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Consentimiento informado

Titulo del estudic: Recogida prospectiva de muestras de sangre para evaluar
nuevos marcadores diagnésticos del cancer de higado

Yo (nombre y apellidos)

He leido la hoja de informacién que se me ha entregado.
He padido hacer preguntas sobre el estudic.
te hablado con: Dr. Juan Ignacio Esteban
Comprendo que mi participacion es voluntaria.
Comprendo que puedo retirarme del estudio:
1. Cuando quiera
2. Sin tener que dar explicaciones
3. Sin que esto repercuta en mis cuidados médicos
Presto libremente mi conformidad para participar en el estudio.

Fecha y firma del participante Fecha y firma del investigador




Information for Research Study Volunteer

Prospective study of blood sample collection to evaluate the new diagnosis of tumor marker for liver cancer.

Institute of Gastroenterology and Hepatology  In collaboration with Roche Diagnostics GmbH

Nanthana-Kriangkrai Chotiwattaphan Nonnenwald 2
8th Floor, Chalermprabaramee Building 82377 Penzberg
Songkhla Nakarin Hospital Germany

Hat Yai District, Songkhla Province

Dear all research participants

This document provides information to support your decision to participate in this study. However, before you agree to
participate in this research, please read this document thoroughly and take time to understand the purpose and details
of the study.

If you still have any further concerns, please don't hesitate to ask our team of researchers or doctors involved in the
research project for more clarification. You have the right to cancel and terminate your participation at any time
(whether verbally or in writing) without stating a reason. The decision to leave this study will not have a negative
impact on your treatment.

1) Purpose

Blood or marker tests are biochemical tests conducted within the body. In case of disease or iliness, the concentration
of any markers will be significantly changed from their normal value. Therefore, these markers are an important part of
the final diagnosis, early detection, and prognosis and may indicate whether the treatment can be successfully carried
out.

Currently, the substance is widely used in the diagnosis of diseases which you may have experienced. While having a
medical checkup you may get a blood test to see if you have any symptoms or are at any stage of the disease.

For this research project we will use your blood to screen for new blood markers, that may be able to detect cancer in
its early stage. The contribution of this study will help develop new markers for clinical research practice which can be
used to diagnose the disease more quickly and accurately in the future. It can also reduce the number of patients
treated incorrectly or not receiving timely treatment.

You may not see any immediate benefits, including personal health benefits, from your participation in this project and
my not receive the immediate benefit of the blood marker analysis at the start of the project. However, the information
obtained from the research will enhance overall medical knowledge and help improve the treatment of patients who
are at risk of developing liver cancer.

2) Conducting research

This research project will be conducted by Roche Diagnostics in collaboration with this hospital and many others. The
comparison will be made between 2 groups of patients, one consisting of patients diagnosed with liver cancer and the
other, called the control group, consisting of patients with benign liver disease or patients with chronic infection. The
doctor who examines you will provide you information and ask you to sign a consent form in the event that you agree
to participate in the project.

The doctor will collect personal information and your medical history, including diseases or illnesses, and additional
blood from a normal blood sample by drawing 1 tube of 36 milliliters (cc) which will be used in preparation for the
lymphatic tube (Non-anticoagulant lymph fluid) approximately 8-10 milliliters and EDTA plasma (EDTA anticoagulant
lymph fluid) , approximately 6-8 milliliters. The name of blood sample will then be coded. As a result, only the doctors
participating in the project have permission to trace back your personal information (name, date of birth).

Blood sample collection will be completed by December 2014. Laboratory tests will be done by the Roche Diagnostics
in Penzberg (Germany). In the following year, coded blood samples will be kept until the project is completed.
According to the research framework as described in the introduction (study purpose) the participant may not be able
to anticipate any direct benefits. There will be no extraction or analysis of nucleic acid (DNA) from blood cells.



