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Zydus
Press Releasededicated/

Pless Release

Zydus announces completion of enrollment in three Phase Ill trials
of Saroglitazar Magnesium in NASH

Ahmedabad, India, July 18, 2019

Zydus Cadila, an innovation-driven, global pharmaceuticalcompany, announcedthat it has
completedenrollmentin EVIDENCES 11,EVIDENCES 111andEVIDENCES V Phase3 clinical
trials of SaroglitazarMg for treatingNon-Alcoholic SteatoHepatitis(NASH). Patientswith NASH
have been enrolled in these trials across clinical sites in India and Mexico.

SpeakingonthedevelopmentMr. PankajR. Patel,Chairman,Zydusgroupsaid,"We areexcited
aboutthe progressthat SaroglitazarMg hasbeenmaking in theNASH trials. It is currently being
evaluated in over 23 different controlled clinical trials, involving over 3,800 patients. NASH is an
areaof unmet healthcare need and we are committed to develop this therapy for millions of patients
suffering from this deadly disease.

EVIDENCES II is a Phase3 biopsy-driven trial of Saroglitazar 4 mg versus Placebo in patients
with Non-Alcoholic SteatoHepatitis. The primary endpoint will be evaluated by histological
improvementof NASH using liver biopsy at the endof 52 weeks.

EVIDENCES Ill is the prospective,multicenter, randomized, double-blind study of Saroglitazar4
mg versusPlaceboin patientswith Non-Alcoholic Fatty Liver Disease(NAFLD). This trial will
measurethe change in liver fat content asmeasuredby non-invasive magnetic resonanceimaging
(MRi) at week 24. Severalother secondaryendpoints including Liver stiffness asmeasuredby
transientelastography/FibroScan@andSerumalanineaminotransferase(ALT) level will also be
evaluated.

EVIDENCES V will evaluate the NASH patients over a period of 18months, measurethe change
in the liver fat content by magnetic resonanceimaging-derived proton density-fat fraction (MRI-
PDFF) at Week 24 and evaluatethe liver biopsy driven endpointsof Saroglitazar4 mg from
baseline to Week 76.

SaroglitazarMagnesiumwas launched in India during September2013, for the treatment of
hypertriglyceridemiaanddiabeticdyslipidemiain patientswith type-2diabetesnot controlledby
statins.SaroglitazarMg hasdemonstratedbeneficialeffects in NASH animal Inodels.Saroglitazar

inflammation andMg favorably affects all componentsof NASH including steatosis,ballooning,
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fibrosis in NASH models. Saroglitazar Mg has previously demonstrated improvelnent in both liver
enzymes along with favorable effects on lipid and glycemic indices in patients with nonalcoholic
fatty liver disease in Phase II clinical trials.

About NASH

NASH is a progressivediseaseof the liver and a significant unmet medical need.Starting with fat
accumulation in liver, this condition can progress to cirrhosis and liver failure. N \SI-I ranks as one
of the major causesof cirrhosis, behind hepatitis C andalcoholic liver disease.Liver transplantation
is the only option for managing advanced cirrhosis with liver failure. There are currently no
treatments available for the treatment of NASH.

About Zydus

Zydus Cadila is an innovative, global pharmaceutical company that discovers, develops,
manufacturesandmarketsa broadrangeof healthcaretherapies,including small Inoleculedrugs,
biologic therapeuticsand vaccines.The group employsover 23,000peopleworldwide, including
1400 scientists engaged in R & D, and is dedicated to creating healthier communities globally.
www.zyduscadila.com
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