N159ULRSNRIUITS UL B9 Ll ng

USENINIINFIUADYN NNE,

%
+—
i)

a P aa o o
UM LNCITAEINRIAN
d nuuvuaSonalnihssdua diunssuue

Drug) System Monitoring) and) Development; Program
LLAZATUS Ll g B

26 FIU1AN 2552 v



YOL

TASIASINTE UL TEULFUNI N Il
NSAUNITILATISHTZLLIEN

AD1UNT0

NUIRENNAMDY LT TRIT199IUINE

agluazralauanus

£
@)
ANg



ISVUGUNN !!ﬁ%’i%‘]]‘]]ﬂﬂ]ﬂx‘ﬂ‘ﬂﬂ

LAegTe
. nsdne
QERtTi :
AlTsmng AIBUATINAS N TENEWHR
Ll Sl " — anfieaanadauasTamssay
o o
{h“ﬂqﬁﬁﬂ AMAWIARDH _py5iilaanisUnaioe
mmﬂa A q‘-wn“ y
b " ~Jawmdnu
Snlnyan \ Nasaiufugn
alulad SULFANIN
‘ *
\v
s i o o S NTARIUN
WIHBMIA 7 RTTHATAURGH e BTN 7 UszinBam N1AIAU R
USEMUAETEAUNENTS e FOATTH w5 / 0T ARNANNNTIN
9
e ulenng

VAT NA
a9

szuunandsznugu,n

*NHSO
«SSS

*CSMBS Q
f
*Private 9 nwe o



System Evaluation

* Indicators
* Research based evaluation

NSAULUIAATZULEL

¢ R&D/ clinical trials
Patent

. 5

Drug discovery & development _

A 4

Selection

e drug registration
* EDL
* hospital formulary

A 4

Use Procurement
I
t o * production/Import
* prescribing * purchasing
« dispensing « donation
* drug use « quantification of needs

* drug promotion « quality process

‘ « accountability
Distribution [+————

* channel of dist.
» pharmacist in drug store
* transportation

Structures and
Administrative elements

 Policy and legislation
*NDP/ Pricing

* Regulation and ethics
*Quality/ safety

* Information

* Human resources
 Financing

» Organizing

e Infrastructure

Output/Outcome
Availability/ Affordability/ Accessibility/
Quiality/ Rational drug use

5UN 1 nseuIRasTUVEN

Y

Level
* National
* Regional

* Facility

INE 4
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Drug System Analysis

Topics

Rand D

— Clinical Trial, Patent, Price
Control

Drug System Management

— Selection, Procurement,
Distribution, Use

Policy and Structure

— NDP, Ethics, Good
Governance, Law and
Regulation, Financing,
Resource, Insurance scheme

M and E

— Indicator, Evaluation,
Monitor, Review

Frame of analysis

Structure-Process —Output

Input-Process-Output
Level

Impact

Factors

Situation analysis
System analysis
Policy analysis
Stakeholder analysis
Policy options
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Research Gap
e Clinical trials (phases 1- * Science policy

3) * QNEULNUGNIAYAAINNTTH
* Bioequivalence study e Clinical trial regulation
e Pharmacokinetics system
* Preparation e Patient perspective in
* Medicinal plants clinical trial
e Traditional medicine

trials
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e Politician decision
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Research

TRIPS (2004)
Impact of FTA (2007, 2009)

Patent system analysis
(1987, 1988, 2009)

Market exclusivity impact,
EDL (2009)

Gap

Politician decision
Impact on industry

Impact on innovation
IGWG
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Situation Threats
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Research

Registration and re-
evaluation policy (2000,
2003)

Re-evaluation
implementation (2008-10)

Impact of registration
(2002, 2002)

SMP analysis (2007)
LASA (2009)

PMS in Indochina Peninsula
(2006)

Gap

e Impact of harmonization
e Decision analysis

e System analysis

e Regulatory policy analysis
e Importer analysis

e Conflict of interest



Situation

Local vs import

Self reliance of local
industry

NSAAYYN

Threats

 Import regulation

Increase in new drugs

procurement
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Research

Pool purchasing

Factor affecting
manufacturing (1998)

Gap

Import regulation

Impact of harmonization
and new regulation

Quantification
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Situation

Problem drug distribution in
community - Steroids, Ya
chud, APC, ???

Good distribution practice?

