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Friday, 26th October 2012 — Pre-Confere

noz Workshop

- Time ‘ | Spesk

08:30AM dlogy and cohort studies Soko Satogut;hi 154)

08:30AM | ldentification of new user cohort in 2 case-cohort study in Japan g?m“‘ Kubata’sa{gl %ﬁ;’é

08:50AM | Group discussion AND Questions & Answers

10:50AM | Coffee Break

11:10AM | Case-control studies | Soko Setoguchi (USA)

12:10PM | Lunch Break

01:10PM Operationalize definitions for cases, seurce population and contrels in a Kiyoahi Kwﬁeta {Japan} and
mm@mﬁmaﬁm@mmwm Teugumichi Sato {Japan)

O1:30PM | Group discussion AND Quastions & Answers

02:30PM | Coffee break

02:50PM Interviewing cases and confrols in a case-control study on NSAIDs — Kiyoshi Kuhota {Japan} and
Upper Gl Bleeding association in Japan Tsugumichi Sato {Japan}

03:10PM | Group discussion AND Questions & Answers

04-10PM ;aggg :;gdi& &gg implications of new user design in case-control Soko Setoguchi (USA)

04:40PM | Final comments and discussion by all

05:10PM | Closs

Advanced topics in Pharmacoepidemiology

11:00AM | Qualty of drug use Debra Rowett {Australia)
11:40AM | Pharmacovigilance in public hoalth Andy Stergachig {UISA}
12:30PM | Lunch Break

02:00PM _ | Benefit-risk assessment K Amold Chan {USA)
02:50PM | Registry for special population Wai Zhou (China)
03:30PM | Coffee break

03:45PM | Latest EU pharmacovigilance guidelines John Talbot (UK)
04:45PM | Risk management Stella Blackbum (UK)
05:15PM | Close
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Saturday, 27th October 2012 — Conference Program

08:00 AM

“Salely and effectivenass through good pharmacoepidarniology
practice” Chaiperson: Frank Mey [dustain)

Brian Strem {USA)

10:00 AM

Sfmﬁaﬁ;ﬁn%&@a E;sﬁ

Coffes break

i}‘mwm mwmwmmm

. }v;v;“‘

» Post-marketing drug effectiveness and safely evaluation

. Mherme

Pharmacovigilance and risk managsment
protecting patients 2 Kahirsagar (india)
Benefit-risk assessment - Pharmaceutical industrys perspective | Wei Zhou (China)
Symposium 2. ‘Comparative Effectivenass Research’
1030 AN Chedrpersong: Chla labe Ty sod Wileesh Chewdivy 8854
Aq introduction to comparative effectivencss research and its finks
Recent largs comparative effectiveness studies for cardiovascular
medications and devices: databases, finkage, and methodological | Soko Setoguchi {USA)
| considerations
Usa of a large simple trial design for comparative effectiveness
m&@%?mﬁmm%@mf&ﬁydﬂa@m Brian Strom {USA)
12:00 PM

”Bmtrmg@d Paper Session 1: *Blisk mﬁ@mg and signat Niima Kshirsagar (india) and
detection’ John Talbot {UK)
02:00 PM p—— o O
Contributed Paper Session 2: Towards a better quality of care’ ,,“a“g*a“{ma ,Iﬁ} s
03:30 PM Coftes Break
Contributed Paper Session 3: “Treat with caution! — Use and safety ?ﬁfﬁw
0400 PM considerations of drugs in elderly and minors (Austrakia)
Contributed Paper Session 4: ‘Safety Considerations and Madhan Ramesh {india) and
Effectvenass of Commonly Used Medications' Brian Strom {IGA)
05:30 PM Close of sessions
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Sunday, 28th October 2012 — Conference Program

Time

10:30 AM

Symyposiurn 3: ‘Best ?r&cﬁm in Drug Utilization Ressarch’
Chairpersons: Suith Chandy fiadis) and Debia Rosel! sty

Chairpersons

g Coes st

Aniibictics, what Kind of research is nesded for qualily improvement?

Building evidence for a policy on rational antibiotic use through drug
utilization studies

Sefi-medication with antibietics, and fis determinants at national and
individual fevel

&«m@swm 4: Current Challengss in Pharmacovigitance”
spersons: D YK Gupia frdia} and Jude Mvokive 130

Fhamgtaa&e practices in pharmaceutical indusiry

Risk management plans in tha B

John Taltot (U)

1200PM

Active surveillance for drug safsty: Who, What, When, How?

