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APPENDIX FIGURES

Supplementary Figure 1— Schematic of study design.

Alogliptin (25 mg qd) + Pioglitazone placebo, n = 164

Alogliptin placebo + Pioglitazone (30 mg qd), n = 163
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Alogliptin (12.5 mg qd) + Pioglitazone (30 mg qd), n = 164

Alogliptin (25 mg qd) + Pioglitazone (30 mg qd), n = 164
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Supplementary Figure 2— Disposition of subjects. Hyperglycemic rescue and discontinued were mutually exclusive groups; those
subjects rescued due to hyperglycemia were not counted as discontinued. One subject from the A12.5 + P30 group was lost to follow-
up; it was not confirmed whether the subject had taken a dose of study medication.

Assesszer:j_g)é?e)llglblllty Excluded (n=232)
- Did not meet
| inclusion criteria (n=82)
Declined to participate (n=41)
. MPV (n=22)
Randomized =
(n=655) Other (n=87)
Allocated to: Allocated to: Allocated to: Allocated to:
A25 alone, n=164 P30 alone, n=163 A12.5+P30, n=164 A25+P30, n=164
FAS, n=164 FAS, n=163 FAS, n=163 FAS, n=164
Safety population, n=164 Safety population, n=163 Safety population, n=163 Safety population, n=164
Rescue: 18 (11.0) Rescue: 10 (6.1) Rescue: 6 (3.7) Rescue: 4 (2.4)
Discontinued: Discontinued: Discontinued: Discontinued:
20 (12.2%) 27 (16.6%) 32 (19.5%) 24 (14.6%)
VW: 6 (3.7) || VW: 5 (3.1) | | | vw:12(7.3) | | vw:5(3.0)
AE: 3 (1.8) AE: 8 (4.9) AE: 6 (3.7) AE: 6 (3.7)
MPV: 2 (1.2) MPV: 3 (1.8) MPV: 7 (4.3) MPV: 6 (3.7)
LFU: 2 (1.2) LFU: 6 (3.7) LFU: 5 (3.0) LFU: 5 (3.0)
ID: 6 (3.7) ID: 4 (2.5) ID: 2 (1.2) ID: 2 (1.2)
Other: 1 (0.6) Other: 1 (0.6) Other: 0 Other: 0
Completed Completed Completed Completed
(n =126, 76.8%) (n =126, 77.3%) (n =126, 76.8%) (n =136, 82.9%)

Abbreviations: FAS = full analysis set; VW = voluntary withdrawal; AE = adverse event; MPV = major protocol violation;
LFU = lost to follow-up; ID = investigator discretion
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Supplementary Figure 3

A and B— Time-course for mean HbA . (Panel A) and mean FPG (Panel B) during 26-week
treatment with alogliptin monotherapy (25 mg qd, open triangles, A25 alone), pioglitazone
monotherapy (30 mg qd, open circles, P30 alone), combination therapy with alogliptin 12.5 mg
qd and pioglitazone 30 mg qd (closed diamonds, A12.5+P30), or combination therapy with
alogliptin 25 mg qd and pioglitazone 30 mg qd (closed triangles, A25+P30). Mean+SE, n for

first time point is given in parentheses.

C and D— Between-group comparison of the least-squares mean change (LSMA) in HbA
(Panel C) and FPG (Panel D) from baseline to Week 26 with last observation carried forward
(LOCF). Mean=SE. Closed bars, A25 alone; open bars, P30 alone; lightly shaded bars,
A12.5+P30; darkly stippled bars A25+P30. "P<0.001 for combinations vs P30 alone, 'P<0.001
and §P<0.01 for comparison of A25+P30 vs A25 alone. *P<0.05 for combinations vs

pioglitazone monotherapy.
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