3) Potential Risks

Participant may not have any risk from blood sample collection because the drawing blood directly from the veins is a
normal procedure in order to obtain laboratory tests. Hence, the potential risk is considered a general risk of blood
collection. You are likely to have bruising, swelling in the area of blood drawing or fainting and the risk of infection from
blood sample collection is extremely rare.

4) Ethics in research

Research study must be reported, considered, and approved by the responsible authorities who supervise the ethics
of research and experimentation on human subjects. Such approval will then be in compliance with guidelines or
ethical principles relating to medical research and experimentation involving human subjects such as The Declaration
of Helsinki and guidelines set by each institution.

5) Right to withdraw from the study

Participation in this research is voluntary. You can withdraw from the research at any time without giving a reason.
Requesting to withdraw from the research will not have any consequence with your future care. In the event of
withdrawal, the research information about you and/or your blood sample will be eliminated upon your request. Unless
stated otherwise, you agree to continue testing or keep your information. You may change your mind about joining the
study at any time by contacting the head of project, Assoc. at telephone number

6) Data protection for volunteers:

Data collection of this study will be recorded by electronic system in code format (pseudonymized) without showing
personal information that can identify you such as form of address, date of birth, or patient ID used in the hospital (H.N
Number). Personal information will be retained for at least 15 years as required by law. In order to protect your
personal information, we will treat it as confidential.

To ensure that all of your information is correct the form will be filled out according to your original documents and
medical history. The person in charge of the company, the " Research Monitor", can check the information of the form
in comparison with the original documents.

By certifying that your personal information will remain strictly confidential and will not be revealed to the public, we
would like to ask for your participation in this research project after reading the above statements and making sure to
understand all of the information provided. But if you need any further information to assist with your decision, please
don't hesitate to ask the assigned doctor for more information. If you agree to participate in the research, please sign
your consent form and submit it to your doctor. You will receive a copy of the consent form for your own reference.

Thank you for your cooperation!

Best regards,

Head of Project:



Consent Form for Participation in Research Study

Prospective study of blood sample collection to evaluate the new diagnosis of tumor marker for liver cancer.

Institute of Gastroenterology and Hepatology  In collaboration with Roche Diagnostics GmbH

Nanthana-Kriangkrai Chotiwattaphan Nonnenwald 2
8th Floor, Chalermprabaramee Building 82377 Penzberg
Songkhla Nakarin Hospital Germany

Hat Yai District, Songkhla Province

Patient Name Date of Birth Patient ID

(Please write in block letters)

| acknowledge that | have read and accepted the details on the scope, procedure, and risk of the above clinical study
for research volunteer and have received adequate explanation by the assigned doctor.

First Name - Last Name (Please write in DIOCK [EHEI) .......cooiiiiiiii e
Telephone NUMDBEr .......cccoeviviiiiiiii e,

| have received and understand the explanation regarding this research. In addition, | had the opportunity to discuss
this research with the assigned doctor and have enough time to consider joining the project of my own free will. All of
my questions have been answered by the doctor and there are no more questions at this time. But if | have any further
questions in the future the responsible doctor can assist me.

Consent for blood draw and the use of blood sample

| hereby confirm my consent to blood sample collection and the use for the study of liver cancer research.

| also agree to send the blood sample in coded form to Roche Diagnostics, as described in the aforementioned
information for research project volunteer. | know that | will not receive any compensation for my participation in this
study and also know that | have no right to claim compensation, royalties, other financial benefits, or profits of study
for my blood sample.

Non-disclosure of personal information

I know that personal and medical information from my medical treatment records will be collected, documented,
stored, and analyzed during this research study. Use of my personal information must comply with legal regulations
and be approved with the full consent of my own will before participating in the research study.

1) | agree that the information and treatment records contained in this study are documented and stored in the form of
paper questionnaire and in electronic form, in code format, without a name and date of birth. All the information will be
sent to the head of the main project at Roche Diagnostics, 82377 Penzberg, Germany.

2) Furthermore, | acknowledge that others, on behalf of the sponsoring research company, the research ethics
committee, or other authorized persons, are allowed to examine and process personal data of the participant together
with the doctor in charge. This will be done when it is necessary to monitor the results of the study. By agreeing to
participate in this study, | allow my medical history to be reviewed.

