended recipient you are notified that disclosing, copying, distributing or taking any
action in reliance on the contents of this information is strictly prohibited.
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To whom it may concern,

| am writing in support of the proposed coverage criteria for continuous glucose monitoring (CGM)
in individuals with type 2 diabetes. | am a clinical pharmacist specializing in diabetes care at Virginia
Garcia Memorial Health Center, a local FQHC. | routinely prescribe continuous glucose monitoring
for my patients with type 2 diabetes, in accordance with the recommendations published in the
American Diabetes Association Standards of Care in Diabetes, 2023 (Diabetes Care December 2022,
Vol.46, 5111-S127. doi:https://doi.org/10.2337/dc23-S007). With the recent revision of Medicare
coverage criteria to include individuals with type 2 diabetes using at least 1 daily injection of insulin,
many of my patients have become newly eligible for this important monitoring technology, and |
have witnessed significant improvements not only in objective measures of disease control such as
Alc, but also in quality of life, care engagement and medication adherence. Many of the patients |
serve face tremendous barriers to accessing care and experience the impact of health disparities.
Many of these individuals work in the agriculture industry and daily engage in physically strenuous
activities which increase their risk for hypoglycemia (low blood sugar) especially if they are taking
insulin. Having access to a continuous glucose monitor can provide potentially life-saving alerts to a
farmworker or construction worker who is experiencing critically low blood sugar in the middle of
their workday. Moreover, the long work hours that many of these individuals face, with limited
breaks, makes frequent self-monitoring of blood glucose not feasible and nearly impossible. Yet,
current coverage of CGM by many payers continues to require evidence that patients are self-
monitoring their blood glucose at least 4 times per day. | applaud the subcommittee’s proposed
revision of the coverage criteria, based on compelling evidence, to include patients with type 2
diabetes using at least 1 daily insulin injection, without additional requirements for frequent self-
monitoring of blood glucose. While this change represents an increased investment of healthcare
resources, | believe it will help to improve diabetes outcomes, reduce future healthcare costs, and
begin to address health disparities faced by many Oregonians.

Regards,
Edward Saito

Edward M. Saito, PharmD, BCACP
Clinical Pharmacist
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April 18, 2023

Oregon Health Authority

Health Evidence Review Commission (HERC)
500 Summer Street NE, E-20

Salem, OR 97301

Dear HERC Members:

On behalf of Dexcom, Inc., | am writing to provide comments regarding HERC's Coverage Guidance for
Continuous Glucose Monitoring (CGM) for Type 2 Diabetes (T2D). We have two requests for the
Committee’s consideration: 1) broadening coverage to all insulin-treated people with T2D as well as
individuals with T2D and problematic hypoglycemia; 2) considering outcomes beyond HbAlc when
evaluating the benefits of CGM in people with T2D and gestational diabetes mellitus (GDM).

1. Broadening Coverage in Type 2 Diabetes

We applaud HERC's decision to recommend CGM coverage for individuals with T2D who are receiving
daily insulin but disagree that coverage should be restricted to individuals with high HbA1c (>8%),
severe hypoglycemia, or hypoglycemia unawareness. Evidence supporting the benefits of CGM in
people with insulin-treated T2D has shown that CGM provides important benefits regardless of
treatment regimen.?3*58 |n addition, although the greatest impact of CGM is on T2D individuals with
the worst baseline glycemic control, benefits are apparent across the range of baseline glycemic
control.”® Because benefits of CGM may be experienced by all insulin-treated people with T2D, CGM
coverage should not be restricted to people with poor baseline glycemic control.

