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Training Course:

Understanding and Implementing Best
Ethics Practices in Clinical Research

December 13-14, 2011

Peking University Health Science Center - Beijing - China

PROGRAM CHAIRPERSON

Haiyan LI, Professor

Director,

Drug Clinical Trial Center, Peking University 3rd Hospital
Vice Director,

Peking University Clinical Research Institute

PROGRAM COMMITTEE

KEY INSTRUCTOR:

Beat E. WIDLER, PhD, dipl. Pharm. Med.
Europe Clinical QA & Risk Management Expert

Haitao LIU, MD, Master of International Public Health
Director, IRB Office, Peking University Clinical
Research Institute

WHO SHOULD ATTEND

Medical professionals

Clinical project managers, directors, group leaders
Clinical trial/study site investigators

Medical affairs professionals and medical directors
Regulatory affairs professionals

R&D scientists

Public health policy makers

DIA China

Gateway Plaza, Tower A, Room 1155, 18 XiaGuangli,
North Road, East Third Ring, Chaoyang District, Beijing
100027, China

DIA Regional Offices

Basel, Switzerland

Horsham, USA
Mumbai, India

Tokyo, Japan
Beijing, China

With the continually increase of clinical studies in China, ethical considerations
and good practices in clinical research and studies have received more atten-
tion by regulators, investigators/practitioners, and study sponsors. Good eth-
ics practice plays an important role in both protecting and benefiting patients
through medical and pharmaceutical science and technology development.

This two-day training course is an interactive forum that provides in-depth
knowledge, international and China regulatory guidelines, and practical solu-
tions to assist participants to gain a better understanding of the ethical re-
quirement and to implement best ethics practices in clinical research. The
course is designed by subject matter experts with examples from real-life
experience. The instructors will compare Chinese requirements and ICH/Eu-
ropean/US requirements with special focus on ethical review, the informed
consent process, and risk management.

FEATURED TOPICS

*  The history of biomedical research ethics leading to the Declaration of
Helsinki and ICH GCP

*  Ethical requirements for clinical trials in China

*  Patient protection in clinical trials from Phase | to Phase 1V, including posi
marketing observational trials

*  The ethical review process to ensure reliable patient protection and ethi-
cal conduct of clinical trials

« Identifying ethically critical aspects of a protocol provided for review

*  The Informed Consent Process in trials with conscious, adult participants

e Critical review of a Patient Information Sheet and the informed consent
process.

e Ethical issues in clinical trials involving vulnerable adult populations anc
children

. Different case studies are presented and the participants are asked to
identify what the ethical issues are and how these can be addressed

*  When support to and compensation of patients in clinical trials becomes
inducement

*  Research integrity, ethics and social responsibility when conducting clini-
cal trials and ethical responsibilities when things go wrong

LEARNING OBJECTIVES

* A Better understanding of the ethics requirement and impacts in con-
ducting clinical research

* A Better understanding of GCP, ICH and SFDA new guideline for ethics

e Bein compliance with regulations

* Be able to design good clinical studies with good ethics practices to en-
sure successful compliance inspections and regulatory submissions

Host By:
Drug Information Association
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www.diahome.org

Co-Sponsor:
Peking University
Clinical Research Institute




Training Course: Understanding and Implementing Best Ethics Practices in Clinical

DAY 1| TUESDAY, DECEMBER 13

7:30 - 8:30 REGISTRATION
8:30 - 8:45 WELCOME AND INTRODUCTION
8:45-9:45

THE HISTORY OF BIOMEDICAL RESEARCH ETHICS LEADING TO THE
DECLARATION OF HELSINKI AND ICH GCP

Learning Goal

At the end of this presentation participants will understand:

. How disasters in drug development and in the commercial use of
pharmaceutical products and devices (e.g. thalidomide disaster)
have shaped the development of ethical concepts for clinical tri-
als and ethical behaviors once a medicinal product is commer-
cialized.

¢ What the conflict of interest between individual health care and
research priorities are.

