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Blue Shield of California Promise Health Plan is an independent licensee of the Blue Shield Association

inclisiran (Leqvio)

Medical Benefit Drug Policy
Place of Service
Home Infusion Administration
Infusion Center Administration
Office Administration
Outpatient Facility Administration
Drug Details

USP Category: CARDIOVASCULAR AGENTS
Mechanism of Action: Small interfering RNA (siRNA) directed to PCSK9 mRNA
HCPCS:
J1306:Injection, inclisiran, 1 mg
How Supplied:
284 mg/1.5 mL (189 mg/mL) single-dose prefilled syringe
Condition(s) listed in policy (see coverage criteria for details)
• Clinical Atherosclerotic Cardiovascular Disease (ASCVD), Heterozygous Familial 

Hypercholesterolemia (HeFH), Prevention of CVD Events, or Hypercholesterolemia
• Homozygous Familial Hypercholesterolemia (HoFH)

Any condition not listed in this policy requires a review to confirm it is medically necessary. For 
conditions that have not been approved for intended use by the Food and Drug Administration (i.e., 
off-label use), the criteria outlined in the California Code of Regulations (CCR), Title 22, Section 
51303 and 51313 must be met.

Special Instructions and Pertinent Information

Provider must submit documentation (such as office chart notes, lab results or other clinical 
information) to ensure the member has met all medical necessity requirements. 

The member’s specific benefit may impact drug coverage. Other utilization management 
processes, and/or legal restrictions may take precedence over the application of this 
clinical criteria. 

Coverage Criteria
The following condition(s) require Prior Authorization/Preservice.

Clinical Atherosclerotic Cardiovascular Disease (ASCVD), Heterozygous Familial 
Hypercholesterolemia (HeFH), Prevention of CVD Events, or Hypercholesterolemia  
Meets medical necessity if all the following are met:
Initial:
1. Current LDL cholesterol (LDL-C) is at least 70 mg/dl (or at least 55 mg/dl) if extreme 

risk for heart disease), and one of the following (a, b, or c): 
a. Patient has had at least 8 weeks of treatment with a high-intensity statin
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b. Patient has an FDA-approved package insert (PI) supported contraindication to 
treatment with all statins

c. Patient has statin intolerance as evidenced by experiencing one of the following (i, ii, 
or iii):
i. Statin-related rhabdomyolysis

ii. Statin-related skeletal muscle symptoms (e.g., myopathy, myalgia)
iii. Statin-related elevated hepatic transaminase

2. Inadequate response, intolerable side effect or contraindication to 
Repatha (evolocumab)

3. Dose does not exceed FDA approved maximum
Reauthorization: 
1. Patient is responding to therapy

Covered Doses: 
Up to 284 mg given as a single subcutaneous injection initially, again at 3 months, and 
then every 6 months

Coverage Period: 
Yearly

ICD-10:
E78.00, E78.01, E78.011, E78.019, E78.2, E78.5, I25.1, I25.10, I25.11, I25.110, I25.111, I25.112, I25.118, 
I25.119, I25.7, I25.70, I25.700, I25.701, I25.702, I25.708, I25.709, I25.71, I25.710, I25.711, I25.712, 
I25.718, I25.719, I25.72, I25.720, I25.721, I25.722, I25.728, I25.729, I25.73, I25.730, I25.731, I25.732, 
I25.738, I25.739, I25.75, I25.750, I25.751, I25.752, I25.758, I25.759, I25.76, I25.760, I25.761, I25.762, 
I25.768, I25.769, I25.79, I25.790, I25.791, I25.792, I25.798, I25.799, I25.81, I25.82, I25.83, I25.84, 
I70.0, I70.00, I70.01

Homozygous Familial Hypercholesterolemia (HoFH)  
Meets medical necessity if all the following are met:
Initial:
1. Prescribed by a cardiologist or endocrinologist
2. Confirmed homozygous familial hypercholesterolemia by either of the following (a or b):

a. Positive genetic test for LDL-R genetic mutations confirming HoFH
b. Clinical evidence supporting a diagnosis of HoFH 

3. Inadequate response, intolerable side effect, or contraindication to Repatha 
(evolocumab)

4. Dose does not exceed the FDA-approved maximum
Reauthorization:
1. Patient is responding to therapy

Covered Doses: 



inclisiran (Leqvio)
Effective: 06/01/2026 Page 3 of 4

Up to 284 mg given as a single subcutaneous injection initially, again at 3 months, and 
then every 6 months

Coverage Period: 
Yearly

ICD-10:
E78.010, E78.019
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• Addition of coverage for homozygous familial hypercholesterolemia (HoFH). 
Rationale: In February 2026, the FDA approved Leqvio as an adjunct to diet and 
exercise to reduce low-density lipoprotein (LDL-C) in pediatric patients aged 12 years 
and older with HoFH.

• Clarification of the prerequisite therapy requirement for diagnoses clinical 
atherosclerotic cardiovascular disease (ASCVD), heterozygous familial 
hypercholesterolemia (HeFH), prevention of CVD events, and hypercholesterolemia.
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