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/. : Completion Date 15-Jul-2017
[ { ] : Expiration Date N/A
" Record ID 23876100

<X PROGRAM

This is to certify that:

Has completed the following CITI Program course:

Information Privacy Security (IPS) (Curriculum Group)
Researchers (Course Learner Group)
1 - Basic Course (Stage)

Under requirements set by:

V of Medicine Ramathibodi Hospital, Mahidol Universtty

Mahidol University
This certified that

7.8be2-bb0205abc2f7-23876100

Verify at WWW.Citiprogram.Org/\/eriﬁ//?wad8906e9-4f1 0-446

Has attended
Good Clinical Practice: ICH-GCP

On February 16-17, 2017

L fot
Kanokwan Pornprasit

5501 ong On phadhanakul, M.D. :
Professor Boonsong ()/I{g/’zlf’/la;dt]au i e S
Deputy Dean for Heseal
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(FUALHD (A randomized controlled trial comparing completion
axillary lymph node dissection with no further surgery in early

breast cancer patients with sentinel lymph node metastasis)
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Randomized controlled trial, parallel group
Block-randomization

Non-inferiority

Double blind (patient & evaluator)

Interim analyses

DSMB
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N1TATUIN Sample Size

Non-inferiority design, two equal groups
ldgasund Schoenfeld

Outcome : disease-free survival

Tddoya disease-free survival 9INTW 31U
Hypothesized Hazard Ratio 1.3

Accrual time 3 yrs

FU time at least 3 yrs (maximum FU time 6 yrs)
Type I error 0.05; power 0.8

20% loss to FU

Sample size 1250/group (2500 overall)
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“Intention to treat”
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/58U baseline (t-test, rank tests, chi-square)
Kaplan-Meier estimates
Log-rank tests
Cox-proportional hazards regression

Hazard ratios, 95% CI, Wald tests
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