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505(b) (1) 505 (b)(2)
Nonclinical/Toxicology Usually requied Not always needed
data
Clinical trial Usually requied Not always needed
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Costs $500m-$2b $3m-Tm
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o R D o m e % § 454 (insulinresistant) € FRa R SRR
A% ¥ LavLE 24P Mg iz e 35 syndrome X ~ cardiometabolic syndrome ~ insulin
resistant syndrome > /4 % % = 3| s (type 11 diabetes) - 35 # 7 3 % R > ¢ 3 type

PRt

I] diabetes ~ cardio-vascular disease £ fatty liver disease ¥ %ﬁﬁ AMPK & it > 1l
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(uptake) { % w4 o ¥ — > 6 » AMPK iE it = € 3 4 GLUT-4 chA FIA R o SFE 0 P 2 His ¥
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