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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. Recording of any DIA training material in any type of media, is prohibited without prior written
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ICH Pharmacovigilance

Training Course

October 22-24, 2012
Jade Palace Hotel | Beijing, China

This training course focuses on ICH international standards related to pharmacovigilance (ICH E2
Series). It covers both pre- and post-authorization of pharmacovigilance standards and practical
implementation of the ICH guidelines in the international environment. The course includes case
studies and examples of challenges and practical solutions. The course is prepared and taught
by experienced pharmacovigilance experts. Participants will gain solid knowledge and a clear
understanding of international approaches to drug safety pharmacovigilance, as well as the best
practices for successful local and global regulatory applications.

SESSION TOPICS

P  ICH E2A Pre-marketing safety
P ICH E2D Definitions and standards for expedited reporting (post-approval)

p ICH E2B (both pre-and post-authorization) Data elements for electronic
submission

p ICH E2F Development safety update report
ICH E2C(R2) Periodic Benefit Risk Evaluation Report (PBRER) Guideline

v

» ICH E2E Pharmacovigilance planning

LEARNING OBJECTIVES

At the end of the training course, participants will be able to:

p Understand the international history, the principles and regulatory framework
for pre- and post- approval of clinical safety/pharmacovigilance

P Recognize the need for international safety surveillance and understand the
regulatory requirements

P Understand the basic definitions of terms, scope of work, and purpose of
pharmacovigilance used in day-to-day work

» Demonstrate an awareness of risk management and optimal risk minimization
methods

For more information, contact:

Ying ZHAO Fei XIE

Tel. +86.10.6260.2242 | Fax: +86.10.6260.2201 Tel: +86.10.6260.2240 | Fax: +86.10.6260.2201
email: dia@diachina.org email: dia@diachina.org

CO-SPONSORS:

)’ ICH

Information Center of

FFmoriEtion forbatsr hsath State Food and Drug Administration

Enroliment limited.

Register Early!

WHO SHOULD ATTEND
Professionals with background in the
following areas:

p Clinical Research

» Clinical Safety/
Pharmacovigilance

Public Policy/Law/Compliance
Regulatory Affairs

Research & Development

Risk Management

vvvyvyy

Information Technology/
Document Management

Level: Intermediate

PROGRAM CHAIRPERSON

Laurence HUANG

Executive Director, Regulatory Affairs,
AstraZeneca, China

PRIMARY FACULTY

Jan Petracek, MD, MSc
CEO, European Pharminvent Services
s.r.o., Czech Republic

PROGRAM COMMITTEE

Xiaojun GUO, PhD
Head of Clinical Safety and Pharmacovigi-
lance, R&D China GlaxoSmithKline, China

Xiaoyao(Conny) MO

Director, Head of Pharmacovigilance and
Product Information (PPI)

Johnson & Johnson China R&D and Scien-
tific Affairs, Janssen, China

Xue TANG, PhD

Country Safety Lead for China, Global
Pharmacovigiliance Office, WSRO, Pfizer,
China

Tracy ZENG
Senior Manager of Patient Safety
AstraZeneca, China

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. Recording of any DIA training material in any type of media, is prohibited without prior writ-

ten consent from DIA.

www.diahome.org

Metropolis Tower 7th Floor | Room #766 | No.2 Haidian Dong San Street | Zhongguancun Xi Zone | Haidian District, Beijing 100080, China
Tel. +86.10.6260.2240 | Fax. +86.10.6260.2201 | www.diachina.org | DIA@diachina.org




DAY ONE | MONDAY , OCTOBER 22

07:30 - 08:45  REGISTRATION

08:45 - 09:00

OPENING REMARK AND INTRODUCTION OF FACULTY
Laurence HUANG
Executive Director, Regulatory Affairs, AstraZeneca, China

09:00-10:30  SESSION1

13:30 - 15:00 SESSION 7
ICH E2E PHARMACOVIGILANCE PLANNING

15:00 -15:30 COFFEE BREAK

15:30 - 17:00 SESSION 8

CASE STUDIES OF PRACTICAL EXERCISES RELATED TO THE ICH
IMPLEMENTATION IN EU AND US

17:00 END OF DAY TWO

INTRODUCTION OF ICH PHARMACOVIGILANCE GUIDELINES

10:30 - 11:00 COFFEE BREAK

11:00 - 12:30 SESSION 2

ICH E2A PRE-MARKETING SAFETY

12:30 - 13:30 LUNCH

13:30 - 15:00 SESSION 3

ICH E2D DEFINITIONS & STANDARDS FOR EXPEDITED REPORTING
(POST-APPROVAL)