3) In case of the publication of this study, my name will not be stated.

In this regard, | agree to participate in the above research study under the conditions specified in this consent form
and documents related to patient information.

| freely and voluntarily made decisions od my of will. This study is only a pure observation which has no consequence
with the diagnosis and treatment of my disease.



| know that | have the right to cancel the consent and terminate the research participation at any time (whether
verbally or in writing) without stating a reason. The decision to leave this study will not have a negative impact or
disadvantage on the treatment of my other diseases, for which the researcher confirms that he will not collect any
additional information from me after | request to cancel my participation in the project and wish to have all relevant
documents and/or investigative samples destroyed.

| have received a copy of this consent form and information for a research study volunteer.

Date The Patient's Signature

| have provided detailed information on this study to the patient.

Date The Doctor's Signature



NATIONALES CENTRUM
FUR TUMORERKRANKUNGEN
HEIDELBERG

getragen von:

Deutsches Krebsforschungszentrum
Universitatsklinikum Heidelberg
Thoraxklinik-Heidelberg

Deutsche Krebshilfe

NCT | Im Neuenheimer Feld 460 | D-69120 Heidelberg

Abteilung fur Medizinische Onkologie
Im Neuenheimer Feld 460

Prospektive multizentrische Sammlung von Blutproben zur D-69120 Heidelberg
Bewertung neuer diagnostischer Marker bei Leberkrebs T rankunaon Heidelberg

www.nct-heidelberg.de
info@nct-heidelberg.de
Im Neuenheimer Feld 460
D-69120 Heidelberg

EINWILLIGUNGSERKLARUNG

Interdisziplinare Ambulanz
Telefon +49 6221 56-4801
Telefax +49 6221 56-8815
ambulanz@nct-heidelberg.de

Nationales Centrum fur in Kooperation mit ~ Roche Diagnostics GmbH Onkologische Sprechstunden
Tumorerkrankungen Nonnenwald 2 Aligemeine Onkologie
Abt. fur Medizinische Onkologie 82377 Penzberg CUP (Cancer of Unknown Primary)

. i . . Dermatologische Tumoren
Universitatsklinikum Heidelberg Gastrointestinale Tumoren
Im Neuenheimer Feld 460 Gynékologische Tumoren
69120 Heidelberg Gynakologisch-genetische Sprechstd.

Kopf-Hals Tumoren
Kinderonkologie
Leukamie
Lymphome

X . Myelome

Patientenname Geburtsdatum Patienten-Nr. Neuroendokrine Tumoren

Neuroonkologie
Radioonkologie
Sarkome
Thorakale Tumoren
Urologische Tumoren

Beratungen
Al |g emeines Krebsinformationsdienst (KID)
Ernéhrung
Psychoonkologie
Sozialdienst

Ich habe die Patienteninformation zu oben genannter Studie gelesen und wurde
aulBerdem in einem ausfuhrlichen, personlichen Gesprach von der zustandigen  pirektorium

Prufarztin/dem zustandigen Priifarzt, )
Christof von Kalle, Prof. Dr.

Translationale Onkologie
Frau/Herrn Tel: Jirgen Debus, Prof. Dr.
Radioonkologie
Dirk Jager, Prof. Dr.
Medizinische Onkologie
umfassend uber die geplante Studie aufgeklart. Den Inhalt dieser Aufklarung habe  Peter Krammer, Prof. Dr.
ich verstanden. Ich hatte ausreichend Gelegenheit, weitere Einzelheiten zu der Tumer'mmunologie
Studie zu erfragen — und geniigend Zeit, um meine Entscheidung unbeeinflusst zu gg\;‘eer:'tf\‘lg'o”ﬁfélség' pr.
treffen. Im Moment habe ich keine weiteren Fragen. Fir eventuelle spatere

