BACKGROUND INFORMATION ON ZYH1

ZYHI is a novel predominately PPAR o agonist. It is expected to favorably modulate
lipid and glucose profile and ameliorate insulin resistance. Zydus Research Center, a
research wing of CHL has carried out extensive pre-clinical studies with ZYHI using
various animal models favorably modulated the lipid & glucose profile. It was found to
have superior or equivalent safety and efficacy profile compared to marketed fibrates or
TZDs in pre-clinical studies.
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From preclinical studies and Phase I trial, it appeared that ZYH]1 had a promising safety
and efficacy profile.
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In Phase I trials in healthy human volunteers, ZYH1 was found to be well tolerated in
single and multiple dose studies without any serious side effects.
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Phase II study to evaluate the efficacy and safety of ZYHI1 on the lipid and glucose
profile was conducted in dyslipidemic subjects with no diabetes, diabetes and subjects
with impaired glucose tolerance test.
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Thus, based on the above hypotheses and the results of phase II, we now propose to
undertake a multi-centric, prospective, randomized, double blind Phase III study to assess
the effects of 2mg & 4mg of ZYHI1 compared to placebo in hypertriglyceridemia not
controlled with statin therapy in type 2 diabetes mellitus.
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Many recent studies showed that statin or fibrate monotherapies can improve the lipid
profile in patients with type 2 diabetes and combined hyperlipidemia; however, these
affect different aspects of lipoprotein metabolism. The statin-fibrate regimen has not been
widely adopted because of the concern about side effects, mainly myopathy. But, a
combination therapy is a very effective therapeutic approach for patients with type 2
diabetes and combined hyperlipidemia.
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