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w !at we Have

« MOH an integrated healthcare system.
« 135 hospitals.

« Large pool of patients in diverse therapeutic
areas.

* Single ethics committee for MOH sites.

* Over 2,800 specialists serving MOH hospitals.
 Clinical Trial Registration system

* International CROs

 Home grown local CROs

« Strong government support
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* Leading therapeutic areas: Cardiovascular,
Diabetes, Oncology, Hepatology, Infectious
disease, Psychiatry, Paediatric and Nephrology

« Strong Public-Private Partnership
* Required Guidelines and Laws enforced

« Patient Registries
 The CRC Network
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©The other Sites

« Government University Hospitals

* Private Hospitals
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New Key Economic Areas (NKEA) -
Entry Point Project 2 (EPP2):
Contract Research
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Economic Transformation Programme

4 ECONOMIC

Nl TRANSFORMATION
— PROGRAMME

AP ror MALAYSIA

—

MINIGTRY OF MEQLTH MaLhvsia
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The following slides are from the PEMANDU
website www.pemandu.gov.my




To achieve high-income status by 2020, Malaysia
must grow by at least ~6% year-on-year

High income
GNI threshold

~USD 17,000

At current
course, ~USD
15,000

2010 2020

1 At 2020 prices, consistent with EPU assumptions for inflation=2.9% and population growth=1%
2 Gross National Income, comprising of EBITDA, employment compensation and net income transfer abroad
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12 sectors identified as National Key Economic Areas
(NKEA), including healthcare

Dato’ Sri Ahmad Husni

Minister of Finance (11)

. e
Dato’ Raja Nong Chik ; Dato’ Sri Najib Razak(")
Minister of Federal Teritories G;eater : Pnme Minister (iead Sporsor)

»
P Central team

« Macroeconomic
modeling

+ Funding/ investment
consolidation

ETP Book

- Dato’ Sri Liow liong Lai
Minister of Healtn

©
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Key milestones in the NKEA journey

_ I
1| National | 9| Public-
consensus | Private
on NKEAs | | Partner-
| | ship (PPP)
| NKEA Labs
I
* Analytically :- Bringing
f’jnchored an together the
impact on GNI/ | pest public and
capita | corportate
_ | sector minds to
* Engaging the |  detail
rakyat | ‘how-to’
I
* Cabinet to | =
decide on |
NKEAs I \Bews) @
l:z?l-‘ { f't’...
I
I
I
May :
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Open Day d

ETP Book 5Launch
ETP

* Showcasing the = Finalising the = Selling

lab output (Government's Malaysia
official ONE to investors,

* (et input from transforma-tion strategic

the business, plan for partners,

investors, Malaysia diaspora, efc.

rakyat, state
govt, opposition
etc. s

Sept Oct

ﬁ Annual
Report

= Transparent
reporting on
achievements
vs KPI targets
and plans to
improve

frd K

Dec
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Our goal: Harness healthcare ecology to drive economic
and social impact

1. Includes generics exports, alternative medication (TCM, Herbal, Nutraceuticals) 2. Includes medical equipment, medical devices, medical
supplies and HCIT 3. Includes Health travel, Wellness, and Seniors Living 4. Includes all ~130+ public and ~210+ private hospitals and all beds
(~70% in public)
diagnostics centers and private pathology labs, 6. Represents ~6.4K pharmacists, 7. Includes ~25K doctors of which 15K are in the
public sector, 10K in the private sector 8. Represents rehabilitation centers, outpatient clinics, etc.
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Entry Point Projects




Quick wins

(Implementable immediately)

Clinical

research
Malaysia (CRC)

® One stop shop to be
created in CRC to
enable business
transactions and
financial transparency.
This will be attractive for
pharma-industry
sponsorad trials to be
conducted in Malaysia.
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Re-tooling using resources
could drive re-invigoration

Per population (thousand)
2.0

ISingapﬂ-re
4.5 Philippines
2.5

Singapore

Thailand
2.0

Simngapore

1.5

Philippine
1.0

0.0

- Malaysia

Physicians Hospital MNurses
beds
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GNI impact

Incremental GNI contribution by 2020

Incremental GNI (RM billion)

Total EPPs & BOs  Baseline growth Multiplier effect Total




Jobs impact

Incremental jobs created 2020

Incremental jobs ('000)

Total EPPs & BOs Baseline growth Total




Success will require investment in five key enablers

1 Malaysia: Investing in Health
2 3

Human capital Infrastructure Regulatory Cross-border Marketing
reform alliance
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The 10 year roadmap for EPPs:
Getting from 2010 to 2020