. How the Declaration of Helsinki aims at helping physicians to
overcome the conflict between providing best treatment to the
individual patient versus performance of standardized research
for the benefit of mankind.

. How and when the use of placebo in a clinical trial can morally
and ethically be justified.

¢ What has been the impact and significance of ICH GCP, US and
EU legislation on the ethical conduct of clinical trials.

¢ What the relevance and significance of international guidelines
and rules are on the conduct of clinical trials in China.

9:45 -10:20 GROUP DISCUSSION
10:20 - 10:40 COFFEE BREAK
10:40 - 11:30

PATIENT PROTECTION IN CLINICAL TRIALS FROM PHASE | TO
PHASE 1V, INCLUDING POST MARKETING OBSERVATIONAL TRIALS

Learning Goal

At the end of this presentation participants will understand:

¢ What the investigator’s and sponsor’s responsibility for optimal
patient protection in different types of trial set-ups are

*  What must be considered when a clinical trial is conducted in
healthy volunteers’ versus patients, hospitalized versus out-pa-
tients.

. How cultural behaviors and the way medicine is practiced can
impact on ethics.

. How a properly designed, planned and implemented protocol
determines the ethical conduct of a clinical trial.

»  How technical and logistic aspects such as labeling / reconstitu-
tion and administration of IMP (Investigational Medicinal Prod-
uct, adequate facilities, staffing and training of all those involved
in a clinical trial impact ethics

*  What one needs to know about liability, indemnity and insurance
as well as data protection and confidentiality.

*  What ethical considerations are to be made when conducting
observational studiers

*  What are common pitfalls from an ethics perspective when per-
forming a clinical trial.

11:30 - 12:00 GROUP DISCUSSION

12:00 - 13:30 LUNCH BREAK (Yingjia Hotel 2F)

13:30 - 14:15

RESEARCH INTEGRITY, ETHICS AND SOCIAL RESPONSIBILITY
WHEN CONDUCTING CLINICAL TRIALS AND ETHICAL RESPONSI-
BILITIES WHEN THINGS GO WRONG

Learning Goal

At the end of this presentation participants will understand:

*  What the societal and morale responsibilities are of an investiga-
tor and sponsor when conducting a clinical trial.

*  Transparency and disclosure and access to patient level data.

. How to act when serious quality issues occur.

*  How to act when misconduct is suspected and confirmed.

*  How to ensure adequate issue management and business con-
tinuity.

14:15 - 14:30 GROUP DISCUSSION

14:30 - 15:00

THE ETHICAL REVIEW PROCESS TO ENSURE RELIABLE PATIENT
PROTECTION AND ETHICAL CONDUCT OF CLINICAL TRIALS

Learning Goal

At the end of this presentation participants will understand:

*  What the basic elements of the ethical review process by ethics
committees and their requirements are.

. How approaches, concepts and processes of ethics commit-
tee organization and ethical review differ between regions and
countries.

15:00 -15:20 COFFEE BREAK

15:20 - 16:15

EXERCISE: GROUP WORK TO IDENTIFY THE ETHICALLY CRITICAL
ASPECTS IN A PROTOCOL PROVIDED FOR REVIEW.

Learning Goal

The case study shall train participants in:

*  Recognizing ethics pitfalls in a protocol.

* |dentifying trial aspects that represent a possible ethics chal-
lenge.

. Develop mitigating and preventive strategies.

16:15 - 17:00
COMMON REVIEW OF THE GROUP WORK FINDINGS

17:00 END OF DAY 1

Unless otherwise disclosed, DIA acknowledges that the statements made by speakers are their own opinion and not necessarily that
of the organization they represent, or that of the Drug Information Association.

Speakers and agenda are subject to change without notice.



Training Course: Understanding and Implementing Best Ethics Practices in Clinical

DAY 2 | WEDNESDAY, DECEMBER 14

8:30 - 9:15

THE INFORMED CONSENT PROCESS IN TRIALS WITH CONSCIOUS,
ADULT PARTICIPANTS

Learning Goal

At the end of this presentation participants will understand:

*  What the principles of oral and written information to patients
are.

