
  

 

 

October 18, 2014 
 
New York State Department of Health  
Drug Utilization Review Board 
ATTN: Jason Helgerson 
Corning Tower 
Empire State Plaza, 
Albany, NY 12237 
 

Subject: Drug Utilization Review Board Proposal  
on Utilization Management of Sofosbuvir 

 
To Whom It May Concern, 
 
On behalf of the members of the American Academy of HIV Medicine, and the patients we 
serve, we write to express our concerns about proposed Medicaid criteria that will limit access 
to sofosbuvir and other lifesaving hepatitis C medications.  
 
AAHIVM is a professional association representing HIV clinicians and researchers who comprise 
a majority of clinicians caring for patients with HIV in the U.S. today.  
 
On September 18, 2014, state officials made recommendations to the New York State Medicaid 
Drug Utilization Review Board (DURB) about several drugs, including sofosbuvir (Sovaldi), a 
game-changing new treatment for hepatitis C virus (HCV). We strongly urge you reject these 
proposed restrictive criteria for coverage of the HCV treatment sofosbuvir. 
 
An estimated one-third of people with HIV in the U.S. are co-infected with HCV and liver disease 
is one of the leading causes of death in people with HIV. HIV providers have been managing the 
care and treatment of HCV for both their co-infected patients and also mono-infected patients 
in many cases. 
 
New York State epidemiologists estimate that 200,000 people are infected with HCV in New 
York State. If untreated, HCV can lead to cirrhosis, liver failure, carcinomas as well as 
autoimmune, and other conditions outside of the liver.  

The introduction of sofosbuvir represents a breakthrough treatment opportunity to cure 
hepatitis C without the use of interferon-based regimens, which cause significant side effects 
and have much lower cure rates. In clinical trials, cure rates for those using the drug were as 
high as 95 percent  with 12 weeks of oral medication. This represents a significant advantage 



 
 

over former treatment protocols of 24 to 48 weekly injections of pegylated interferon and 
twice-daily ribavirin pills, both of which often carry significant side effects and offer only about 
55% cure rates to patients. 

These restrictions will have the effect of withholding the drug from the highest-prevalence 
population that could benefit from it. 

The proposed clinical criteria for New York State Medicaid will limit access to sofosbuvir to 
certain patient populations, including those co-infected with HIV. End-stage liver disease from 
HCV co-infection is a leading cause of death among HIV-positive people in the U.S. Currently the 
CDC estimates that there are 56,000 new cases of HIV transmission in the United States each 
year. Although there is no cure available for HIV disease currently, new available drug 
treatment options have the ability to effectively manage HIV patients disease to a state that is 
virtually undetectable with side effects like those of many common chronic conditions. 
Meanwhile, while the CDC estimates 12,000 deaths annually in the US from liver disease caused 
by hepatitis C, a newly available drug offers hope of a total cure for HCV patients.  

The progress that has been made in these diseases drug treatment available to patients with is 
incredible. Through a combination of experience medical treatment from qualified providers 
and innovative options for drug treatment, patients today can expect to live full and long lives.  

These policies are short cited attempts to save money on drug treatment costs by restricting 
patients’ ability to have access to those drugs without due consideration of the long term 
savings available through optimizing the health and wellness of infected individuals. We must 
find ways to maximize access to these interventions, not withhold them. We strongly urge you 
reject these proposed restrictive criteria for coverage of the HCV treatment sofosbuvir. 

Please contact us via AAHIVM Public Policy Director Holly Kilness Packett at holly@aahivm.org 
to discuss this issue further.  
 

Sincerely, 

    

Holly Kilness Packett 

Public Policy Director, AAHIVM  

mailto:holly@aahivm.org

