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Insulin Patch, IL Medicaid Only

PRODUCTS AFFECTED
CeQur Simplicity 2U (injection device for insulin), CeQur Simplicity Inserter

COVERAGE POLICY

Coverage for services, procedures, medical devices and drugs are dependent upon beneéfit eligibility as
outlined in the member's specific benefit plan. This Coverage Guideline must be read in'its entirety to
determine coverage eligibility, if any. This Coverage Guideline provides information related to coverage
determinations only and does not imply that a service or treatment is clinically appropriate or inappropriate.
The provider and the member are responsible for all decisions regarding the appropriateness of care.
Providers should provide Molina Healthcare complete medical rationale when requesting any exceptions to
these guidelines.

Documentation Requirements:

Molina Healthcare reserves the right to require that additional documentation be made available as part of
its coverage determination; quality improvement; and fraud; waste and abuse prevention processes.
Documentation required may include, but is not limited to, patient records, test results and credentials of
the provider ordering or performing a drug or service. Molina Healthcare may deny reimbursement or take
additional appropriate action if the documentation provided does not support the initial determination that
the drugs or services were medically necessary, not.investigational or experimental, and otherwise within
the scope of benefits afforded to the member, and/or the documentation demonstrates a pattern of billing
or other practice that is inappropriate or excessive.

DIAGNOSIS:
Insulin dependent diabetes (type 1 or type 2)

REQUIRED MEDICAL INFORMATION:

This clinical policy is consistent with standards of medical practice current at the time that this clinical
policy was approved. If a drug within this policy receives an updated FDA label within the last 180 days,
medical necessity for the member will be reviewed using the updated FDA label information along with
state and federal requirements, benefit being administered and formulary preferencing. Coverage will be
determined on a case-by case basis until the criteria can be updated through Molina Healthcare, Inc.
clinical governance. Additional information may be required on a case-by-case basis to allow for
adequate review.

A. ALLINDICATIONS:

1. Member must have a diagnosis of type 1 diabetes mellitus or type 2 diabetes mellitus.
AND

2. Member must be using insulin.
[Note: CeQur Simplicity insulin delivery patch is intended for use with U-100 insulins only
(Insulin Lispro or Insulin Aspart)]
AND

3. Provider attests that the member has received training on the use of the CeQur Simplicity
insulin delivery patch.
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CONTINUATION OF THERAPY:
1. Member meets initial criteria.

DURATION OF APPROVAL.:
Initiation and Continuation: 12 Months

PRESCRIBER REQUIREMENTS:

Prescribed by or in consultation with an endocrinologist or nurse practitioner/physician assistant working
with an endocrinologist. Other prescribers, e.g., PCPs, must consult with an endocrinologist or nurse
practitioner/physician assistant working with an endocrinologist.

AGE RESTRICTIONS:
Minimum age: 21 years of age

QUANTITY LIMITS:
10 patches/30 days

PLACE OF ADMINISTRATION:
The recommendation is that disposable devices in this policy will be for pharmacy benefit coverage and
patient self-administered.

DRUG INFORMATION

ROUTE OF ADMINISTRATION:
Subcutaneous

DRUG CLASS:
Injection device for insulin

FDA-APPROVED USES:
CeQur Simplicity is intended for subcutaneous, bolus delivery of insulin for the management of diabetes
mellitus in adults requiring insulin.

COMPENDIAL APPROVED OFF-LABELED USES:
None

BACKGROUND AND OTHER CONSIDERATIONS

BACKGROUND:

It is estimated by the WHO that there are 463 million people living with diabetes worldwide. Given
that there are many long-term complications of uncontrolled diabetes, many new medications and
devices are being researched. While there are already disposable injectable insulin pens, as well as
otherinsulin'delivery devices, there is always a concern of proper patient education and
comprehension when self-dosing insulin. Keeping track of carbohydrates and adjusting insulin
dosing based on blood glucose levels are all factors that must be taken into consideration by
patients who manage their diabetes. There has been a lot of reform recently regarding emphasis on
patient education with injection technique, site rotation, nutrition information, and calculating insulin
dosing, however the patient must be willing to follow through with these steps in order to best
manage their diabetes and to maintain a healthy lifestyle. New technology has alleviated some of
the burden when it comes to keeping track of blood glucose numbers, calculating insulin doses, and
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monitoring carbohydrate intake, however there is still much that the patient is responsible for.