Consistent with this evidence, in April 2023, CMS announced a policy change that will expand coverage
of CGM to all insulin-using individuals with T2D and all individuals with T2D with a history of
problematic hypoglycemia, regardless of treatment regimen.® Similarly, current American Diabetes
Association Standards of Care strongly recommend that real-time CGM be offered for diabetes
management in adults with diabetes on intensive insulin therapy or basal insulin therapy, and state
that “access to CGM devices should be considered from the outset of the diagnosis of diabetes that
requires insulin management” to allow for close tracking of glucose levels with adjustments of insulin
dosing and lifestyle modifications and remove the burden of frequent fingerstick blood glucose
monitoring (BGM).X° In addition, the American Association of Clinical Endocrinology (AACE)
recommends CGM for all people with T2D who are treated with insulin therapy or who have high risk
for hypoglycemia and/or with hypoglycemia unawareness.”*!

To align with current evidence, CMS policy, and clinical guidelines, we believe HERC should broaden its
recommendation to include all individuals with T2D who are on any insulin regimen as well as all
individuals with T2D who experience problematic hypoglycemia. Expanding access to CGM in people
with T2D, including Medicaid beneficiaries who have worse glycemic control, experience more barriers
to care (including access to and coverage of CGM), and experience more acute- and long-term
complications related to diabetes,'>'*4 should help state Medicaid agencies’ efforts to address health
disparities.’®


http://www.dexcom.com/

2. Considering Outcomes Beyond HbA1c for Patients with Type 2 Diabetes and GDM

We encourage HERC to consider outcomes beyond HbA1lc, including time in range (TIR), quality of life,
and acute diabetes-related complications. A growing body of evidence demonstrates that CGM-derived
metrics have added value in clinical, research, and regulatory settings beyond the accepted gold
standard of HbAlc. There has been an emerging consensus that proportion of TIR would be a suitable
alternative to the use of HbA1c in clinical research®'1® because TIR is correlated with long-term
microvascular and macrovascular complications to the same or greater extent as HbA1c.192021,22.23.24 |
addition, many studies have demonstrated that CGM contributes to improved diabetes-related quality
of life for people with diabetes and caregivers.?>?627.28:29.30 Einally, large real-world observational
studies have consistently shown that use of CGM reduces the incidence of acute diabetes-related
complications. 31,3233

Currently, HERC recommends coverage of CGM in individuals with GDM on daily insulin, noting that
benefits of CGM on HbA1c have not been demonstrated in non-insulin-treated GDM patients. We ask
the Committee to consider additional outcomes, especially TIR, shown to be associated with improved
pregnancy outcomes. A strong body of research has shown that TIR is associated with neonatal and
maternal outcomes.3*3® In addition, adherence to blood glucose monitoring (BGM) recommendations
is associated with neonatal outcomes.?**¢ For every 10% increase in adherence to testing
recommendations, the odds of Cesarean delivery, neonatal hypoglycemia, and large for gestational age
fetuses decreases by 15-20%.3¢ Although many women with GDM are highly motivated, poor
compliance with BGM recommendations is common with only 62% of patients performing at least 80%
of the required daily BGM tests.?” Broader access to CGM would help address the problem of poor
adherence to BGM recommendations in women with GDM and align with current guidelines that state
that CGM may be recommended for women with GDM who are not on insulin therapy.3®

Thank you for reviewing our comments and for your consideration. We look forward to working with
the State of Oregon to help ensure that the most vulnerable populations have access to technologies
they need to successfully manage their diabetes while reducing costs for the state. Please reach out
if you have any questions or need additional information.

Sincerely,
frnee 7'%4/
Renee Taylor MS, RD, BC-ADM, CDCES

Director, Medical Science
Dexcom, Inc.
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April 18, 2023

To: Health Evidence Review Commission’s Evidence-based Guideline Subcommittee
Dear Members of the Guideline Subcommittee,

| am the Chief Medical Officer of Medtronic Diabetes with a long academic background
(Walter Reed National Military Medical Center where | founded its Diabetes Institute in 2001)
prior to joining Medtronic. On behalf of Medtronic, | am writing to respectfully recommend
the omission of two listed criteria on the expanded continuous glucose monitoring (CGM)
coverage scope statement for people who have type 2 diabetes (question 1, page 28 of
EbGS Meeting Materials):

e Option B.: Uses the CGM 50% or more of the time by their first follow-up visit
e Option C.a.: Baseline HbA1c levels greater than or equal to 8%

