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Design summary of 5§ RDBPCTs of g-glucosidase inhibitors in JAPAN

Active drugs Dose Patients Rx period #Hosp.  Size

uvobbba0on 1. acarbose 100mgx3/d  PPPG200mg/dL 8wk 74 A 122
0o0oooooooo (Bay g5421) P 124
O00oo0ggi199e0d 00O 2. acarbose 100mgx3/d PPPG=200mg/dL 28wk NA A 20
(Bay g5421) P: 20

oooooOoOooooa
0oooo 3. voglibose 0.2mgx3/d PPPG=200mg/dL 4wk 95 Ahi: 101
(AO-128) 0.1mgx3/d variationFBGs30mg/dL Amd:104
o O0O0Q0QOoOoOoOooo 0.05mgx3/d Alo: 103
P: 108
ooooooOooooa 4 voglibose 6.2mgx3/d  PPPG=200mg/dL 8wk 81 Ar 119
(AD-128) variationFBGs30mg/dL P 131

ooooooOooooa
5. voglibose 0.2mgx3/d  PPPG=200mg/dL 28wk NA A 44
bboobooooooo (AO-128) variationFBGs30mg/dL P 45

gbboogoooboboooo
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PPPG: Post-Prandial Plasma Glucose;
Variation of the FBG was assessed within a 2 to 4-week run-in period.

FBG: Fasting Blood Glucose; Rx: Treatment; A: Active; P: Placebo;
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Detinition of the endpoint

1. PG _Lawering effect {in unit of ma/dlL)
a) PPPG1hr b) PPPG2hr c) EPG
A: -50 or more A: -40 or more A: -30 or mare
B: -49 to -25 B: -39 to -20 B: -28 10 -15
C: -24to -13 C:-19to -10 C:-141t0 -8
D:=12 D::8 D: =7
E: +13 or more E: +10 or more E: +8 or more
121 Absalute effect by achievement level of PG (in unit of mg/d
a) PPPG1hr b) PPPG2hr c) EPG

A: <160 A. < 160 Al <120
B: 1680 10 199
C: 200 to 249 C: 200 to 249 C: 140 to 164
D: 250 to 309 D: 250 to 309 D: 165 to 194
E: =310 E: 2310 E: =195

B: 160 to 199 B: 120 to 139

4)Score of CGt = 11 x (PPPG1hr score) + 8 x (PPPG2hr score) + 6 x (FPG score)

[0} (€] L Score of CGI

Remarkably improved: Qto 19

Moderately improved: 20to 39
Slightly improved: 40 to 69
Unchanged: 70 to 89
Worsening: 90 to 100.
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Meta-analysis of the Efficacy: CGl on the glycemic conirol
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gobooboobod

Actjve Placebo = EFFICACY Conventional Cumulative

N Study Year Eff Tot Eff Tot Diff MR MA
'K""ﬁ“"“'ﬁ; K K gooooooooo

Achia_biir Tebe bty
1 Acarbosel 1989 36 75 17 86 0.2823 — — ooooodooooo
2 AcarboseZ 1990 11 16 315 0.4875 — oooooooooo
3 Voglibosel 1992 63 252 19 89 0.0365  w{— —— ooDoO0ooooooo
4 Voglibose? 1092 51 99 23 114 0.3134 —— — Oo00o0oooon
5 Voglibosed 1092 1§ 42 7 44 0.2933 —— —— 0000000000
Total Pts = 832 180 484 69 348 0.2584 .
(95K C1: 0. 1109 tor0. 40640 Z - 3.4210 (22 - 0. BOCGD) HonEoonHny
X : {0 to 0. = 3 = 1.
° 0000000

Overall Hererogeneity:  Q = 19.12 (2,-0. 0007)

Overall Weighted Efficacy for Placebo = 19.8% (95% CI: 15.9% to 24.5%)

cf. Tot = Totals, EFF = Effective cases.

gooooboooon
gobooboobod

ADO-1

gooobobooboboo

Mela-analysis of the overall ADE incidence

OO00d0ddNo.10O 118

Active _Placebo  Risk
Ne  Study Year Obs Tot Obs Tov Diff

Conventivnal

MR
- e b4

oOos80000000
0120002400000
gobooboobod

Cumulative
MA
o« K x 2 «X

Ackv tafer
Acarbosel 1988 58 118 24 121 0.2932

AcarboseZ 1996 15 19 1 8 0.1784 —

Yoglibose2 1992 13 13 g 128 0.0505

1
2
3 Voglibosel 1992 30 294 3 105 0.0735 ——
4
5 Voglibosed 1992 2 42 0 44 0.0478

Total Pts = 1004 118 588 46 416 (.1089 -

[ S ————

Acinm sty

00000029000
gooooooooo
—t goooogo-2000
— 00o0O0ooo0oooo

~is 14 4 £
(358 C1: 0.0326 to 0.1T9D)

Overall Beterogeneity: Q= 15.38 (2P = 0.004)

Overatl Reighted ADE Rate for Placebo = 111X (85% C1: 8.3 to 14.6X)

Restricted to Yoglibose trials, the ADE rate for Placebo = 4.0%

the risk difference (RD) < 6. 1% (358CI: 2.8 to 9.5% 2°<0.0003)
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LT 1] 13 ol had
7 = 2.8309 (2P = 0. 0048
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