MEDICATION POLICY:

Disposable Insulin Delivery Systems V?Ventegra@’
Generic Name: N/A Preferred: Omnipod® 5, Omnipod DASH®
Applicable Devices: Omnipod® 5, Omnipod Non-preferred: Omnipod Go, Twiist, V-GO

DASH®, Omnipod Go, Twiist, V-GO V-GO Date of Origin: 9/2/2022

Date Last Reviewed / Revised: 12/9/2025

PRIOR AUTHORIZATION CRITERIA
(May be considered medically necessary when criteria | to IV are met)

l. Documented diagnosis of one of the following A or B AND must meet criteria listed under
applicable diagnosis:

A. Diagnosis of type 1 diabetes mellitus
B. Diagnosis of type 2 diabetes mellitus and the following criteria 1 or 2 is met:

1. Documentation of adherence to multiple daily injections of insulin (ie, basal and
bolus insulin) for at least 6 months and treatment requires both a and b:

a) Frequent self-adjustments of insulin dose based on glucose measurements
and carbohydrate counting

b) Atleast 4 self-monitoring of blood glucose (SMBG) tests per day or is using a
continuous glucose monitor (CGM)

2. Documentation of suboptimal glycemic control while adherent to multiple daily
injections of insulin with at least 1 of the following symptoms or conditions:

a) Glycosylated hemoglobin level (HbAlc) > 7%

b) Recurrent hypoglycemia, recurrent nocturnal hypoglycemia, and/or
hypoglycemia unawareness

c) Dawn phenomenon with fasting glucose levels exceeding 200 mg/dL
d) History of severe glycemic excursions

Il. Request is for a device with the appropriate FDA labeling, or its use is supported by current
clinical practice guidelines. Refer to Table 1 for FDA-approved indications.

M. Refer to the plan document for the list of preferred products. If the requested agent is not
listed as a preferred product, must have documented treatment failure or contraindication to
the preferred product(s).

EXCLUSION CRITERIA

e Patients not using a CGM who are unable to perform at least 4 SMBG tests per day.

QUANTITY / DAYS SUPPLY RESTRICTIONS

e Omnipod 5
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e 1 Infro Kif or 1 controller device per 4 years
e 15 pods per 30 days
e  Omnipod DASH
¢ 1 Intfro Kit or 1 Personal Diabetes Manager device per 4 years
e 15 pods per 30 days
e Omnipod Go
e 10 per 30 days
e Twiist
e | Starter kit per 2 years
e 1 Refill Kit per 30 days
e 1 Refill Kit/Infusion Set per 30 days
e V-GO
e 30 per 30 days

APPROVAL LENGTH

e Auvuthorization: 1 year

¢ Re-Authorization: 1 year, with updated progress notes documenting adherence to prescriber
follow-up visits, proper and adherent device use, and a positive response to therapy
compared to baseline (eg, decrease in HbAlc, reduced frequency of severe hypoglycemia
episodes, increased time in range and/or decreased time below range, decrease in ER visits,
etc.)

APPENDIX
Table 1. FDA indications for disposable insulin delivery systems.

Type 1 Diabetes Mellitus  Type 2 Diabetes Mellitus Minimum Age

Omnipod 5 v v (18 years minimum) 2 years
Omnipod DASH v v N/A

Omnipod Go v 18 years
Twiist v 6 years
V-GO v v 21 years
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DISCLAIMER: Medication Policies are developed to help ensure safe, effective and appropriate use of selected
medications. They offer a guide to coverage and are not infended to dictate to providers how to practice medicine. Refer
fo Plan for individual adoption of specific Medication Policies. Providers are expected to exercise their medical judgement
in providing the most appropriate care for their patients.
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