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(= ) Protocol Synopsis

I . Protocol title:

II. Objectives:

IT. Test drug:
1.Name:

2.Dosage form:

3.Dose(s):

4.Dosing schedule:

5.Mechanism of action (if known):

6.Pharmacological category :

IV. Developmental phase: phaseol ol oll oIV oOthers

V. Study design:
1. oControl:  oplacebo

pDactive  (please specify name and dosage)

oother
oUncontrolled
2. Blinding: oopen-label ~ oevaluator blind osingle blind
odouble dummy  cother
Randomized: oyes Ono
oParallel  oCross-over  OOther
Duration of treatment: _ days _ weeks_  months __

Titration: oforced Ooptional  Onone

N o g o~ w

OMulti-national ~ oMulti-center(Taiwan) ©OSingle center

odouble blind
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VI. Endpoints
1. Primary endpoint(s):

2. Secondary endpoints:

VII. Selection criteria:
1. Main inclusion criteria:

2. Main exclusion criteria:

VII. Study procedures:

IX. Concomitant treatment:

1. Permitted:

2. Prohibited:
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X . Statistics:
1. Primary hypothesis: gsuperiority onon-inferiority
oequivalence  Oother

2. Sample size: enrolled
evaluable

3. Efficacy population: oITT oPP  oother
Safety population: oITT oPP  ocother

4. Statistical method(s) for efficacy/safety evaluations:

5. Planned interim analysis: Oyes ono

Xl. Please attach flow chart and/or assessment schedule, if available.
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93.05.05.7%% # 3 % 0930309777 5= £
93.06.04.7%% # % % 0930316692 5 = 2

ARF Y FEIWApE RN L
88.12.22.1F%F & 5 ¥ 88080067 %t = £
89.10.11.7% % & 3 % 0890024022 55 = £
89.11.18.%F% ¥ 3 % 0890030251 552> 2
92.02.17.7%% # 3 % 0920314824 5. = £
95.12.13.7%% # 3 % 0950327740 5= £
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