* Prevention and treatment of drug-indeced dissases

# Pharmacogenomics research and drug safely

= Evidence-based medicine/pharmacy

* ‘Rational’ druguse
?Wm&mmemm&n@mwa&fm

» %mdmaaea:ﬁwp!mmdnsms

* pﬁmm@egyandiraébma!maﬁmms

. %ammwﬁpdwm&mmhm

# Doy safsty and nsk management and Cther related fiekiz

Cordributod Paper Session 6: ‘Medication utilization, expenditure and
management’

02:00 PM
Contributed Paper Session 7: ‘Poipourri Pmnustmar {g;}sn
03:30PM | Coffee Break Gjoshi Kubota ¢

04:00 PM

*Good Pharmacoepidemiology Practice in Asia, Win7 And How?'

Yea-Huei Kao Yang (Taiwan)

Chekpersan: B J Park (e
05:00 PM Coencluding remarks, Awards and ACPEB Announcement
05:15 PM Close

20




E o Name of the hall: Grand Eaﬂmom 1. . .
§ ¢ Session 6: Medication Utilization, Expendstuee and Maﬂagemen’t (2 08 g)m m 3 30 pm}
B Chair: Flora Haaa;ar, Ruskamp and S. Sr iram

| | Yang Min
Ping Jing
Lu Y1

Guan Xin
Zhang Wenjie

fety of Meiwatsoas in Community Pharmacy:
(I i daof Cx.fstomers in Saudi Arabia

02:30pm | 6- c Management Strategies for Reducing Hypnotics
L Consumm{on in Taiwan (10 - 109)

g Ming - Neng Shi

. e : e ,Msx ng:Hsrao (Taiwan)

0245pm |6 ‘—‘D:Qual‘itfatéve,analySis of antidepressant prescribing for | Alde '

| non - psychiatric inpatients in an australian hospital Kong L, Lau A {S{)uih

(12 103) :

03:00pm - BEA refrospective study of drug prescnbmg pattem in Mukunda N.
!n”ﬂammatory bowel disease (IBD) in a tertiary care hospital | Tara V. Shanbhag

(02 - 104) Ganesh Bhat

: | : Smita Shenoy. (India)
03:15 pm 6 - F: Pattern of drug use in neonatal intensive care unit Dr. Jaydeep Bairagi
o (02-108) Dr. Anjali R. Shinde

Dr. C.C. Khanwelkar
Dr. VM. Thorat
Dr. S.A. Jadhav. (India)
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The 7" Asian
Lonferencecn
Pharmacoepidemioiogy

Meng-Hsiu Wu, Chief,
Division of Controlied Drugs,
- Eoodand Drug Administration,
Dabartment of Health, Execy '
Taiwan RO
28 0t 2012

e 72 Asian C«nfe'en"e on Fharm:cce
Bengalury, Eﬂd

Results

The consumption of hypnotics in Taiwan

he influence of using Zolpidem

The 72 Asian Con ference on Pharmacoepideninlogy

Bengalury, India, 2012

22

Bengaiury, Indig, 2012 S

~ Objectives

The Talwan scitizensprevalence of insomniais
- 21.8% in the 2009 survey. ‘

‘Hypnotics for the treatment of insomnia have o
¢ revealed an mcreasmg dependence by the public.
Hypnotxcs are controlled drugs in Taxwan

: Our study is aimed to mvestlgate the prescnbing
tre ds of hypnotics and develop the

TFDA Controlled Drugs |
Management * abbreviated: COMIS

information System  * \he total consumptionof |
Database ‘

National Health
tnsurance Database

The 7% AstanConference on Pha:
4

Beng
Result1 o
The consumption of hypnotics in
‘Taiwan '