N . A .. .. Wolfgang Wick, Prof. Dr.
Ruckfragen steht mir die Pruféarztin/der Prifarzt zur Verfliigung. Neuroonkologie

Seite 1 von 3 (Version 01)



Seite 2

ONCT

Einwilligung in die Nutzung und Entnahme von Blutproben

Ich erklare mein Einverstandnis, dass Blutproben enthommen werden und fir
Forschungszwecke im Bereich Leberkrebs verwendet werden. Ich stimme zu, dass
die Blutproben unter Verantwortung der oben genannten Institution oder der o.g.
zustandigen Prifarztin/des o.g. zustandigen Prifarztes in verschlisselter Form
(d.h. so, dass eine Zuordnung zu meiner Person nur {iber die bei der Arztin/beim
Arzt hinterlegte Referenzliste maoglich ist) fur den in der Patienteninformation
beschriebenen Verwendungszweck herangezogen werden und in diesem
Zusammenhang an die Roche Diagnostics GmbH weitergegeben werden.

Mir ist bewusst, dass ich fiir die Uberlassung meiner Proben kein Entgelt erhalte,
und ich keinerlei Anspriche auf Vergitung oder sonstige Beteiligung an
finanziellen Vorteilen und Gewinnen habe, die mdglicherweise auf der Basis der
Forschung mit meinen Blutproben erlangt werden.

Datenschutzrechtliche Einwilligungserklarung

In der Studie werden persénliche Daten und medizinische Befunde Uber
Sie erhoben. Die Speicherung, Auswertung und Weitergabe dieser
studienbezogenen Daten erfolgt nach gesetzlichen Bestimmungen und
setzt vor Teilnahme an der Studie folgende freiwillige Einwilligung voraus:

1) Ich erklare mich damit einverstanden, dass im Rahmen dieser Studie
erhobene Daten/Krankheitsdaten auf Fragebégen und elektronischen
Datentragern in pseudonymisierter Form (d.h. ohne Namensnennung)
aufgezeichnet, ausgewertet und weitergegeben werden an

a) den Auftraggeber* der Studie zur wissenschaftlichen Auswertung;

Roche Diagnostics GmbH; Nonnenwald 2; 82377 Penzberg

2) AuBerdem erklare ich mich damit einverstanden, dass ein autorisierter
und zur Verschwiegenheit verpflichteter Beauftragter des
Auftraggebers, der Universitat, u nd der Zulassungsbehérde in meine
bei der Prufarztin/beim Prifarzt vorhandenen personenbezogenen
Daten Einsicht nimmt, soweit dies fiir die Uberpriifung der Studie
notwendig ist. Fir diese MalBnahme entbinde ich die Prifarztin/den
Prufarzt von der arztlichen Schweigepflicht.

3) Bei der Verdffentlichung von Ergebnissen der Studie wird mein Name
ebenfalls nicht genannt.

Seite 2 von 3 (Version 01)
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Seite 3
NATIONALES CENTRUM
FUR TUMORERKRANKUNGEN
HEIDELBERG

getragen von:

Deutsches Krebsforschungszentrum
Universitatsklinikum Heidelberg
Thoraxklinik-Heidelberg

Deutsche Krebshilfe

Hiermit erklare ich mein Einverstdndnis im Sinne der oben angefiihrten Punkte, an
der vorliegenden Studie freiwillig teilzunehmen. Bei der Studie handelt es sich um
eine reine Beobachtungsstudie, die keinerlei Einfluss auf Diagnostik und Therapie
meiner Krankheit hat.

Mir ist bekannt, dass ich meine Einwilligung jederzeit ohne Angabe von Griinden
gegeniber der Prifarztin/dem Priifarzt widerrufen kann, ohne nachteilige Folgen
fir meine weitere arztliche und medizinische Versorgung. Bei Widerruf meiner
Einwilligung werden meine Blutproben vernichtet und meine Daten aus der
Studiendatei geldscht.

Eine Kopie dieser Einwilligungserklarung und der Patienteninformation habe ich
erhalten.

