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Table 2: Summary Description of Phase 3 Studies

Study ID Population Design Duration  Treatment Arms
p001/1016* Adults with T2DM and stage 3 CKD (eGFER 30 to 60 Randomized, double-blind. 26 weeks e  Ertugliflozin 5 mg once daily
ml/min/1.73 m”) treated with antidiabetic drugs placebo-controlled »  Ertugliflozin 15 mg once daily
#  Placebo once daily
p002/1013 &2 Adults with T2DM treated with metformin Randomized, double-blind. 52 weeks «  Ertugliflozin 5 mg once daily
active-controlled *  Erugliflozm 15 mg once daily
= I e Glimepinde titrated to
VERT'S MONOEK%% maximum approved (6 or 8 mg)
ormaximum tolerated A0S
p003/1022 1 Adults with T2DM not treated with antidiabetic dmgs ~ Randomized, double-blind. 26 weeks »  Ertugliflozin 5 mg once daily

placebo-controlled

Ertugliflozin 15 mg once daily
Placebo once daily

pOO5T019 L=+ Adults with TODM treated with metformm Randomized. double-blind. 26 weeks  » Ertughﬂazm 5 mg once daily
active-controlled *  Ertugliflozin 15 mg once daily
+  Sitagliptin 100 mg once daily
Ertugliflozin 5 mg + sitaghiptin
100 mg once daily
+  Erugliflozin 15 mg + sitagliptin
100 mg once daily
p006/1015 %3 Adults with T2DM treated with metformin and Randomized, double-blind. 26 weeks »  Ertugliflozin 5 mg once daily
sitagliptin placebo-controlled *  Ertugliflozin 15 mg once daily
+  Placebo once daily
p007/1017 &2 Adults with T2DM treated with metformin Randomized. double-blind. 26 weeks e  Ertugliflozin 5 mg once daily
placebo-controlled *  Erugliflozin 15 mg once daily
s Placebo once daily
p017/1047 1.3 Adults with T2DM not treated with antidiabetic drugs  Randomuzed. double-blind, 26 weeks e  Ertugliflozin 5 mg + sitagliptin
placebo-controlled 100 mg once daily

+  Erugliflozin 10 mg + sitagliptin
100 mg once daily
*  Placebo
! relevant to NDA 209803 (ertugliflozin): * relevant to NDA 209806 (ertugliflozin and metformin); ? relevant to NDA 209805 (ertugliflozin and sitagliptin)
T2DM = type 2 diabetes mellitus; TZD = thiazolidmedione; LAR = long-acting release
Source: Adapted from the submitted “Tabular Listing of All Clinical Studies™ in module 5.2 of NDA 209803

FDA Summary Reviewd!
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Diabetes Obes Metab. 2017;19:721-728
ClinicalTrials.gov ID: NCT01958671
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Randomized 153 156 152
Treated with BL 153 155 151
Missing 35 (22.9%) 16 (10.3%) 24 (15.9%)

[Sta rted Rescue Med.

(o) (o) (o)
Before Final Assessment I a2 2 (2% 4 (2.6%) J

5| FH : FDA Statistical Review Table 3
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s
Ertugliflozin Ertugliflozin

Sponsor

FDA

cLDA excl. rescue
« Change from baseline

 Diff. from placebo
(95% Cl)

5 mg 15 mg
0.2 -0.79 -0.96
-0.99 -1.16

(-1.22,-0.76) (-1.39, -0.93)

RTB incl. rescue
« Change from baseline

 Diff. from placebo
(95% Cl)

-0.17 -0.75 -0.84

-0.58 -0.67
(-0.8,-0.36) (-0.89, -0.44)

J2R incl. rescue
« Change from baseline

 Diff. from placebo
(95% Cl)

-0.16 -0.79 -1.06

-0.67 -0.76
(-0.91, -0.44) (-1.02, -0.51)

5| A :FDA Summary Review Table 3
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