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Clinical Trial experience

1.

Cohort study for identification of high risk factors for severe toxicities with adjuvant XXX or
XXXXX after curative resection in localized advanced gastric cancer

An International Single-Arm Protocol To Provide Expanded Access To XXXXXXXXXX For
The Treatment Of Metastatic Gastric Or Gastroesophageal Junction Adenocarcinoma
Following Disease Progression After Prior XXXXXXXXXXXX And/Or Platinum-Containing
Chemotherapy

Post Marketing Surveillance Study of Safety and Efficacy of XXXXX Tablets under the “New
Drug Re-Examination”

An open-label randomized multi-center phase 111 study of XXXXXX plus XXXXXXXXXXX
versus XXX plus XXXXXXXXX as first-line therapy in patients with advanced gastric cancer

A prospective, multicenter, randomized, double blind, placebo-controlled, 2-parallel groups,
phase 3 study to compare the efficacy and safety of XXXXXXXX in combination with
XXKXXXK (XXX KXXXXXXK, XXXXXXXXX and XXXXXX XXXX) to placebo in
combination with XXXXXXX in second line treatment of patients with metastatic colorectal
cancer

XXXXXXX, Phase Ill Study, A Multicenter, Double-Blind, Randomized Study in Patients
with Unresectable Advanced or Recurrent Gastric Cancer

Comparison of efficacy and tolerance between combination therapy and monotherapy as a first
line chemotherapy in elderly patient with advanced gastric cancer; multicenter randomized
phase 3 study
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16.
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19.

20.

21.

A Randomized Phase 1l Study Investigating the Role of XXXXXXXXX duration (3 months
versus 6 months) in modified XXXXXX-6 or XXXXXX Regimen as Adjuvant Therapy for
Patients with Stage I1/111 Colon Cancer

A study of Korean XXX XXXXXX for evaluation of improvement on cancer-related fatigue
in patients with colorectal cancer with chemotherapy: A Randomized, Double-blind, Placebo-
controlled, Parallel, Multi-center Trial

A Randomized, Open-label, Japan-Korea Collaborative Phase 3 Study to Compare the Efficacy
of  XXXXXXXXXXXX and XXXXXXXXXX  Combination Therapy  versus
XXXXXXXXXX Monotherapy as Second Line Treatment in Subjects with Advanced or
Recurrent Gastric and Gastroesophageal Junction Cancer

A multicenter, randomized, non-inferiority, open label, Phase Il trial to evaluate the efficacy
and safety of the combination therapy of XXXXXXXXXXXX and XXXXXXXXXXXX in
comparison to the combination therapy of XXXXXXXXXX/XXXXXX XXXX and
XXXXXX XXX XXX in patients with advanced gastric cancer

A randomized, open, multicenter phase 3 study for efficacy and safety assessment of
XXXXXX (XXXX XXXXXXXXX) vs XXXXX® (XX XXXXXXXXX) in patients with
metastatic or recurrent unresectable gastric cancer

The Registry Collecting Data on Korean Gastroenteropancreatic Neuroendocrine Tumor
Patients

Web-based registry of Korean metastatic colorectal cancer
Patient Characteristics, Pain Severity, and Quality of Life in Neuropathic Cancer Pain

A randomized phase Il study of perioperative chemotherapy plus XXXXXXXXXXX versus
postoperative chemotherapy plus XXXXXXXXXXX in patients with upfront resectable
hepatic colorectal metastases

A randomized, multicenter phase Il study to assess the efficacy of XXXXXXXXXXX versus
XXXXXXXXXXX in patients with recurrent or metastatic gastric cancer who progress
following first-line therapy

Analysis of molecular biologic markers including ROMOL in colorectal cancer tissue for
demonstrating those clinical utility and test of K-RAS gene mutation by using palm PCR device

Expression of IGF-I1 R Antibody / p-IGF-I R Antibody in stomach cancer tissue

Clinical parameters to discriminate neoplastic fever from infectious disease in metastastic
colorectal cancer

Risk factors for brain metastasis in patients with unresectable metastatic or recurrent colorectal
cancer
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32.

The ecpression of EGFR ligand in gastric and colon cancer tissue

Development of mMRNA-miRNA multiplex diagnostic system for prognosis and medical
guideline of gastric cancer and oral cancer

A Phases 3, Multicenter, Randomized, Double-Blind, Active-Controlled Study of the Safety
and Efficacy of XXXXXXX for the Prevention of Chemotherapy- Induced Nausea and
Vomiting(CINV) in Subjects Receiving Moderately Emetogenic Chemotherapy

A Phase 3, Multicenter, Randomized, Double-Blind, Active-Controlled Study of the safety and
Efficacy of XXXXXXX for the Prevention of Chemotherapy-Induced Nausea and
Vomiting(CINV) in Subjects receiving highly Emetogenic Chemotherapy

Prospective, multicenter, observational Study on XXXXX@® (XXXXXXX) in patients with
EGFR-expressing, KRAS wild-type metastatic colorectal cancer

Evaluating the Safety and Efficacy of Combination Therapy with FOLFOX-4 and XXXXX
Therapy Versus XXXXX alone in Patients with Recurrent, Unresectable and Advanced Gastric
Cancer

Evaluating the Safety and Efficacy of Combination Therapy with XXXXXX and XXXXX
Therapy Versus XXXXX alone in Patients with Recurrent, Unresectable and Advanced
Colorectal Cancer

Investigation of association between XXXX XXXXXX and XXXXXXX Toxicity in Korean
Patients with Advanced Colorectal & Gastric Cancer treated with XXXXXX regimen

A Randomized , Multicenter, Double-Blinded, Placebo-Controlled Phase 3 Study of Weekly
XXXXXX with or without XXXXXXXXXX Drug Product in Patients with Metastatic
Gastric Adenocarcinoma, Refractory to or Progressive After First-Line Therapy

A randomized, Double-Blind, Active-Controlled, Optimal Dose-Titration, Multicenter Study
to Evaluate the Safety and Efficacy of XXXXXXX Extended Release (ER) in Japanese and
Korean Subjects With Moderate to Severe Chronic Malignant Tumor-Related Cancer

Clinical usefulness and Quality of life of XXXX hydromorphone in strong opioid-naive cancer
pain patients; Multicenter, prospective, open-label and observational study

Clinical GCP training

Chief of Institutional Review Board of Korea University Guro Hospital
Committee member of Korea Associate of Institutional Review Board (KAIRB)
2009,6-9 Training program of AAHRPP

2011.8 KAIRB annual meeting lecture: risk and benefit assessment

2011,5,19-21 WHO-FERCAP local surveyor certification. FERCAP

2011,3 Korea University Guro Hospital 4 weeks course GCP training certification



2011,7 Korea University Guro Hosptial GCP and IRB training

2011,12 Korea University Anam Hospital IRB lecture: IRB History

2011, 3,23 GCP education for Clinical Investigator Korea University Guro Hospital

2011, 1,20, GCP education for Clinical Investigator Korea University Anam Hospital

2011, 3,28 IRB circulation education , Korean FDA

2011, 8,4 GCP and SOP for investigator

2012, 2. 24 Certification of Attendance 2012 Asan Medical Center HRPC & IRB Workshop

2013, 3. 19 GCP Training Course of Korea University Guro Hosptial Clinical Trial Center
2013 Symposium

2014, 10.30 GCP Training Course of Korea University Guro Hosptial Medicine & Gene

Clinical Trial Center-Medical Device Clinical Trial Center
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