Datum Unterschrift der Patientin/des Patienten

Die Patientin/Der Patient wurde von mir umfassend Uber die geplante Studie
aufgeklart.

Datum Unterschrift der Prifarztin/des Prifarztes

Seite 3 von 3 (Version 01)



Prospective Sample Collection Study- Assessing New Markers for the Early

Detection of Liver Cancer

Patient Information

The Chinese University of Hong Kong Partner: Roche Diagnostics GmbH
Department of Internal Medicine & Nonnenwald 2

Pharmacotherapy 82377 Penzberg

9th Floor, Prince of Wales Hospital, Shatin Germany

Hong Kong

Dear Sir or Madam:

We would like to invite you to participate in an experimental study. Before making a decision,
it's important for you to understand the reasons for this study and what it involves. Please
take the time to read the following information carefully and, if you wish, discuss it with your
relatives, friends or family physician. If you have any questions or need more information,
please advise us immediately. Please decide carefully whether you want to participate. Your
participation in this study is entirely voluntary.

If you decide to participate, you will receive this patient information and it will be stored with
your file. In addition, the examining physician will ask you to sign a consent form.

You can withdraw from the study at any time without having to specify a detailed reason and
without any detriment to you. Whether you participate in the study or not will have no effect
on your treatment.

1) What is the purpose of this study?

The purpose of this study is to identify and assess novel molecular markers for the early
detection of liver cancer.

Diagnostic biomarkers are tiny fragments of body cells circulating in the blood. The presence
or quantity of these biomarkers that can be measured in the blood changes dramatically
throughout the course of the disease. This behavior can be used to detect early stages of
disease, i.e., very small tumor nodules in the liver, and even to confirm them before they are
clearly detected using standard detection methods (such as an ultrasound). Biomarkers also
enable your physician to predict the natural course of the disease and help him/her decide
when and how to treat you. Biomarkers can even carry information about the success of a
given treatment.

Therefore, many biomarkers have been used in laboratory diagnostics today. As part of this
study, blood studies will be conducted on novel biomarkers that contribute to the early
detection of liver cancer.

Consent version 1.0 dated 16Dec2013 Page 1 of 6



Our goal is to establish entirely new diagnostic tests that can be used in clinical practice and
to improve patient care. This study aims to make the diagnosis of liver cancer faster and
more accurate in order to reduce the number of patients receiving inappropriate or delayed
treatment.

You will not personally benefit directly from the use of your blood samples in the study. You
will not receive any personal health benefits as a result of participating in this study, as it is
not possible to predict when the new test will be clinically applicable. In the early stages of
the project, you will not be informed about the concentrations of your biomarkers. However,
the project will improve our understanding of liver cancer and will help improve the care and
treatment for potential liver cancer patients.

2) How will this study be conducted? How will it affect me? Who sponsored and
funded this research?

The study is in collaboration with Roche Diagnostics at selected hospitals, and Roche
Diagnostics funded the study. The study will be conducted in two different groups of patients
to identify novel molecular markers. Group 1 will include patients with previously diagnosed
liver cancer; and Group 2 will be a control group, including patients without liver cancer but
with benign liver disease or chronic hepatitis/infectious disease. Your examining physician
will speak with you and assign you to Group 1 or Group 2 depending on your current
condition. If you agree to participate, you will need to sign a consent form. The examining
physician will then collect your personal information and medical history. During the physical
examination, a blood sample will be drawn specifically for research purposes. On this
occasion, 36 ml of blood will be drawn. The 36 ml of blood drawn will then be used to prepare
approximately 8-10 ml of serum and 6-8 ml of EDTA plasma. Blood samples are also coded
so that your personal information (name and date of birth) can only be tracked through the
information stored in the register of the attending physician.

This biomarker study (biomarker assessment) will be conducted by Roche Diagnostics in
Penzberg (Germany). The coded blood samples will be stored until the project is completed.
Due to the above-mentioned study design (study purpose), study participants will not receive
any direct benefits.