Sources of drug distribution
FugnAunIn e 1 ae 2

Link with insurance
schemes

Threats

Full time pharmacist
Private sector

Food supplement and direct
sale
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Research

Steroid (2000)

Banned and irrational drug
in community (1980, 2009)

Fruenamunan (2004, 2005,

2006, 2007, 2009)

Logistic TB, ARV, Vaccine
(2005)

OC, ECP (2004, 2005)
FDA Logistic survey (2006)

Quality of drug at PCU
(2005)

Gap

e Whole sale role and
regulation

* Logistic
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Situation

Increase drug use
Irrational drug use
Un-access to some drugs
Orphan drugs

Increased trend of use via
facility

Gap

Monitoring system on drug
use

HA and drug system
NHSO, SSS, CSMBS
Health belief
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Research

DUE

Abuse, MDZ, etc. (2004, 2005,
2006, 2009)

ADR (2004)
Medication error (2006)

Drug use in community (1977,
1980, 1985, 2000, 2005)

PTC (1997, 2005)
Access (2005)

Intervention, AB (1998, 2003,
2006)

Compliance, ARV (2005)

Gap

Intervention
Role of guideline
National level

National drug use monitor
system

Research to policy

Change policy at hospital
level



DUE/DUR

List of drugs

Antibiotics (2000, 2003, ...)

DM (2003)

ORS (2003)
Antihypertensive (2004)
COX Il Inh (2004, 2005)
Pentoxyphylline (xxxx)
Phenytoin (2005)
Warfarin (2007)

Statins (2009, 2009)

Gap
 High cost drug
e System to monitor
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Situation Threats

* Concern e Gap inregulation

e Consumerism e Weak law enforcement
* GGM program e Weak monitor system

e wyu.an 2510
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Research Gap

 Transparency in medicine e Regulation of promotion

registration, selection, and  « Role of profession councils

procurement (2006) e Bottom up approach for

e |Implementation of WHO-EC GGM

(2004) e Education for GGM
. ‘Si’ (2006)

e Radio advertisement (2005)
e Promotion (2005)
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Situation

1981 first NDP
1982 EDL
1993 second NDP

2008 Drug System
Development Committee

2009 appoint of experts

Threats

No monitor system
No concern on NDP

No management body for
NDP

Lack participation in policy
implementation

EDL and providers



WPNSIHNRMUEN HaZUYTNHANUKIVA

Research Gap
e Impact on industry (1993) * Implement in private
 Implement in hospital  Monitor the

(2004) implementation

 Impact of EDL (2005)

 Implement of generic and
brand (xxxx)

e EDL implementation
evaluation (2003, 2008)

e Available of EDL (2007)
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Situation

National HR development

Role of Health team work in
PCU

W/

AU

Threats

e Pharmacist role unclear
e Brain drain
e GATS



Research

Role of Pcist at PCU

HR planning for community
hospital (2004)

nngzau swa swn (2001)

FTA impact HR (2002)

HR development

ANNFARINNT
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Situation Threats
e P4P (NHSO) e Three different schemes

e HA requirement
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Research Gap

* AeWRUIAMNINSTULeNlW  ® Drugsystem management

o o in NHSO, SSS, CSMBS
ﬁ‘%‘].l‘].lﬂfi@ﬂﬂﬁﬁﬂu@"ﬂﬂ’]‘v\l

LANTNE (2007)

* |ntervention with high cost
in CSMBS (2009)
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Situation

* Per capita NHSO, SSS

e Fee for service OPD CSMBS
e DRGIPD CSMBS

Threats
e Economic crisis
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Research
* FuYULN (2004)
e yarnsuslnean (2004)

 Adoption of ARV into
UC

Gap

NENYUWRAN LN TELILIEN

National Drug Account

High cost drugs
management
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Situation Threats

* Drug price monitor * No monitor system at
(purchased price = yes, national level
consumer price = no) .

Drug use monitor (national
?)

Drug quality monitor, yes
BUT
ADR monitor, yes BUT

ABR surveillance, yes BUT
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Research Gap

* Drug price survey (1987, e Drug system indicator at
2007) national level, and

e Drug price control system community
(2008) e Price structure control

e Drug system indicator
(2009-2010)

e Risk reduction of TB drugs
(2006)

 Hospital Drug System
Performance Indicator
(2008) -



Conclusion

Past / \ What and why?

b e Seatte feal@s Objectives of research

*Who — Individual, In vs objectives of drug
system development

e System and policy,
options and process

house study
How
e NDP formulation and
implementation

Who and How?
*Research vs

* Drug System monitor

*Knowledge mechanism
management e Decision making
_*INN

olevels 7
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Management of Drug System
Research and Development:
Where and how to go?

Who?
e INN
— DMD

* Pool of researchers/
workers

— IHPP-2

-— HSRI (drug System)ﬁ.w,,.u’

e What to do?
— What level
— High impact

ow to do?
Resource support
Direction support

_ Technical support
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