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Applicable States 
 
This Medical Benefit Drug Policy applies to Individual Exchange benefit plans in all states except for Massachusetts, Nevada, 
and New York.  
 

Coverage Rationale 
 
Nulojix is proven and medically necessary for the treatment of kidney transplant when all of the following criteria are met: 
 For initial therapy, all of the following: 

o Nulojix is prescribed for kidney transplant rejection prophylaxis; and 
o Patient has no history of liver transplant; and 
o Nulojix is prescribed by or in consultation with a kidney transplant specialist; and 
o Patient is 18 years of age or older; and 
o Nulojix is used in combination with basiliximab induction, mycophenolate mofetil, and corticosteroids; and 
o Patient is documented as Epstein-Barr virus (EBV) seropositive; and 
o Nulojix dosing is in accordance with the U.S. Food and Drug Administration (FDA) approved labeling; and 
o Authorization is for no more than six months 

 For continuation of therapy, all of the following: 
o Patient has previously received Nulojix; and 
o Documentation of positive clinical response to Nulojix; and 
o Nulojix dosing is in accordance with the U.S. Food and Drug Administration (FDA) approved labeling; and 
o Authorization is for no more than 12 months 

 

Applicable Codes 
 
The following list(s) of procedure and/or diagnosis codes is provided for reference purposes only and may not be all inclusive. 
Listing of a code in this policy does not imply that the service described by the code is a covered or non-covered health service. 
Benefit coverage for health services is determined by the member specific benefit plan document and applicable laws that may 
require coverage for a specific service. The inclusion of a code does not imply any right to reimbursement or guarantee claim 
payment. Other Policies and Guidelines may apply. 

Related Policies 
None 
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HCPCS Code Description 
J0485 Injection, belatacept, 1 mg 

 
Diagnosis Code Description 

T86.11 Kidney transplant rejection 

Z94.0 Kidney transplant status 
 

Background 
 
For patients with end-stage kidney disease, a kidney transplant is the treatment of choice. Compared to maintenance dialysis, a 
successful kidney transplant reduces mortality risk and improves quality of life. Patients with a kidney transplant require high 
touch follow-up since they are taking complex immunosuppressive drug regimens. These treatment regimens can make 
patients susceptible to cardiovascular disease, infections, and malignancies. Furthermore, patients commonly have multiple 
comorbidities, which can be due to or the cause of their end-stage kidney disease.  

 
Patients with transplants receive immunosuppressive therapy to prevent rejection of the allograft. Immunosuppressive therapy 
is comprised of induction and maintenance drug regimens. Maintenance immunosuppression is often continued long term for 
the duration of the allograft, and can include glucocorticoids, calcineurin inhibitors, mammalian target of rapamycin (mTOR) 
inhibitors, and/or costimulatory blockage agents (e.g., Nulojix). Generally, mTOR and costimulatory blockage agents are 
considered in patients who cannot tolerate or develop toxicity to calcineurin inhibitors, develop a new cancer after 
transplantation, or who are non-compliant with therapy.2 

 
Nulojix, a selective T-cell (lymphocyte) costimulation blocker, binds to CD80 and CD86 on antigen-presenting cells thereby 
blocking CD28 mediated costimulation of T lymphocytes. In vitro, belatacept inhibits T lymphocyte proliferation and the 
production of the cytokines interleukin-2, interferon-γ, interleukin-4, and TNF-α. Activated T lymphocytes are the predominant 
mediators of immunologic rejection. 
 
Clinical Evidence 
 
Reference the Clinical Studies information provided in the product labeling.1 
 

U.S. Food and Drug Administration (FDA) 
 
This section is to be used for informational purposes only. FDA approval alone is not a basis for coverage. 
 
Nulojix is a selective T cell costimulation blocker indicated for prophylaxis of organ rejection in adult patients receiving a kidney 
transplant. Use in combination with basiliximab induction, mycophenolate mofetil, and corticosteroids. 
Limitations of Use: 
 Use only in patients who are EBV seropositive  
 Use has not been established for the prophylaxis of organ rejection in transplanted organs other than the kidney 
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Policy History/Revision Information 
 

Date Summary of Changes 
01/01/2023 Applicable States 

 Revised language to indicate this Medical Benefit Drug Policy applies to Individual Exchange benefit 
plans in all states except for Massachusetts, Nevada, and New York 

Supporting Information 
 Archived previous policy version IEXD0215.03 

 

Instructions for Use 
 
This Medical Benefit Drug Policy provides assistance in interpreting UnitedHealthcare benefit plans. When deciding coverage, 
the member specific benefit plan document must be referenced as the terms of the member specific benefit plan may differ 
from the standard benefit plan. In the event of a conflict, the member specific benefit plan document governs. Before using this 
policy, please check the member specific benefit plan document and any applicable federal or state mandates. 
UnitedHealthcare reserves the right to modify its Policies and Guidelines as necessary. This Medical Benefit Drug Policy is 
provided for informational purposes. It does not constitute medical advice. 
 
UnitedHealthcare may also use tools developed by third parties, such as the InterQual® criteria, to assist us in administering 
health benefits. UnitedHealthcare Medical Benefit Drug Policies are intended to be used in connection with the independent 
professional medical judgment of a qualified health care provider and do not constitute the practice of medicine or medical 
advice. 
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