Option B: Medtronic recommends that the criteria of 50% use of CGM be omitted from
the coverage statement:

There is both a clinical and an administrative reason for this recommendation. Clinically, it is
clear that CGM is a powerful behavior modification tool. In the RCT done by my group at
Walter Reed Army Medical Center (Vigersky RA et al. Diabetes Care 2012; 35: 32-38), two-
thirds of the subjects were on oral agents and one-third were with orals plus basal insulin.
The study protocol specified that subjects wear real-time CGM for four sequential periods of
2 weeks on and 1 week off, and then not wear CGM for the next nine months. The study
participants achieved clinically and statistically significant improvement in HbA1c at three (-
0.5%) and twelve months (-0.6%) compared to the control group suggesting that continuous
use of CGM is not necessary to improve glycemic outcomes. Of note is that these subjects
were followed by their primary care providers and not the study staff or endocrinologists. A
recent RCT by Moon SJ et al. (Diab Obes Metab 2022; https://doi.org/10.1111/dom.14852)
in non-insulin treated subjects with type 2 diabetes demonstrated that there was a 0.6%
improvement in HbAlc after either one or two one-week use of real-time CGM.

From an administrative standpoint, patients are seen roughly every three months to evaluate
their treatment plans and assess changes, if needed. If the intent of HERC/EbGS including
this requirement is to decrease the risk of overutilization and/or fraudulent use with Medicaid
funds, please reference CMS LCD L33822 which states “every six (6) months following the
initial prescription of the CGM, the treating practitioner conducts an in-person or Medicare-
approved telehealth visit with the beneficiary to document adherence to their CGM regimen
and diabetes treatment plan.” CMS does not require a percentage of utilization be
documented to provide continued medical authorization, but rather relies upon



documentation of adherence or non-adherence with using the CGM and treatment plan. The
timing of a patient’s 1 follow-up visit post-CGM implementation and training requires
starting date documentation (CGM training can be performed by the office, self-instructed, or
manufacturer-led) and assessing the number of viable CGM wear days. This adds additional
burden to the healthcare provider and may divert attention from more clinically related
matters during the follow-up visit. Medtronic recommends adopting CMS's LCD policy.

Option C.a. Medtronic recommends that an HbA1c levels greater than or equal to 8%
be omitted from the coverage statement:

The minutes from the HERC/EbGS report of February 2, 2023, comprehensively document
the recommendations for CGM use in people with type 2 diabetes from professional
societies and criteria from other payers in Table 9 and related text. None of the three major
professional societies in the diabetes space endorse an HbA1c threshold below which they
do not recommend the use of CGM in persons with type 2 diabetes: the American Diabetes
Association, the American Association of Clinical Endocrinology, nor the Endocrine Society.
In addition, CMS, two Medicaid programs, other U.S. payers, and NICE have not established
HbA1c criteria for use of CGM in type 2 diabetes in those on intensive insulin therapy and on
basal insulin. All these organizations have done exhaustive evaluations of the risks vs. benefits
of CGM in the type 2 diabetes population so it is unclear why the EbGS is proposing to
institute an HbA1c threshold while these others have not.

We appreciate the opportunity to provide these recommendations to better align the
proposed policy with the current universe of coverage for CGM in the population of people
with type 2 diabetes. Should you have questions or require further information, please

contact me at robert.a.vigersky@medtronic.com or 202-394-5395 (mobile).

Respectfully,

Robert A. Vigersky, M.D.

@&—Svﬁ m

Chief Medical Officer, Global Medical and Clinical Affairs

Past-President, Endocrine Society

Professor of Medicine, Uniformed Services University of the Health Sciences
Colonel (retired), U.S. Army Medical Corps
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