oF
10
10
vl
<H
o]



A A A 7] 8 (Site)

— A7 HE

— AIEX}: A™"H XL (Principal investigator), A& 2 Xt (Sub-
investigator), &A™ =™K}

— AMAILAC|Y|O|E (Clinical Research Coordinator)

— 2t2[2FAL (Clinical Trial Pharmacist)

UMAEMAI A2 (7| 222 A2 - IRB)
A& A™ 22| X} (Sponsor)

— Director, CRM, CPM, CRA, &A|StA} (Biostatistician), CDM &
— YA|H=E7| 2 CRO

o17t, &=, Hl7| & (MFDS)

X CRM : Clinical Research Manager, CPM : Clinical Project Manager,
CRA . CR Associate, COM : Clinical Data Manager



Good Clinical Trials

MFDS
Responsibility -

IRB

Responsibility

IRB &

Sponsor
Responsibility

| 2| X}
CRO

HLEe A
2t

M X}

* MFDS : Ministry Food and Drug Safety o 1A C|L 0| Ef
* CRO . Contract Research Organization SMO

*IRB : Institutional Review Board ZH2| kAL
*SMO: Site Management Organization

Investigator
Responsibility



AS A Z[X} (Sponsor)

d

J

o
O
.

OIAFA|EIO| A& ZhE| KA Sof Bt E xS 2t Q=

|(individual), 2| Af(company), & A| 7| 2(institution),

CHA]

(organization) <

MO 2 sponsor= M| 22| AHE HSHX| T

AFEE AAUTOA =

KFLE AA[7] 2 B SO 2 = /U

\q (\
~—t
= =




AU S A= 2| 2| X} (Sponsor)

CLINICAL STUDY PROTOCOL

EudraCT No.:

Protocol No.: 1200.271

Investigational Afatinib

Product:

Title: A Phase II, Open-Label, Multicentre Study to Assess the Anti-
tumour Activity of Afatinib in Patients with Activating
Epidermal Growth Factor Receptor mutation from
Circulating Tumor DNA

Clinical Phase: II

Principal Investigator:  Young-Chul Kim
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Home > Search Results > Study Record Detail

Trial record 1 of 7 for:  osimertinib | Recruiting Studies | lung cancer | Korea, Republic of

Previous Study | ReturntoList | Next Study »

Osimertinib in First and Second Line Treatment of NSCLC Harboring EGFR Mutations From Circulating Tumor DNA (LiquidLung-O)

This study is currently recruiting participants. ClinicalTrials.gov Identifier:
See P> Contacts and Locations NCT02769286
Verified August 2016 by Young-Chul Kim, Chonnam National University Hospital First received: May 9, 2016
Last updated: August 2, 2016
Sponsor: Last verified: August 2016
Chonnam National University Hospital History of Changes
Information provided by (Responsible Party):
Young-Chul Kim, Chonnam National University Hospital
Full Text View Tabular View No Study Results Posted Disclaimer How to Read a Study Record

P Purpose
Treatment efficacy of osimertinib will be assessed in patients with lung cancer harboring activating epidermal growth factor receptor (EGFR) mutations (cohort 1) and those harboring
T790M (cohort 2) which were detected from circulating tumor DNA

Condition Intervention Phase

Lung Neoplasms Drug: Osimertinib Phase 2
EGFR Gene Mutations
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# crociiateste NEWSLETTER

GLOBAL EDITION, JUNE 2017, ISSUE 1

RECRUITM ENT STATUS AS OF 12 JUNE 2017

CANADA

Screened

Screened Failed

Randomized

- °2.°  WELCOME MESSAGE FROM DR. PATRICK FORDE
ASCO SCIENTIFIC STEERING COMMITTEE

A warm welcome to my colleagues participating in the CA209-816 study. I am
happy to bring to you some exciting highlights from the recent ASCO meeting in
Chicago:
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CONFIDENTIAL DISCLOSURE AGREEMENT

This CONFIDENTIAL DISCLOSURE AGREEMENT (the “Agreement”) is made by [Young-Chul Kim]
(“Principal Investigator”), an employee of [Chonnam National University Hwasun Hospital, 322,
Seoyang-ro, Hwasun-eup, Hwasun-gun, Jeollanam-do, 58128, Korea] (the “Site”) and [Quintiles
Transnational Korea, Co., Ltd.13th floor, World Tower Bldg. 558 Songpa-daero, Songpa-gu, Seoul,
05510, Korea ] (“Quintiles”).