15:00 -15:30 COFFEE BREAK

15:30 - 17:00 SESSION 4

ICH E2B (BOTH PRE- AND POST-AUTHORISATION) DATA ELE-
MENTS FOR ELECTRONIC SUBMISSION

17:00 END OF DAY ONE

DAY TWO | TUESDAY, OCTOBER 23

09:00-10:30  SESSION 5

ICH E2F DEVELOPMENT SAFETY UPDATE REPORT

10:30 - 11:00 COFFEE BREAK

11:00 - 12:30 SESSION 6

ICH E2C E2C(R2) PERIODIC BENEFIT RISK EVALUATION REPORT
(PBRER) GUIDELINE

DAY THREE | WEDNESDAY, OCTOBER 24

09:00 -10:30  SESSION 9
ICH E2 SERIES AND PHARMACOVIGILANCE PRACTICE IN CHINA

CASE STUDIES AND DISCUSSION OF CHINA CLINICAL SAFETY AND
PHARMACOVIGILANCE (PART 1)

Objective: To understand the current situation of pharmacovigilance
and discuss about the impacts of ICH E2 Series on the pharmacovigi-
lance practices in China

FAcILITATOR

Xiaojun GUO, PhD

Head of Clinical Safety and Pharmacovigilance, R&D China
GlaxoSmithKline, China

PANELISTS

Laurence HUANG

Executive Director, Regulatory Affairs, AstraZeneca, China
Xiaoyao(Conny) MO

Director, Head of Pharmacovigilance and Product Information (PPI),
Johnson & J ohnson China R&D and Scientific Affairs, Janssen, China
Xue TANG, PhD

Country Safety Lead for China, Global Pharmacovigiliance Office, WSRO,
Pfizer, China

Tracy ZENG

Senior Manager of Patient Safety, AstraZeneca, China

10:30 - 11:00 COFFEE BREAK

11:00 - 12:30 SESSION 10
CASE STUDIES AND DISCUSSION OF CHINA CLINICAL SAFETY AND

12:30-13:30  LUNCH PHARMACOVIGILANCE (PART 2)
12:30 -13:30  LUNCH
‘Special Don’t underestimate the impact

Member
Pricing

COMPUTERIZED
SYSTEMS IN | Current Data
CLINICAL | Quality and Data
RESEARCH Integrity Concepts

of electronic applications and
computerized systems

« Further develops the standards set forth by
Computerized Systems Used in Non Clinical Safety Assessment

* Intended to set a benchmark for requirements of computerized systems
used in clinical research

Visit www.diahome.org/peach

for more information




ICH Pharmacovigilance Training Course

Event I.D. # 12985 - October 22-24, 2012
Beijing, China

HOTEL INFORMATION

Jade Palace Hotel, Beijing, China

76 Zhichun Road, Haidian District, Beijing, CHINA 100086
Phone: +86.10.6262.8888 ext. 55161 or 55090

DIA CHINA OFFICE

7/F, Room 766, Metropolis Tower, No.2 Haidian East Third Street, Zhong-
guancun Xi Zone, Haidian District, Beijing, 100080, China

Tel: +86.10.6260.2240; Fax: +86.10.6260.2201

email: Fei.Xie@diachina.org or DIA@diachina.org

web: www.diachina.org

CANCELLATION POLICY: ON OR BEFORE OCTOBER 15, 2012

. Cancellation must be made in writing and received by October 15, 2012, in
order to receive the full refund.

. A cancellation processing fee of RMB 500.00 will be deducted from the
refund for each paid registrant.

. No refund if the written cancellation is received after October 15, 2012

. Registrant will be responsible for his own travel, hotel reservation and
cancellation expenses

For more meeting details

Please visit www.diachina.org

REGISTRATION FEES (CLick Here To CHECK YOUR MEMBERSHIP STATUS)

INDUSTRY MEMBER NON-MEMBER (¢ O Join DIA For More MeMBER BENEFITS)
Early-bird (Auc 3 - Oct O1) RMB2800 O RMB3700 QO
Standard (Oct 02 - Oct 24) RMB3100 O RMB4000 Q4
NONPROFIT/ACADEMIA/GOVERNMENT (FuLL-tive) RMB2500 O RMB3400 Q

REQUEST CHINESE OFFICIAL INVOICE (FAPIAO)
O Yes O No
Fapiao Title

Amount (RMB)

Service Iltem O Meeting Fee d Training Fee
*Fapiao will be provided onsite.

