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1.https://www.fda.gov/drugs/
drug-safety-and-availability/fda-
warns-about-rare-severe-lung-
inflammation-ibrance-kisqali-and-
verzenio-breast-cancer.

2. Cersosimo R]J. Cyclin-dependent
kinase 4/6 inhibitors for the
management of advanced or
metastatic breast cancer in women.
Am J Health Syst Pharm. 2019 Aug
1;76(16):1183-1202.
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Hepatitis/C Medicines [Mavyret]{glecaprevir and|pibrentasvir), Zepatier elbasvir/and|grazoprevir)!
and|Vosevil[sofosbuvir, velpatasvir, and|voxilaprevir)]: Drug Safety Communication - Rare
Occurrence)of/Serious Liver Injury/in Some Patients with Advanced Liver Disease

AUDIENCE: Gastroenterology, Infectious
Disease, Health Professional, Patient, Pharmacy

ISSUE: FDA has received reports that the use
of Mavyret, Zepatier, or Vosevi to treat

chronic Hepatitis C in patients with
moderate to severe liver impairment has resulted
in rare cases of worsening liver function or liver
failure.

FDA identified 63 cases of worsening
liver function called liver decompensation with
regimens Mavyret, Zepatier, and Vosevi to treat
Hepatitis C. Some of these cases led to liver failure
and death. Most of these patients had moderate to
severe liver impairment and should not have been
prescribed these medicines.

RECOMMENDATION: Health professionals
should continue to prescribe Mavyret, Zepatier, or
Vosevi as indicated in the prescribing information
for patients without liver impairment or with mild
liver impairment (Child-Pugh A).

Mavyret and Zepatier should not be
prescribed in patients with any history of prior
hepatic decompensation. Vosevi is indicated
for patients who have previously failed certain
other Hepatitis C Virus treatments and is not
recommended in patients with any history of
hepatic decompensation unless the benefits
outweigh the risk of liver injury, liver failure or
death.

Patients should be aware that the risk of
serious liver injury is rare. However, patients
should contact a health professional right away if

they develop fatigue, weakness, loss of appetite,
nausea and vomiting, yellow eyes or skin, or light-
colored stools as these may be signs of liver injury.

Read more about the MedWatch Safety
Alert, including a link to the FDA Drug Safety
Communication, at:

https://www.fda.gov/drugs/drug-safety-and-
availability/fda-warns-about-rare-occurrence-
serious-liver-injury-use-hepatitis-c-medicines-
mavyret-zepatier-and?utm_campaign=FDA %20
MedWatch%20-%20Hepatitis%20C%20
Medicines%20%28Mavyret%2C%20
Zepatier%2C%20and%20Vosevi%29%3A %20
Drug%?20Safety%20Communication&utm_
medium=email&utm_source=Eloqua

E B FDA B U E] A B8 Mavyret »
Zepatier B Vosevi i&y% W B 2 8 E T DI REAR &
WA 8T C BT R RAYIT ThRE B
ST EHRET B - S5 FDA 3 A
Mavyret * Zepatier Al Vosevi {55 C BUF K1Y
BT - H 63 BT TIREE L (XABATTIRE
§) » Hrh— IR AT RE R mAE L -
18 LEZEBIH AR Z BB TH S EHEFRE
& 0 AERL I HIE L EEY) -

R R A B IR IR B TR
B 77 Mavyret ~ Zepatier B¢ Vosevi iz /7 T fEfT
DIREA 2 B B I D RE 1 22 J 55 (Child-Pugh
A) ° Mavyret fll Zepatier NFEZL BT IMEAT AT
UIRERME S BEHY S5 - Vosevi #8 A SERTER
oAl CHIFF R RIICRA - NEEEANE
AR DIRE SR B SRR R BRI Ho AR KA
JFHESS ~ TR EE TR -

TAAKE T B EITHEE  E R ZE A -
SR HB DS ~ RS ~ RRENR ~ T LA
I~ HIRS B0 B i 8 i e S (o AT FR B
JE - FENLEIFER B R A R -

S AHRERNE B E RS 2275 FDA R4

https://www.fda.gov/drugs/drug-safety-and-
availability/fda-warns-about-rare-occurrence-
serious-liver-injury-use-hepatitis-c-medicines-
mavyret-zepatier-and?utm_campaign=FDA %20
MedWatch%20-%20Hepatitis%20C%20
Medicines%20%28Mavyret%2C%20
Zepatier%2C%20and%20Vosevi%29%3A %20
Drug%20Safety%20Communication&utm_
medium=email&utm_source=Eloqua
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