*  What the essential elements of a Informed Consent Form and
Patient Information Sheet are.

¢ What the role and content of the Informed Consent Form and
the Patient Information Sheet are.

* How the overall information and consent process should be
handled and which tasks can or cannot be delegated by the in-
vestigator.

*  What needs to be considered when using didactic tools such as
videos, group meetings.

*  How to deal with illiterate patients.

¢ How to deal with literate patients but who do not read and speak
the local language

¢ What the investigator’s responsibilities and possible conflicts of
interest in this process are.

9:15 - 10:00

EXERCISE: GROUP WORK: CRITICAL REVIEW OF A PATIENT INFORMA-
TION SHEET AND THE INFORMED CONSENT PROCESS

Learning Goal

The case study shall train participants in:

¢ Recognizing ethics pitfalls in a Informed Consent Form and Pa-
tient Information Sheet as well as other material given to pa-
tients.

¢ l|dentifying ethics challenges in the consent process.

¢ Develop mitigating and preventive strategies.

10:00 -10:30

COMMON REVIEW OF THE GROUP WORK FINDINGS

10:30 - 10:50 COFFEE BREAK

10:50 - 12:00

ETHICAL ISSUES IN CLINICAL TRIALS INVOLVING VULNERABLE
POPULATIONS

Learning Goal

At the end of this presentation participants will understand:

¢ What vulnerable patients are.

*«  How to deal with different types of vulnerable patients such as
patients who are unconscious when entered into a clinical trial,
are mentally impaired, suffer from a severe psychiatric condition
or have exhausted treatment options.

¢ What are the special conditions and precautions when conduct-
ing clinical trials in children.

¢ What are the special conditions and precautions when conduct-
ing or entering patients in a clinical trial who are in a dependent
situation like soldiers, students, prisoners

¢ What are the special conditions and precautions when conduct-
ing clinical trials in a geographical area where the health care
system is substandard or where there is a prevalence of poverty.

12:00 - 12:30 GROUP DISCUSSION

12:30 - 13:45 LUNCH BREAK (Yingjia Hotel 2F)

13:45 - 14:30

EXERCISE: GROUP WORK: DIFFERENT CASE STUDIES ARE PRE-
SENTED AND THE PARTICIPANTS ARE ASKED TO IDENTIFY WHAT
THE ETHICAL ISSUES ARE AND HOW THESE CAN BE ADDRESSED

Learning Goal

At the end of this presentation participants will understand:

. Identifying ethics risks and pitfalls in a clinical trial / a clinical
program.

*  Assessing the magnitude of risks identified.

. Defining mitigating and preventive action.

14:30 - 14:45
COMMON REVIEW OF THE GROUP WORK FINDINGS

14:45 - 15:15
INDUCEMENT IN CLINICAL TRIALS

Learning Goal

At the end of this presentation participants will understand:

*  What are inducements that are contrary to GCP and ethics

e How clinical trial participants can be reimbursed for incurred
costs such as travel expense, loss of income because of sched-
uled clinic visits.

*  What can be stated in an advertisement

*  What compensation, if any, can be given to another physician for
referring patients to the investigator.

*  When compensation paid to healthy volunteers becomes un-
ethical.

*  How compensation should be paid to healthy volunteers.

*  What ethics risk could arise when a call center is involved in re-
cruitment or randomization of patients

*  How to deal with social media

15:15 - 15:45 GROUP DISCUSSION
15:45 -16:00 COFFEE BREAK
16:00 - 17:00

ETHICAL REQUIREMENTS FOR CLINICAL TRIALS IN CHINA

Learning Goal

At the end of this presentation participants will understand:

*  How in China the approach and thinking about ethics in clinical
trials and commercialization of medicinal products has evolved
and developed.

*  What are the current ethical requirements in China.

17:00 - 17:30 GROUP DISCUSSION

17:30 END OF THE TRAINING COURSE

Unless otherwise disclosed, DIA acknowledges that the statements made by speakers are their own opinion and not necessarily that
of the organization they represent, or that of the Drug Information Association.

