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The Thal Red Cross Sodiety

National Research Council Faculty of Medicine The Thai Red Cross
of Thailand Chulalongkorn University

Society
The 16th FERCAP International Conference

“Toward Research Ethics Harmonization in Asia
and the Western Pacific”

A SIDCER

Giobalizing Ethics for Health Research

Forum for Ethical Review Committees in Asia& the Western Pacific
Strategic Initiative for Developing Capacity in Ethical Review

VENUE: BhumiSiriManglanusorn Building, King Chulalongkorn Memorial Hospital
November 20-23, 2016
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Thematic area: Toward Research Ethics Harmonization in Asia and the Western Pacific
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- National Policy: Research ethics regulation analysis in Asia
- Ethical concern in traditional medicine/integrative medicine
- Ethical Issues in First in Human Trial
- Ethical Issues in Social and Behavioral Science
- Regulatory Requirement for Investigational Medical Device:
- Classification of Medical Device
- Clinical data supporting for Medical Device Registration
- Regulatory Requirement for Investieational Medical Device:
- Challenging in review of Medical Device protocol
- Late breaking News in International Regulation (ICH-GCP, CIOMs)
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: FERCAP Pre-Conference Train'fng, FERCAP Steerlng Commmee Meeting (Room D) e =
10.00 - 13.00 Middleton Foundation Activity (Invitation Only)
13:00 - 15:30 FERCAP Pr&Conference Training: Role of IRB Chair
1530 - 1600 - ' : - Break ' :
16.00 - 18.00 FERCAP Pre-Conference Training: Role of IRB Chair (contmuataon)
18:00 = 21:00 - ~ FERCAP Steering Committee Meeting




(Rooms A; B, C.D) ‘.

-| - Welcome speeches

12th Iflo?r_ - Kenji Hirayama (FERCAP Chairman)

- Secretary-General of National Research Council of Thailand

- Introduction of guests/delegations
| - KEYNOTE ADDRESS: Research ethics harmonization

- Piyasakol Sakolsatayadorn Minister of Public health
930 - 9.45 % Insplration from Dr. Angela Bowen:
: -. BiTee Thlrteen Years of Middleton Foundation lnternational Fellows

| 9:45-10:00 .~ " TeafCoffee break :

Nationa[ Pot:cy' Research eth:cs regulat:on analysas |n Asia S

: Sessron Chalr Aphomplrom Ketupanya
| Co-Chair: Vicente Belizario Jr.
| Speaker: Soumya Swaminathan

Director-General of the Indian Council of Medical Research (ICMR)

Spezker: Chien-Jen Chen

Vice-President of Republic of China, Taiwan

Speaker: Lin Lu

President of Psychiatric Center, The Sixth Hospital/ Institute of Mental Health, Peking University, China
Speaker: Soottiporn Chittmittrapap

11:30 - 12:45

Chalrman The National Research Council of Thailand Executive Board
; Ethical concern in traditional medicine/integrative medicine

| Session Chair: Vichai Chokvivat

Co-~Chair: Vajira Dissanayake

| Speaker: Anchalee Chutaputti

Department for Development of Thai Traditional and Alternative Medicine
Speaker: Japanese/TBC

| Speaker: Jing Wu

12:45-1330 %

: Dn'ector Ethlcs Commt‘tee of Aff liated Hospital Of Nanjing Unwerswy of TCM, Chma

Lunch break

1330 = 1500

Parallel sesmon and Poster viewing

Thal session (Room D) Free paper (Rooms A, B, C)

Traditional/ Medical device

Integrative medicine

Social and
behavioral research

Ethical issues in social and
behavioral science

Moderator: Santhat Sermsri Session Chair: Session Chair: Session Chair:

| Speaker: Siwali Sirilai Preeda Vasantha Kwanchanok
S King Chulalongkorn Memorial Hospital Tasanapradit Muthuswamy Yimtae
Speaker: Supaporn Sudnongbua
: Sy Faculty of Public Health. Naresuan Univers"cy
15:00- 15300 | ¥ - Tea/Coffee break 2 i ,
1530 - 16:30 | Ethical issues in first in human trial (Room A) | Ethical issues in sodal and behavloral science (Roorn D)
(Hogms A D) | Session Chair: KianMeng Chang Session Chair: Cristina E. Torres
12th Floor™ Co-Chair: Thipaporn Tharavanij Co-Chair: Jageapan Cadchumsang
g 2 .| Speaker: George Liu Speaker: From Philippines/TBC
- | Norvatis China Speaker: Guizhong Yao
Speaker: Minhui Chen Chairman of IRB of The Sixth Hospital/ Institute of
Taiwan Mental Health, Peking University, China
Speaker: Thapin Phatcharanuruk, Faculty of Social
Sciences, Chlang Mai Unrvers:ty
17:30 = 19:30 ~ Welcome Dinner -




~ November 22, 2016 5
FF.RCAP Conference Day 21 =3
; 9 00 =~ 16‘30

9:.00-10.30° Regul.atory requirement for investlgataonal medlcal dewce
(Rooms-A; B D) Classification of medical device
12th Floor Clinical data supporting medical device regiétration

Session Chair: Tsang-Tang Hsieh

Moderator: Pravich Tanyasittisuntorn

Speaker: David Forster

Western Institutional Review Board (WIRB)

Speaker: Hiroshi Yamamoto

Director of Clinical Research Center, Nagasaki University Hospital

Speaker: Yuwadee Patthanawong

Director of Medical Device Control Division, The Thai Food and Drug Administration
10:30 = 10:45- : BRERE : Tea/Coffee break '
10:45- 1215 ' - : S
{Rooms A, B,C, D) . ' Challenges in the review of medical device protocol
12th Floor : = h s : ;

Session Chair: Kenji Hirayama (FERCAP Chairman)

Moderator: Kwanchanok Yimtae

Spezker: Hiroshi Yamamoto

Director of Clinical Research Center, Nagasaki University Hospital

Speaker: Surasith Piyasin

Faculty of Engineering, Khon Kaen University
12:15 = 13:15 s : : ik ' Lunch break
123:15 50000 -~ Thai session (Room D) Free paper (Rooms A, B, 0
(Rooms A, B,C, D) £ 2 e £ = :
12thFloor - Role of IRB chair and secretary Clinical trial Qualrty Miscellaneous
Al PG e s members improvement in

' ethics
' Speaker: Tada Sueblinvong Session Chair: Session Chair: Session Chair; Qi Lu

Faculty of Medicine, Chulalongkorn DeokSoo Kim Magdarina

University DestriAgtini

Spezker: Rattana Kumwilaisuk

Faculty of Medicine, KhonKaen

University
15:00°= 15:30 Tea/Coffee break
15:30 - 16:30 Late breaking news In international regulation (ICH-GCP, CIOMs)
(Rb'orns A B,C,D) Session Chair: Juntra Laothavorn
12tij' Floor Speaker:Francis Crawley

Good Clinical Practice Alliance - Europe

November kL 2016

FERCAP Conference Day

0900 - 1030 S = ‘
{Room A) FERCAP General As'se_fhbly'a_hd'ﬁeccgnlfioﬁ Ceremony i
12thFloor e : =% B e T £
10:30 - 12:00 Farewell time
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