The study will not extract, store or analyze nucleic acids (DNA) from blood cells, nor will
genetic sequencing be performed. From the various biomarkers, this study will only analyze
antibodies, proteins, or miRNAs. Roche Diagnostics will also store and access these study
results. The results of this study could lead to commercial products that are used to diagnose,
cure, alleviate, treat or prevent disease. You understand and agree that by signing this
consent form, you are authorizing the use of your samples, sample by-products, and any
products developed from the samples as described in this consent form. Roche Diagnostics
or other researchers or research institutions may patent or sell the results of this study.
Should this happen, neither Roche Diagnostics nor the research physicians have any plans
to offer you compensation.

3) What are the risks to me? Risks associated with the study
The study will not cause you any harm, and the blood collection will have no effect on your
health. Venous blood extraction is a routine procedure performed in accordance with

hospital clinical practice standards and used for laboratory parametric analysis. The blood
drawn for the study is performed in a conventional blood drawing environment, so there are
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the same risks as for standard blood sample collection. In extremely rare cases,
complications may be caused by punctures and the drawing itself such as secondary
bleeding, hematomas, nerve and arterial injury or infection.

4) Who approved the study? Ethical basis

This study was approved by a responsible regulatory body (Independent Ethics Committee)
and is reported to it. The study is conducted in accordance with ethical norms as defined by
the Helsinki Declaration.

You can also directly inquire with:

The Chinese University of Hong Kong-New Territories East Cluster Clinical Research Ethics
Joint Committee

8th Floor, Lui Che Woo Clinical Sciences Building, Prince of Wales Hospital, Shatin, New
Territories, Hong Kong

Tel.: 2632 3935

5) Can | withdraw from the study at any time? Right to withdraw

Your participation in this study is entirely voluntary. You can withdraw your consent at any
time without giving reasons and without prejudice to your future medical care. When consent
is withdrawn, study data and/or samples will be destroyed as required. You may decide
whether or not you consent with assessment of the materials and/or study materials. If you
would like to change your decision at a future time, please contact the researchers.

6) What happens to the personal data collected? Statement on data privacy protection:

The data collected during the study is stored electronically under aliases, meaning that no
reference is made to any data that can identify an individual (such as initials, date of birth,
or hospital patient number). Personal data shall be stored for at least 15 years in accordance
with legal requirements. Compliance with medical confidentiality regulations and protection
of personal privacy data is ensured.

Representatives of governmental agencies (such as the Department of Health of the Hong
Kong Special Administrative Region), including the US Food and Drug Administration
("FDA"), institutional review boards, and Roche Diagnostics and authorized representatives
of Roche Diagnostics, may need to access your original medical records and study records
to examine the information collected for the study. By signing this consent form, you
authorize such access. During the study, your study physicians, nurses, and other Prince of
Wales hospital staff will record information about you, your health, and your participation in
the study on forms provided by Roche Diagnostics. These forms are called "Case Report
Forms". If you do not agree to the collection of such information about you, you will not be
able to participate in this study.

If you agree to participate in this study, please complete the attached consent form and give
it to the examining physician. You will retain a copy of the consent form.

If you have any questions, you can contact the principal researcher or the research nurse in
charge.
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Principal Researcher:  Professor Henry Lik-yuen CHAN Tel.: 852-26323593
Study Nurse: Mrs. Angel CHIM Tel.: 852-26324205
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Prospective Sample Collection Study- Assessing New Markers for the Early

Detection of Liver Cancer

Consent statement

The Chinese University of Hong Kong Partner: Roche Diagnostics GmbH
Department of Internal Medicine & Nonnenwald 2

Pharmacotherapy 82377 Penzberg

9th Floor, Prince of Wales Hospital, Shatin Germany

Hong Kong

Patient name Date of birth Patient ID

General information

| have read the patient information related to the above study and have had a personal
conversation with the responsible examining physician.