Recipient Address

Recipient

Phone

GROUP DISCOUNTS* Register 5 and receive a complimentary registration for the
oth! All 6 individuals must register and prepay prior to the event - no exceptions. Group
registration does not apply to the already-discounted fees for government or charitable
nonprofit/academia.

* Click here or go to page 7 to complete the Group Registration Form

** The confirmation letter will be sent to the registered participants one week prior to the
event.

PAYMENT
* Payment in other currencies will be based on the financial institution’s exchange rate.
4 Bank Transfer:

Payment in the amount of RMB

Payee: DIA (Beijing) Healthcare Information Consulting Limited

Bank Name: Bank of China, Beijing Chaoyang Sub-branch Banking Dept.

Bank Account: 333757195112

SWIFT Code: BKCH CN BJ 110

Bank Address: 1st Floor, Tower A, Gateway, No.18 Xiaguangli, North

Road, East Third Ring, Chaoyang District, Beijing, 100027, P.R.China
O CREDIT CARD PAYMENTS BY:

Cardholder Name

Exp. Date (mm/yyyy)
Security Code,

Card Issue Bank
Card #
D #

Q Visa

O Master Card Signature

* Only following cards are accepted:

Foreign Credit Card: VISA & Master Card.

Domestic Credit Card: Bank of China, China Construction Bank, Industrial and Commercial Bank of China,
Guangdong Development Bank, China Industrial Bank, and Huaxia Bank.

Please check the applicable category: O Industry O Government O Academia 1 CSO/CRO

PLEASE PRINT ALL INFORMATION CLEARLY

Last Name First Name M.I. Full Name in Chinese (If applicable) Please check one: W Mr. [ Ms. O Prof. dDr.
Job Position Affiliation (Company) [ Business Address [ Home Address

Address (Please write your address in the format required for delivery to your country.)

City Postal Country/Region

Address in Chinese (If applicable)

Telephone Number Fax Number

Mobile Number (Required)

Email (Required for confirmation)

IF FAXING OR MAILING THIS FORM, PLEASE PROVIDE A COPY OF REGISTRANT’S BUSINESS CARD.


http://www.diahome.org/sitecore/content/Home/Membership/~/media/631D8D5DECFB47A7856D4CB64DF72B1C.ashx%3Froi%3Decho4-19932314409-17161556-f6c6505060eaf1a0c7455f4e8f3d0aab%26
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BRAR: o  RNEFMIFAFEZ. ETHEZBH (&) BUEEM, DIAREDAZE
LRCEH. WAL BHIEBRHRFL, FHHEARMS007T,

FE LR BEXPANARERER=#25, MELXELET66%E, o AEIMIFCRE BRHRNEBUEFLE, EMBEATRIE,
% 100080 s BLENATREER. TRSEAMTRBUEMEXEA.

B135: +86 10 6260 2240 f£H: +86 10 6260 2201

E-mail: fei.xie@diachina.org or dia@diachina.org
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Group Registration Form A M E

ICH Pharmacovigilance Training Course - October 22-24, 2012
Beijing, China

H R EMEE
F—RSS AR, FOALTESS CARMER—NEEMHAESHORT TZZZME, AFREIHMIEFRSEEMERA,

GROUP DISCOUNTS
Register 5 and receive a complimentary registration for the 6th! All 6 individuals must register and prepay prior to the event - no excep-
tions. Group registration does not apply to the already-discounted fees for government or charitable nonprofit/academia.

AT &ZF (Company Name)
bt (Chinese Address)
el (English Address)

L4 (Province) E % (Country/Region) MR B 4R 78 (Postal)
I

(1) S¥AF% (Registration Fee) .

## (Last Name) % (First Name) BRAL (Title)

3% (Chinese Name) ig: Q%4 (Mr) Q% +(Ms.) Q#HIZ(Prof) Of#E+/E IH(Dr.)
B iE(Tel) 1EH(Fax) F#1 (Mobile)

BT ERFE (email)

(2) SEAREE (Registration Fee) .