CeQur Simplicity is a wearable insulin patch cleared for use in adults 21 years of age and older with
type 1 or type 2 diabetes. The patches are single use, for up to 3 day wear. Patches hold 200 units
of rapid acting insulin that can be dispensed in 2 unit increments on demand for mealtime needs
and bolus correction. CeQur is intended for use with Humalog and Novolog U-100 insulin. The
CeQur Simplicity system does not have a tracking mechanism within the dispensing patch. The
insulin patch does not provide basal insulin coverage.

Study 1 compared CeQur patch with NovoLog FlexPen using aspart insulin. Study was a
randomized, multicenter, open-label, parallel, two arm interventional study to compare the efficacy,
safety, and self- reported outcomes in adults with type 2 diabetes on basal insulin therapy who
initiated and managed mealtime insulin therapy using an algorithm-based weekly insulin dose
titration. The study enrolled 278 patients aged 22-75 years. The study was conducted
internationally. Patients were randomized to patch or pen for 44 weeks, then crossed over to the
other treatment arm for 4 weeks to evaluate patient preference of the devices. The primary endpoint
was change in HbA1c from baseline to week 24, assessing for noninferiority of the patch to the pen.
The change in HbA1c from baseline to week 24 was statistically significant in both arms and the
patch met non-inferiority thresholds. Improvement in glycemic control was maintained through week
44 of the study. Safety was comparable in each arm and not-significantly different.

Study 2 is a substudy of Study 1 that used DexCom G4 CGMin 97 individuals to review glucose
time-in- target range (70-180 mg/dL) in patch versus pen utilizers: There was a significant
improvement (p<0.0001) in A1c and all CGM metrics at week 24, but no difference between groups.

CONTRAINDICATIONS/EXCLUSIONS/DISCONTINUATION:
NONE

OTHER SPECIAL CONSIDERATIONS:
1. The following conditions may occur while using CeQur:
a. Hypoglycemia
b. Hyperglycemia
c. Diabetic Ketoacidosis (DKA)
d. Skin Infections

2. CeQur has been tested by the manufacturer and found to be safe for use with Insulin Lispro (rDNA Origin)
and Insulin Aspart (rDNA Origin). CeQur is NOT intended for use with mixed insulin (e.g. Novolog 70/30
— Insulin Aspart/Insulin Aspart Protamine, Humalog 75/25 - Insulin Lispro/Insulin Lispro Protamine).

AVAILABLE DEVICES

CeQur Simplicity 2U DEVI
CeQur Simplicity Inserter MISC

REFERENCES

1. lllinois Medicaid Preferred Drug List; Effective March 13, 2025.

2. lllinois HFS Drugs with Stipulated PA Language per Contract for MCOs 03.01.2025.
3. CeQur Simplicity User Guide: https://myceqursimplicity.com/wp-content/uploads/User-Guide.pdf
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Clinical Pharmacology [Internet]. Elsevier. c2025- [cited March 2025]. Available at:
http://www.clinicalpharmacology.com
Dreon, D., Hannon, T., Cross, B., Carter, B., Mercer, N., & Nguyen, J. et al. (2018). Laboratory
and Benchtop Performance of a Mealtime Insulin-Delivery System. Journal Of Diabetes Science
and Technology, 12(4), 817-827. doi: 10.1177/1932296818760633
Bergenstal, R., Peyrot, M., Dreon, D., Aroda, V., Bailey, T., & Brazg, R. et al. (2019).
Implementation of Basal-Bolus Therapy in Type 2 Diabetes: A Randomized Controlled Trial
Comparing Bolus Insulin Delivery Using an Insulin Patch with an Insulin Pen. Diabetes
Technology & Therapeutics, 21(5), 273- 285. doi: 10.1089/dia.2018.0298
Johnson, M., Dreon, D., Levy, B., Richter, S., Mullen, D., & Bergenstal, R. (2018). Comparing
Patch vs. Pen Bolus Insulin Delivery in Type 2 Diabetes Using Continuous Glucose Monitoring
Metrics and Profiles. Diabetes, 67(Supplement_1). doi: 10.2337/db18-73-Ib
Pharmacologic Approaches to Glycemic Treatment: Standards of Care in Diabetes — 2023.
Diabetes Care 2023; 46 (Suppl. 1): S140-S157. https://doi.org/10.2337/dc23-S009
Diabetes Technology: Standards of Care in Diabetes — 2024. Diabetes Care 2024; 47 (Suppl. 1):
S126- S144. https://doi.org/10.2337/dc24-S0097
SUMMARY OF REVIEW/REVISIONS DATE
New criteria creation 03/2025
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