Speakers and agenda are subject to change without notice.
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Training Course: Understanding and Implementing Best Ethics Practices in Clinical Research

Event I.D. # 11980 - December 13-14, 2011
Beijing, CHINA

TRAVEL AND HOTEL

Conference Room #209, Yifu Teaching Building , Peking University
Health Science Center

Xueyuan Rd., Haidian District, Beijing, China, 100191

DRUG INFORMATION ASSOCIATION CHINA OFFICE
Gateway Plaza, Tower A, Room 1155, 18 XiaGuangLi, North Road,
East Third Ring, Chaoyang District, Beijing, 100027, China

CANCELLATION POLICY: ON OR BEFORE DECEMBER 6, 2011

Cancellations must be made in writing and received by December 6,
2011, in order to receive a full refund minus the administrative fee of
Member = RMB 500 Nonmember = RMB 500, before the cancellation
date. Registrants who do not cancel in writing by the deadline date and
do not attend the event will be responsible for paying the full registra-
tion fee. Registrants are also responsible for cancelling their own hotel

and airline reservations. DIA reserves the right to alter the venue, if
necessary. If an event is cancelled, DIA is not responsible for any air-
fare, hotel or other costs incurred by registrants.

Tel: +86-10-59231222 Fax: +86-10-59231180
Email: fei.xie@diachina.org

For more meeting details

Please visit www.diachina.org OR Click here.

REGISTRATION FEES FOR CONFERENCE (Registration fee includes Coffee Breaks, luncheons)

INDUSTRY MEMBER NEW MEMBER PACKAGE NONMEMBER
Industry Early-bird* (OcT 21 - Nov 30) RMB2000O0O RMB28800 RMB28800
Industry Standard (Dec 01 - Dec 07) RMB25000 RMB33800 RMB33800
Industry Onsite (Dec 08 - Dec 14) RMB30000 RMB38800 RMB38800
NONPROFIT/ACADEMIA/GOVERNMENT (FuLL-TiMe) RMB1600 O RMB24800 RMB24800

* |t is highly recommended nonmember attendees register the event with New Member Package (Meeting fee + 1 Year Membership Fee)
Join DIA now to qualify for the member service and discount!

O REQUEST CHINESE OFFICIAL INVOICE (FA PIAO)

If you need a chinese official invoice, Please complete following question

PAYMENT (Bank Transfer Only)
Payment in the amount of RMB
Bank Account: 333757195112
Bank Name: Bank of China, Beijing Chaoyang Sub-branch Banking Dept.

Meeting I.D. #11980
Invoice Title

Amount Charged RMB

Bank Address: 1st Floor, Tower A, Gateway, No.18 Xiaguangli, North
Road, East Third Ring, Chaoyang District, Beijing, 100027, P.R.China

Payee:

Service Item O Meeting Fee O Training Fee

Recipient Address DIA (Beijing) Healthcare Information Consulting Limited

SWIFT Code: BKCH CN BJ 110

Recipient

Phone

Participants Information

Note: please list all participants’ names, payment method and amount.
After we confirmed payment, we will make invoice and send to you

O Industry [ Government O University 0O CRO O Hospital/Medical Practice O Independent Consulatnt O Other
PLEASE PRINT ALL INFORMATION CLEARLY

Please check the applicable category:

Last Name First Name M.I. Full Name in Chinese (If applicable) Please check one: @ Mr. Q Ms.
Job Title Affiliation (Company) O Business Address [ Home Address
Address (Please write your address in the format required for delivery to your country.) City Postal Country

Address in Chinese (If applicable)

Telephone Number Fax Number Mobile Number

email (Required for confirmation)

IF FAXING OR MAILING THIS FORM, PLEASE PROVIDE A COPY OF REGISTRANT’S BUSINESS CARD.
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Hotel Info & Room Rate: Please see the 2" page (Training registration fee does not include accommodation)
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No. Name Unit Price & Room Type Check-In Check-Out

(Kingsize / Twinsize)
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Special Request (i.e. Arrival Time, Non-Smoking Room):
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BNEA:
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