## (Last Name) % (First Name) BRAT (Title)

324 (Chinese Name) _ #ig: Q%4 (Mr) O%+(Ms) Q#FE(Prof) QfE4/EIH(Dr)
B (Tel) £ H (Fax) F4 (Mobile)

B HBAE (email)

(3) SFM% (Registration Fee) .

% (Last Name) % (First Name) BRAL (Title)
F3C% (Chinese Name) #ig: Q%4 (Mr) Q&+(Ms) Q#FE(Prof) QO -+/EIR(Dr)
e 1E(Tel) fZH(Fax) FHl (Mobile)

HFERFE (email)

(4) S¥AF%E (Registration Fee) .

% (Last Name) % (First Name) BO4L (Title)

3% (Chinese Name) I8 Q%4 (Mr) Q% +(Ms)  Q#FFZ(Prof) QfE+/EIF(Dr.)
B iE(Tel) 1EH(Fax) F#1 (Mobile)

BT ERFE (email)

(5) SEAREE (Registration Fee) .

## (Last Name) % (First Name) BRAT (Title)

324 (Chinese Name) _ #ig: Q%4 (Mr) O%+(Ms) Q#$E(Prof) QfE4/EIH(Dr)
B iE(Tel) £ E(Fax) F#l (Mobile)

B HBAE (email)

(6) BB RHESS A EESATYFRIET (Pleasse complete following personal information for complimentary discount)

# (Last Name) % (First Name) BRAL (Title)
X% (Chinese Name) #iE: Q%4 (Mr) Q&+(Ms.) Q##E(Prof) Q#E-+/EIH(Dr)
e 1E(Tel) R H(Fax) FHl (Mobile)

HFERFE (email)
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ICH Pharmacovigilance — Training Course

JEI TR E X AR 76 5
76 Zhichun Road, Haidian District, Beijing, P.R

CHINA 100086
; E J_- ] —— .
&ﬁ‘ﬂl‘_ PALACE HOTEL Internet: http://www.jadepalace.com.cn

Tel:010-62628888 - 55090 5k 55161
Fax:010-62561447

EEWITERRE (RABMD

ROOM RESERVATION FORM
BEETITHIFE: jpsales@163.com

Room Reservation E-mail: jpsales@163.com (English reservation)
(All reservations must be made before Oct. 5, 2012)
(EF 2012 4E 10 A 5 HZBTHIT B ED

144 Name:

(First) (Middle) (Last)

4% Phone:

{1 H Fax:

M 45 H ik E-mail Address:

2|5 HIH Arrival Day/Date:

2 )55 H # Departure Day/Date:

AT 75 B G 75 Requests: Smoking or non-smoking:
Due to limited smoking rooms requests will be taken on a first case basis

FrifEa] (550 Jo/[A]% ) Standard Room (550RMB/per night) [

*PLEM RS 1 R Jrikid & . ERAT 15% k55 9% Cands L4 30 so/f) o
Above cost including breakfast (All rooms include one or two breakfast. RMB 30 will be charged
as extra breakfast fee), fitness center, swimming and 15% service charge.

LG AR HEP R R &BR. K34, VISA. AE. JBC. DINERS CLUB.
Credit cards are accepted: Peony, Dragon, Golden Harvest card, Great Wall Card, VISA, AE,
JBC, DINERS CLUB.



RERIEFRRERKLZ Route for Jade Palace Hotel

L SReARihER 10 T4k, FEAFEHL M4, 1EAGE 200 KEDE.
You can go by subway line 10 and get off at the stop of Zhi Cunli and walk for 200 meters to

the Jade Palace Hotel.

2. FeALANAE 79, 86+ 88. 386, 604. 611, 944 F|FHKE FER 2.
You can go by buses 79, 86, 88, 386, 604, 611 and 944 to get off at the bus stop of Zhi
Chunlu to reach Jade Palace Hotel.

3. BAE=IN, BIBENMEALE IO, R AR E L.
You can drive the car to the north of Lenovo Bridge at the third ring road and the Jade Palace
Hotel is located in the southwest corner.

4. BEENI, BIORAESFHE RS — KK 7% H P R M B AT 2R B RO
You can drive the car to the first major crossroad in the south of Paul Temple Bridge at 4t
ring road to go to the Jade Palace Hotel.

5. FREUS FA PR OO (RIXTTD A A KE G ) .
There are two buildings near Jade Palace Hotel which are Zhongguancun Customs and the
Satellite



