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(Hypothesis Development)
MEFRZNEZITE:

cFTEI IR BRI A EFEBNS AR E —EEGR (BE
smtheory)
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Zif R EER (cont.)
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- EEI(REL (H,) : everything is equal, no effect
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(Study Design Options)
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} :7;':: %U Eﬁ‘ ?: 1 (Control of Bias)

ERBRRENRE

« Random sample from the population vs. volunteer
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:7;':: %U Eﬁ ?:2 (Control of Bias)
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:7;':: %U Eﬁ‘ ?:3 (Control of Bias)
= AZAEENS - oJA” blinding”BY
» Open-labelVift L85
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- Blinding Vit 3352 5
» Single-blinding: =8I

- Double-blinding: =812 -~ Httfl&

 Triple-blinding: (not defined consistently)
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=K E (Sample Size)
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R R E T E#RE KE(a)

* (BR520a=0.05 (55%)
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Power (1-B)&115 A2 5 8
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;B t51F (Endpoints)
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(data management)
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2 ET AR SIS (case report form)

« Case report form (CRF)
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Data coordinating center, DCC

1. EERAEHITE O (study center)FEZEDCC
2. RENESFNENEFERRT
3. Double key In:
- DCCIRERIE#F2R (D AIBAEAEEE) - 18
BEGE - BIEEFE
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Optical character recognition, OCR

1. BFEBEREEZEDCC
2. FIFIRHEEERES  SFBHOCRFEHME
TEIE P
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Electronic data capture, EDC
1. #3590 (study center) Wi E B EEER
I E r}H i A central server
. % server HH DCC R A B 42 W R 1EHE M
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. Ready for statistical analysis
DTETEFE R —FH B R ECER L protocol =k
proposal A
 Data-driven for exploratory purposes
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Thanks for listening




