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	Posted August 29, 2019


                                    FDA Warns of Liver Problems for Some Taking Hep C Drugs

                                    
Taking the hepatitis C drugs Mavyret, Zepatier or Vosevi can trigger rare cases of severe liver problems or liver failure in patients who already have moderate-to-severe liver impairment, the U.S. Food and Drug Administration warned Wednesday.


The agency has identified 63 cases of worsening liver function, some resulting in liver failure or death, among patients taking the drugs.


While the medicines are safe and effective in patients with no or mild liver impairment, the same cannot be said for those with moderate-to-severe liver impairment, the FDA said.


"Hepatitis C virus remains a significant public health issue, but effective therapeutic options have helped patients to receive important curative treatments," said Dr. Debra Birnkrant, director of the FDA's Division of Antiviral Products at the Center for Drug Evaluation and Research.


"Chronic hepatitis C, or HCV, is a viral disease that causes inflammation of the liver that can lead to serious liver problems if left untreated. Hepatitis C medicines reduce the amount of HCV in the body by preventing it from multiplying and eventually curing a patient of HCV," Birnkrant explained in an agency news release.


Health care providers should continue to prescribe Mavyret, Zepatier or Vosevi as indicated, but should not give these medicines to patients with signs and symptoms of worsening liver function, the agency advised.


Dr. David Bernstein, chief of hepatology at Northwell Health in Manhasset, N.Y., noted that these medications "are safe and effective when properly prescribed."


Bernstein said that "most hepatitis C patients do not have impaired liver function, so these therapies should be safe." 


And he added that other hepatitis drugs such as Harvoni and Epclusa are safe for patients with impaired liver function because they do not contain the agent that can threaten liver function.
 

Patients should not stop taking these medicines without first talking to a health care professional, and those with liver disease should talk with a health care professional about the benefits and risks of the medicines, the FDA said.


In many of the 63 cases, liver failure occurred in patients who should not have been prescribed these medicines, according to the FDA news release.


In some cases, patients had no cirrhosis (liver scarring) or cirrhosis with mild liver impairment, but did have indications of advanced liver disease or risk factors for liver impairment. In most of the patients, symptoms improved after they stopped taking the potent medicines.


More information


The U.S. Centers for Disease Control and Prevention has more on hepatitis C.

                                    SOURCES: David Bernstein, M.D., chief, hepatology, Northwell Health, Manhasset, N.Y.; U.S. Food and Drug Administration, news release, Aug. 28, 2019
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                                                        Our commitment to patient care and health is priority one here at The Medicine Shoppe | Ridgway.

We believe in the value of providing personalized service and quality products.
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