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SUPPLEMENTAL SPECIALTY PA 

 
VALCYTE (valganciclovir hydrochloride) 

valganciclovir hydrochloride 
 
POLICY 
 

I. INDICATIONS 
 

The indications below including FDA-approved indications and compendial uses are considered a covered 
benefit provided that all the approval criteria are met and the member has no exclusions to the prescribed 
therapy. 
 
A. FDA-Approved Indications 

1. Valcyte is indicated for the treatment of cytomegalovirus (CMV) retinitis in patients with acquired 
immunodeficiency syndrome (AIDS) 

2. Valcyte is indicated for the prevention of CMV disease in kidney, heart, and kidney-pancreas 
transplant patients at high risk (donor CMV seropositive/recipient CMV seronegative [D+/R-]).  

3. Valcyte is indicated for the prevention of CMV disease in kidney transplant patients (4 months to 16 
years of age) and heart transplant patients (1 month to 16 years of age) at high risk.  

 
B. Compendial Uses 

1. Prevention of CMV infection in adult and pediatric patients post solid organ transplant or post 
hematopoietic stem cell transplant (HSCT) 

2. Treatment of CMV infection in solid organ transplant recipients 
3. Symptomatic congenital cytomegalovirus infection 
4. Treatment of CMV gastrointestinal disease in HIV infection 
5. Multicentric Castleman’ s disease, human herpesvirus-8 positive 

 
All other indications are considered experimental/investigational and not medically necessary. 

 
 

II. CRITERIA FOR INITIAL APPROVAL 
 

A. Treatment of CMV infection in HIV-infected patients  
1. Authorization of 12 months may be granted for induction or maintenance treatment of CMV retinitis in 

HIV-infected members. 
2. Authorization of 12 months may be granted for treatment of CMV gastrointestinal (GI) disease (e.g., 

colitis, esophagitis) in HIV-infected members. 

 
B. Prevention of CMV infection in transplant recipients 

Authorization of 12 months may be granted for the prevention (either prophylaxis or preemptive treatment) 
of CMV infection when the member is post solid organ transplant or post hematopoietic stem cell 
transplant (HSCT). 
 

C. Treatment of CMV infection in solid organ transplant recipients 
Authorization of 12 months may be granted for the treatment of mild to moderate CMV infection when the 
member is post solid organ transplant. 

 
D. Symptomatic congenital CMV infection 
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Authorization of 12 months total may be granted for the treatment of symptomatic congenital CMV 
infection. 

 
E. Multicentric Castleman’s disease (CD) 

Authorization of 12 months may be granted for the treatment of multicentric CD in members who are 
human herpesvirus-8 positive. 

 
 

III. CONTINUATION OF THERAPY    
 

Authorization of 12 months may be granted for continued treatment with Valcyte (valganciclovir) when either of 
the following criteria are met: 
A. For symptomatic congenital CMV infection: the member meets all initial authorization criteria in section II 

and has received less than 12 months of therapy.  
B. For all other indications: the member meets all initial authorization criteria in section II. 
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