WITNESSETH

WHEREAS, Quintiles and one of its customers, Merck KGaA, Frankfurter Str. 250,

64293 Darmstadt, Germany,, (“Sponsor") are seeking to identify potential investigative sites for a studies
relating to avelumab (MSB0010718C), (the “Studies”), and Principal Investigator desires to review
information about the Studies in order to determine whether he/she and the Site would be interested in
participating in the Studies (“Purpose”); and

AGREED TO AND EFFECTIVE AS OF THE DATE SIGNED BELOW:

Young-Chul Kim, M.D

ipainn G U

(Sigﬁature)

Date: 7’0]‘2 T';,Tﬂ“’v |




Chung, Yu-Kyung ¢ 2016\ 68 15 2% 4:18
[8+=01=2H|] 917 &ojoigt 29| S2ILICt Site Feasibility for Phase 2 SCLC study (Small Cell Lung Cancer) TEI- 4
dt= ARRl: Young-Chul Kim, #2=: Choi, Okhui

g Bul oA 91 /4FA] E start-up phaseE H B3t A= CRAFE  dYT.

WY =gl AL thEo| oy 2}, Abbvie 9l A Veliparib (PARP inhibitor) & U Al @ e 2 33 SCLC A2 o
doz 28 dAANE S AYsHA 2 A YUt

oln] nFEA A Veliparib & YFAIEF O Z 3= NSCLC €7 (M14-359) o] AT ALAZE A dta AA 7], & 2%
SCLC 47l % #ds)] 4 F IS4 79 =8| A Y},

Study Phase: 1,2 (Y JAHAGA AA=1,280] BAHoZ BF JPH &= Z2EF|A Y, FxdA= 24
bAoA #o sk FUTh)

Study Title/Description: A Phase 1 Dose Escalation and Phase 2 Randomized Double-Blind Study of Veliparib in Combination
with Carboplatin and Etoposide as a Therapy of Treatment Nai've Extensive Stage Small Cell Lung Cancer
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Dosing Summary

* Subjects will be dosed with either IP diluted with 0.9% saline solutions supplied in an infusion
bag once every 2 weeks OR docetaxel according to label instructions and local institutional
practices once every 3 weeks. .

— PATIENT POPULATION AND RECRUITMENT POTENTIAL -
When considering how many patients you could enroll please consider your time commitments and
how many of these patients would likely consent. Where possible, please complete the boxes with
real data, e.g,. from database searches.

EMR 100070-004: A Phase lll open-label, multicenter trial of MSB0010718C versus
docetaxel in subjects with PD-L1 positive non-small cell lung cancer that has
progressed after a platinum-containing doublet

How many patients/year are seen at your
1. | facility who have progressed per the
inclusion criteria noted above?

Of the number of patients noted, how many
2. | would be eligible for this study based on the
key inclusion/exclusion?

How many patients do you estimate your site

enroll per month?
could enroll per month /Month

[JYes [INo

This study will begin enrolling patients in Comments:

4 | March 2015. Can your site be active by the
end of February, 20157

With the protocol information provided, what
do you feel will be the most common

s reason(s) for Screen Failure aside from PD-
L1 expression?.
Do you see any challenges/restrictions with
u the patient eligibility criteria? . [lves [No
If yes, please indicate which inclusion or exclusion number and comment:
Inclusion Number(s): ‘ Exclusion Number(s):
7

Comments: .

nLastName

1. Site Interest

COMPLETE SECTIONS 2-10 ONLY IF INTERESTED IN PARTICIPATING IN THE STUDY .

Are you interested in participating in the protocol?
[[] Yes. Please provide your specialty/specialties:

[INo
Please indicate reason(s) for being not interested:
[[] Subject eligibility criteria ["] Competing protocols .
[_] Lack of available staff [] Lack of potential subjects .
[] Other (please specify)

Any additional comments:

2. Contact Is the physician listed on the cover page likely to be the Pl assigned to this
Information. study if selected? [ Yes [JNe
If answered No, please provide the correct Pl name and contact information
(including site name, address, phone, fax, email)..
Name/Title:
Phone #: Email:
Please provide the name(s) of the person(s) to contact in order to schedule an
assessment visit?
Name/Title:
Phone #: Email:
Name/Title:
Phone #: Email:
3. Facilities . Is your center part of a cooperative network (i.e., SWOG)? [_Jyes [<No

If yes, please specify:
Is your center a part of an affiliate network (i.e., satellite sites)? [Jyes [No
If yes:
* Specify how many other potential sites: .
* |s your site required to use the satellite sites: [ Yes [ No

Has your site used EDC before? [{Yes [JNo
If yes, have you used Inform (Phase Forward)? [Yes []No.

