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PRODUCTS AFFECTED 

COVERAGE POLICY 
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Next Review Due By: 10/2023 
Policy Number: C21124-A 

Lupkynis (voclosporin) 

Lupkynis (voclosporin) 

Coverage for services, procedures, medical devices, and drugs are dependent upon benefit 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: 
Active Lupus Nephritis 

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. ACTIVE LUPUS NEPHRITIS:
1. Documented diagnosis of systemic lupus erythematosus (SLE)

AND
2. Documentation of kidney biopsy with a histologic diagnosis of lupus nephritis Classes III, IV,

V to confirm diagnosis of active lupus nephritis [DOCUMENTATION REQUIRED]
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AND 
3. Documentation the member does not have baseline eGFR ≤45 mL/min/1.73 m2 OR the 

prescriber attests that the benefit exceeds the increased risk of acute and/or chronic 
nephrotoxicity 
AND 

4. Prescriber attests member does not have severe hepatic impairment  
AND 

5. Prescriber attests member has a baseline blood pressure < 165/105mmHg 
AND 

6. Prescriber attests to (or the clinical reviewer has found that) the member not having any FDA 
labeled contraindications that haven’t been addressed by the prescriber within the documentation 
submitted for review [Contraindications to Lupkynis (voclosporin) include: Patients concomitantly 
using strong CYP3A4 inhibitors (e.g., ketoconazole, itraconazole, clarithromycin), known serious 
or severe hypersensitivity reaction to LUPKYNIS or any of its excipients] 
AND 

7. Prescriber attests Lupkynis (voclosporin) will NOT be used concurrently with cyclophosphamide 
NOTE: Safety and efficacy of Lupkynis have not been established in combination with 
cyclophosphamide. Use of Lupkynis is not recommended in this situation. 
AND 

8. Prescriber attests Lupkynis (voclosporin) will be used concurrently with appropriate background 
immunosuppressive therapy (i.e., mycophenolate mofetil and corticosteroids) 
AND 

9. Documentation of member baseline urine protein to creatinine (UPCR) ratio  
 

CONTINUATION OF THERAPY: 
1. Adherence to therapy at least 85% of the time as verified by the prescriber or member 

medication fill history (Note: Review Rx history for compliance) 
AND 

2. Documentation of member response to therapy as evidenced by both of the following 
[DOCUMENTATION REQUIRED]: 
(a) UPCR of < 0.5mg/mg 
AND 
(b) eGFR is > 60 ml/min/1.73m2 OR has not decreased more than 30% from baseline 
NOTE: If member has an eGFR < 60 ml/min/1.73m2 and it is reduced from baseline by >30%, 
Lupkynis should be discontinued 
NOTE: If the member has not experienced therapeutic benefit by 24 weeks, consider 
discontinuation of LUPKYNIS. 
AND 

3. Prescriber attests to or clinical reviewer has found no evidence of intolerable adverse effects or 
drug toxicity 

 
DURATION OF APPROVAL: 
Initial authorization: 6 months, Continuation of Therapy: 12 months 

 
PRESCRIBER REQUIREMENTS: 
Prescribed by or in consultation with a nephrologist OR rheumatologist [If prescribed in consultation, 
consultation notes must be submitted with initial request and reauthorization requests] 

 
AGE RESTRICTIONS: 
18 years of age and older 

 
QUANTITY: 
Maximum quantity 47.4 mg/day 
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DRUG INFORMATION 

APPENDIX 

BACKGROUND AND OTHER CONSIDERATIONS 

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

 

ROUTE OF ADMINISTRATION: 
Oral 

 

DRUG CLASS: 
Cyclosporine Analogs 

 
FDA-APPROVED USES: 
Lupkynis (voclosporin) indicated in combination with a background immunosuppressive therapy regimen 
for the treatment of adult patients with active lupus nephritis 
Limitations of Use: Safety and efficacy of LUPKYNIS have not been established in combination with 
cyclophosphamide. Use of LUPKYNIS is not recommended in this situation. 

 
COMPENDIAL APPROVED OFF-LABELED USES: 
None 

 

 
APPENDIX: 
None 

 

BACKGROUND: 
The recommended starting dose of LUPKYNIS is 23.7 mg twice a day. 
Use LUPKYNIS in combination with mycophenolate mofetil (MMF) and corticosteroids 
Safety and efficacy of LUPKYNIS have not been established in combination with cyclophosphamide. 
Use of LUPKYNIS is not recommended in this situation 

 
Dosage of LUPKYNIS is based on the patient’s eGFR. Modify LUPKYNIS dosage based on eGFR 
• Assess eGFR every 2 weeks for the first month, and every 4 weeks thereafter 
• If eGFR is <60 mL/min/1.73 m and reduced from baseline by >20% and <30%, reduce the dose by 
7.9 mg twice a day. Reassess eGFR within 2 weeks; if eGFR is still reduced from baseline by >20%, 
reduce the dose again by 7.9 mg twice a day 
• If eGFR is <60 mL/min/1.73 m and reduced from baseline by ≥30%, discontinue LUPKYNIS. 