L 2 2002—2011 Total consumption of hypnotlcs
per annum in Taiwan

4 2002-2011 Total consumption of Zolpidem
per annum in Taiwan

The 7* Asian Csn‘erence on Prarmacoepideniology
Bengalury, India, 2012



2002-2011 Total consumption of hypnotics per
annum in Taiwan

E] Za!ep!on

7 Funitrazepam
= Estazolam

= Brotizolam

% Bromazepam

CONSUMPTION (million pills)

o

2002 2003 2004 2005 2006 2007 2008 2009 2010 2011
YEAR

The 7= Asian Conference on Phamacoep b
2 Bengalury, India, 201

Zolpidem

, ‘:Céxﬁmdn hamgs'f? Stilnox® ~ Ambien®
® Dosage : 10mg/tablets, 12.5mg/tablets
~ ® WHOATC/DDD Index : 10mg/day
" L4 Mechamsm mainly combine with the sub-receptor oilin
GABA receptor. . ,
© Indication : insomnia
® Side effgét b
‘Drowsiness,Dizziness,Headache,Gross,Vomiting, Diarthea;Unco
nsciousness, Sleepwalking, Addiction, Dependence, Tolerance, i
Withdrawal syndrome

# Controlled drug schedules 4

The 74 f«ssanConferenc%n?ﬂaﬁramewe i«g;\
Bengslury, India, 2012

_ The consumption of Zolpidem per annum in
pharmacies, clinics and hospitals {CDMIS)

23

2002-2011 Total consumption of Zolpidem per
annum in Taiwan

CONSUMPTION (mition pilks)

2002 2603 2004 2005 2006 2007 2008 2009 2010 2011
Year

The 72 %’zCﬁnfefem.een?bamaccemﬁem?agy
Bengalury, dia, 2012

nce £

: '0' he cases of Controlled Drugs Malpracﬂce proposed tothe
Review Committee of Controlled Drugs TFDA

The Aslan Con.efema on ?namacoep»f’cm\a 1ogy
Bengawry, ndia, 201

The Zolpidem use pattern at patients’ own
expense and covered by national health insurance

8 g

5 5

. COMIS

, Self-paid
ratio

8538 8

CONSUMPTION {million pills)
S
<

The coﬁferagg/ raté of NHE!:Z;QS%‘

2008 2007 2008 2009 2010 20U

Bengalury, Indiz, 2012

/ the 7% Asian Conference on Pharmacoepidemiology



The Zolpidem use pattern at patients’ own 20062010 The count of physicians who prescribed,
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The Cases of Controlled Drugs Malpractice pr%peseé to | The Cases of Controlled Drugs Malpract:ce prgfacsed to
the TFDA Review Committee for Medical Use the TFDA Review Committee for Medical Use
Controlled Drugs Controlled Drugs

#After inspection of Medicai institutions prescribed controlied drugs,
the authority will propose malpractice cases to the TFDA Review
Committee for Medical Use of Controlled Drugs.

#The Inspector will collect all require evidences such as patient’s
medical record, medicine record, transaction record of the
institution and the doctor's explanation if he found any malpractice
of controlled drugs.

#The comittee will review the malpractice cases,

B The members of commitiee are doctors of psychiatric, pain
management, gastroenterology, orthopedics and pharmacists, they
will decide and discuss whether the prescription is proper issued or
any possibility for the pataent abusing drugs
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- : Drug abusers reported \;pshiatric institution B
Result Il - ,
The influence of using Zolpidem @ Controlled drugs may lead users to addiction, and

» Drug ahusers reported by psychatric these abusers will ask for medical care from the

Institutions psychiatric institutions, so TFDA require the
* The Adverse Drug Reactions (ADRs) of '
Zolpidem . professionals in the institutions report drug abuse

* The Zolpidem-related deaths cases from the
Institute of forensic Medicine (IFM)

cases to control the situation,
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Drug abusers reported by psychiatric institutions
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The Zolpidem-related deaths cases from the
Institute of Forensuc Med:c;ne (1 Fm}mnamfag ﬁ&a‘m '
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Discussion

9 According to the results of dataanalysis, we
develop some appreciate intervention strategiesto
reduce hypnotics consumption through a collegiate
discussion by professionals and officials.

€ We must take management strategies for reducing
hypnotics consumption.in Taiwan.
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The Adverse Drug Reactions (ADRs) of Zolpidem
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Improve the supervision measures
from Taiwan FDA

4 Enhancing inspect the medical institutions
which use large quantities of Zolpidem or filled
many self-pay presg:riptions.

4 Make public education campaigns to-educate
© - the public and physicians about the harm and
use hypnotics properly.

4 To counteract Zolpidem abuse in Taiwan, TFDA
has undertaken deliberations to elevate
Zolpidem from a Schedule 4 to a Schedule 3
controlled drug.
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