Preparation Acceleration Augmentation

Clinical Bulld up base of invesfigatorsand ~—~~ Develop the cuifure of researchand — Expand scope of frials (phase | and
research sites; make the One-Stop Centrea  enhance speed and quality of tials ~ BA/BE) and accelerate international
Malaysia DUsiness entiy marketing efforts
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EPP 2 Summary: Clinical Research Malaysia
Creating a supportive and complete ecosystem to grow # of trials

Case for change

Financial impact

Enablers

» The global contract research industry for new drug
development has achieved an annual grown rate of
15% to reach more than $20 B in 2009, and growth in
Asia has outpaced the global market with annual
~30% growth to reach ~$ 1.6B
» Malaysia’s performance has lagged behind its Asian
peers, with annual growth of 7-8% (2003—-2009) and
may also have reached a plateau

Our proposal

» Transform the industry by creating a supportive and
complete ecosystem to grow # of new trials to 800 in
2020
— Build Malaysia’s reputation for speed & quality by

streamlining and strengthening ethical and
governance submission and approvals
— Promote centres of excellence emphasising
service, research and teaching, which will also
complement health travel, local pharma and
medtech industries
— Create a one-stop centre as a business entity to
attract, facilitate , and enable trials to deliver both
speed and quality.
— Build on the strengths of MOH's integrated
network and info system to enable transparent
payments
— Galvanise local investigators / sites, enhance
their capability with training and increase support
by providing facilities, systems, protected time

and trained research staff on site

MINIETEY o
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2020 GNI ~$181M

Total Jobs ~1K jobs
Total investment ~$13M
T | e

1. MOH's Clinical Research Centre

Government

MOH

MOHE

+ Seed funding of $12M for the
initial capital expense of 13
State Clinical Research Hubs
and 7 centres of excellence for
2011-2013 (funding self-
sufficiency expected from year
4 onwards)

« Directives to enhance and
encourage trials in Malaysia
* Policies and procedural
change to facilitate Contract
Research in public, private

and a?ademic facilities
 Support for corporatizing some

functions of CRC?! (OSC, One
Stop Centre) to form Clinical
Research Malaysia (CRM) for
spearheading industry
development
* Encouragement for MNC
pharma companies to hold
local trials by providing fast-
track registration
* Planning & Development Unit
to allocate space for clinical
research in new hospitals and
expansion of existing hospitals
» Improve coordination and
cooperation between all public
sector sites



EPP 2: Clinical Research Malaysia

Recommendation: Clinical Research to create positive social and
economic effect

Build innovation capability

Patients access to novel :

treatments that are not yet available for local industry _
- Access for patients who could not Develop local CROs into internationally
otherwise afford treatment competitive players

+ Assess to novel treatments when C_:reate R&D cqpablll_tles in
existing therapeutic options have been biopharmaceutical, biotech,

exhausted medtech and TCM, by increasing pool of

clinician scientists driving treatment

» Potentially form patient/subject support : ! _ :
groups to share information and create method innovation and new discoveries
Stimulate the establishment of GLP

a collaborative and supportive

investigator-patien ironment _ certified laboratories _
Build know-how to tap Malaysia's bio-
diversi
U Increase publication quality and

Increase knowledge of volume by Malaysian investigators
medical practitioners Solidify Malaysia's position as a
» Keep up-to date-with latest medical healthcare knowledge hub
advances to improve quality of care Build up pool of key opinion leaders,
» Collaborate with international clinicians which will enhance Malaysia as
. _inglobal trials _ destination of choice for health
» Gain confidence from experience in tourism
testing efficacy and safety of the new Create stimulating and supportive
drugs and treatments environment for promising doctors,
reversing brain drain

NIGTRY OF MEALTH maLavsia
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Grow Malaysia's
Clinical Research Ecosystem

Facilitate
bioavailability &
bioequivalence

development

Expand scope
of trials: Early
Phases, Stem
Cell, traditional,

Genomics
Build
Malaysia's Transform
reputation as MOH's One-
clinical trial hub Stop Centre
into a business
entity

MINIGTRY OF MEQLTH MaLhvsia
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Increase sites: Grow pool of
MOH/ Uni/ Private 'nVeséli?éﬂOfS,

coordinators

Clinical $ !" Tap larger pool
Trials &ij of patients

1000 / yr

Optimise ethics
and regulatory
processes

Grow number of I Attract more

contract research ; .
: international
org and improve and local
site management
9 sponsors



Thank You

WWW.CI'C.gov.my
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HELPING THEM
GET RESULTS:

The Collaborative Research Experience