Reassess eGFR within 2 weeks; consider re-initiating LUPKYNIS at a lower dose (7.9 mg twice a 
day) only if eGFR has returned to ≥80% of baseline 

• For patients who had a decrease in dose due to eGFR, consider increasing the dose by 7.9 mg twice 
a day for each eGFR measurement that is ≥80% of baseline; do not exceed the starting dose 

 
Monitor blood pressure every 2 weeks for the first month after initiating LUPKYNIS, and as clinically 
indicated thereafter. For patients with BP >165/105 mmHg or with hypertensive emergency, discontinue 
LUPKYNIS and initiate antihypertensive therapy. 

 
If the patient does not experience therapeutic benefit by 24 weeks, consider discontinuation of 
LUPKYNIS. 
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CODING/BILLING INFORMATION 

REFERENCES 

 
 

CONTRAINDICATIONS/EXCLUSIONS/DISCONTINUATION: 
All other uses of Lupkynis (voclosporin) are considered experimental/investigational and therefore, will 
follow Molina’s Off-Label policy. Contraindications to Lupkynis (voclosporin) include: Patients 
concomitantly using strong CYP3A4 inhibitors (e.g., ketoconazole, itraconazole, clarithromycin), known 
serious or severe hypersensitivity reaction to LUPKYNIS or any of its excipients. 

 
OTHER SPECIAL CONSIDERATIONS: 
None 

 

 
Note: 1) This list of codes may not be all-inclusive. 2) Deleted codes and codes which are not effective at 
the time the service is rendered may not be eligible for reimbursement 

HCPCS 
CODE 

DESCRIPTION 

NA  

 
AVAILABLE DOSAGE FORMS: 
Lupkynis CAPS 7.9MG 
NDC: 75626-0001-01 | package, 4 single item blister pack, 15 each Voclosporin 7.9mg, Oral capsule 
NDC: 75626-0001-02 | box, 3 packages, 60 each Voclosporin 7.9mg, Oral capsule 

 

1. Lupkynis (voclosporin) [prescribing information]. Rockville, MD: Aurinia Pharmaceuticals Inc; 
January 2021. 

2. Hoover PJ, et al. Insights into the epidemiology and management of lupus nephritis from the US 
rheumatologist's perspective. Kidney Int. 2016;90(3):487-492. 
doi:10.1016/j.kint.2016.03.042 

3.    Stojan G, et al. Epidemiology of systemic lupus erythematosus: an update. Curr Opin Rheumatol. 
2018;30(2):144-150.  
doi:10.1097/BOR.0000000000000480 

4. Rovin BH, et al. A randomized, controlled double-blind study comparing the efficacy 
and safety of dose-ranging voclosporin with placebo in achieving remission in patients with active 
lupus nephritis. Kidney Int. 2019;95(1):219-231. doi:10.1016/j.kint.2018.08.025 

5. Sheikh SZ, et al. The state of lupus clinical trials: minority participation needed. J Clin Med. 
2019;8(8):1245. Published 2019 Aug 17. doi:10.3390/jcm8081245 

6. Almaani S, et al. Update on lupus nephritis. Clin J Am Soc Nephrol. 2017;12(5):825-835. 
doi:10.2215/CJN.05780616 

7. Gasparotto M, et al. Lupus nephritis: clinical presentations and outcomes in the 21st century. 
Rheumatology (Oxford). 2020;59(Suppl5):v39-v51. doi:10.1093/rheumatology/keaa381 

8. Hahn BH, et al. American College of Rheumatology guidelines for screening, treatment, 
and management of lupus nephritis. Arthritis Care Res (Hoboken). 2012;64(6):797-808. 
doi:10.1002/acr.21664 

9. Rovin, B., Adler, S., Barratt, J., Bridoux, F., Burdge, K., & Chan, T. et al. (2021). KDIGO 2021 Clinical 
Practice Guideline for the Management of Glomerular Diseases. Kidney International, 100(4), S1- 
S276. doi: 10.1016/j.kint.2021.05.021 

10. Fanouriakis, A., Kostopoulou, M., Cheema, K., Anders, H., Aringer, M., & Bajema, I. et al. (2020). 
2019 Update of the Joint European League Against Rheumatism and European Renal 
Association– 
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European Dialysis and Transplant Association (EULAR/ERA–EDTA) recommendations for the 
management of lupus nephritis. Annals Of The Rheumatic Diseases, 79(6), 713-723. doi: 
10.1136/annrheumdis-2020-216924 

 
 

SUMMARY OF REVIEW/REVISIONS DATE 
REVISION- Notable revisions: 
Required Medical Information 
Continuation of Therapy 
Contraindications/Exclusions/Discontinuation 
References 

Q4 2022 

Q2 2022 Established tracking in new format Historical changes on file 
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