Mrs./Mr. Tel.
| fully understand the planned study. | understand the content of this information. | have had
the opportunity to ask about the details of the study and sufficient time to make my own

decision without being influenced. | have no other questions at this time. If | have any
questions in the future, | can ask the examining physician at any time.

Consent version 1.0 dated 16Dec2013 Page 5 of 6



Consent to draw blood and use samples

| consent for blood sample(s) to be drawn and for their use for the purposes of liver cancer
research. | consent for the samples to be transferred to Roche Diagnostics GmbH in coded
form (only the examining physician can identify me personally) for the purposes described
in the patient information. | understand that | am not entitled to claim compensation, royalties,
or other share of the economic benefits and revenue that may be derived from research
based on my blood sample(s).

Legal interpretation regarding the consent form and data privacy protection

Your data and medical results will be recorded in this study. The storage, assessment, and
transfer of data related to this study are carried out in accordance with legal requirements,
and voluntary consent of the following is required prior to participating in the study:

1) | consent to clinical data recorded in medical questionnaires under an alias (i.e., no name,
date of birth) in this study be transferred to the researchers for scientific assessment;
Roche Diagnostics GmbH; 82377 Penzberg

2) Furthermore, | agree that, for the purpose of monitoring the study, representatives or
researchers, the Chinese University of Hong Kong and regulatory agencies are authorized
to review existing personal data with the examining physician. For this reason, | grant the
examining physician an exemption from medical confidentiality provisions.

3) My name will not be mentioned when publishing study results.

In accordance with the above points, | hereby agree to participate in this study voluntarily.
This study is purely observational and has no effect on the diagnosis and treatment of my
condition.

| know that | can withdraw my consent at any time without specifying a detailed reason and
without any detriment to my future treatment. When my consent is withdrawn, my blood
sample(s) will be destroyed and my data will be deleted from the study records.

| have received a copy of this consent form and patient information.

Date Patient signature

The following personnel has provided the patient with a comprehensive description of the
planned study:

Date Signature of examining physician
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KHON KAEN UNIVERSITY
This is to certify that
The Project Entitled:  Prospective Sample Collection - Evaluation of novel markers for early detection of
Hepatocellular Carcinoma
Investigator: Associate Professor Wattana Sukeepaisarnjaroen, M.D.
Division of Gastroenterology and Hepatology, Department of Internal Medicine,
Faculty of Medicine, Khon Kaen University
Co-Investigator: 1. Pingpan Duangrat
Division of Gastroenterology and Hepatology, Department of Internal Medicine,
Faculty of Medicine, Khon Kaen University
2. Wilai Sarapanit
Division of Gastroenterology and Hepatology, Department of Internal Medicine,
Faculty of Medicine, Khon Kaen University
Documents Acceptance:
KKUEC Application form, version 02, dated 7 February 2014

—_

Clinical Trial Protocol, version 1.0, dated 23 September 2013
Information Sheet Form, version 02, dated 7 February 2014
Informed Consent Form, version 02, dated 7 February 2014
Operating Procedure, version 01, dated 1 July 2013

Case Report Form, version 1.0, August 2013

N oot A »oN

Draft of Material Transfer Agreement

8. Investigator’s Curriculum Vitae

Have been reviewed by the Khon Kaen University Ethics Committee for Human Research based on the

Declaration of Helsinki and the ICH Good Clinical Practice Guidelines. Please submit the progress report every

12 months
Date of Approval: 24 February 2014
Date of Expire: 28 January 2015

N

(Professor Polasak Jeeravipoolvarn, MD.)
Chairman of the Khon Kaen University Ethics Committee for Human Research, Panel 1

Record No. 4.2.01: 4/2014
Reference No. HE571010

Office of the Khon Kaen University Ethics Committee in Human Research

Institutional Review Board Number; IRB00001189

Academic and Research Laboratory Building (Wechwichakarn) Federal wide Assurance; FWA00003418

3" Floor, Room 5317 Faculty of Medicine,
Khon Kaen University, 40002 Thailand
Tel. +66-89-7141913, 67133, 67134
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