Does your site have the following equipment on site or immediate access to the

equipment?

12 —lead ECG [ Yes [No
CT scanner yes [INo
MRI Pdyes [INo

Bone Scanner [dyes [INo
RT Centrifuge yes [INo .
Liquid nitrogen storage tank (€ —140°C) [JYes [JNo

Freezer -70°/-80°Celsius) yes [INo.

Page 4 of 6
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Chemo naive flnsplalm £ bl P ‘
Stage |v S woekiy (OP) \ T
Hr’»n—%mmmous = R
N EGFR-TK| |
N=562 2 :
Docetaxel

Pemetrexed 500 mg/my
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Randomized Phase III Study of Docetaxel Plus

Cisplatin Versus Pemetrexed Plus Cisplatin as
First-line Treatment of Nonsquamous

Non—Small-cell Lung Cancer: A TRAIL Trial

Cheol-Kyu Park,’ In -Jae Oh,' Kyu- -Sik Kim, ' Yoo-Duk Choi, * Tae-Won Jang,3
Youn-Seup Kim,* Kwan-Ho Lee,’ Kyeong—C heol Shin,” Chi Young Jung,®
Sei-Hoon Yang, ]eong Seon Ryu, Seung—Hun ]ang, Seung—Soo Yoo,
Suk-Joong Yong, Kye Young Lee,! Kwang—Ho In,"”> Min-Ki Lee, 14
Young-Chul Kim'

Abstract

No prospective phase lll trials have directly compared the efficacy of pemetrexed plus cisplatin (Pem-Cis) with
docetaxel plus cisplatin (Doc-Cis) in nonsquamous non—small-cell lung cancer. A total of 148 chemotherapy-
naive patients lacking driver mutations were randomized to the Pem-Cis or Doc-Cis arm. The progression-free
survival and response rate was similar between the 2 arms, although adverse events and more severe toxicities
were observed more frequently in the Doc-Cis arm.

Introduction: To date, no prospective phase lll trials have directly compared the efficacy of pemetrexed plus cisplatin (Pem-
Cis) with docetaxel plus cisplatin (Doc-Cis) in patients with nonsquamous non—small-cell lung cancer. Materials and
Methods: A total of 148 chemotherapy-naive patients lacking driver mutations were randomized into 21-day regimens of
cisplatin 70 mg/m? with either docetaxel 60 mg/m? (n = 71) or pemetrexed 500 mg/m? (n = 77) for < 4 cycles. The primary
objective was to assess the noninferiority of progression-free survival (PFS) for patients receiving the Doc-Cis regimen.
The secondary endpoints were the response rates, overall survival, and toxicity profiles. Results: Partial remission was
observed in 24 (31.2%) and 24 (33.8%) patients in the Pem-Cis and Doc-Cis groups, respectively. The median PFS was
4.7 months (95% confidence interval [Cl], 4.4-5.0) in the Pem-Cis arm and 4.4 months (85% Cl, 3.7-5.1) in the Doc-Cis arm
(P > .05). The median overall survival was longer in the Doc-Cis arm (13.3 months; 95% Cl, 8.1-18.5) than in the Pem-Cis
arm (11.7 months; 95% Cl, 8.6-14.8; P > .05). Between the 2 arms, no significant difference was found in the subsequent
treatments after failure of first-line treatment. The rate of grade 3 or 4 neutropenia and febrile neutropenia was greater in
the Doc-Cis arm than in the Pem-Cis arm. Conclusion: In nonsquamous non—small-cell lung cancer patients lacking
driver mutations, the PFS and response rates were similar between the 2 arms, and toxicity was tolerable, although
adverse events and more severe toxicities were observed more frequently in the Doc-Cis arm.

Clinical Lung Cancer. Vol. 18. No. 4. e289-96 © 2017 Elsevier Inc. All rights reserved.
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