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        NKEA HEALTHCARE 

The Malaysian Government has embarked on an Economic 

Transformation Programme (ETP), an initiative that is aimed at 

transforming Malaysia into a developed, high-income nation by 

the year 2020. Under the programme, the healthcare sector 

has been identified as one of the economic sectors that will 

contribute to Malaysia becoming a developed and high-income 

nation. A Healthcare National Key Economic Area (NKEA) has 

been established to facilitate the development of Malaysia’s 

healthcare sector by identifying and facilitating projects through 

collaborative efforts between the public and private healthcare 

providers.  
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 NKEA HEALTHCARE: ENTRY POINT PROJECTS (EPP) 

 EPP 1:      Mandating Private Insurance For Foreign Workers 

 EPP 2:      Clinical Research Malaysia 

 EPP 3:   Malaysian Pharmaceuticals 

 EPP 4:      Healthcare Travel 

 EPP 5:     Diagnostic Services Nexus 

 EPP 6:     Health Metropolis 

 EPP 7:     Upscale Malaysia’s In-Vitro Diagnostic (IVD) Industry 

 EPP 8:     Build Malaysian Showcase On Next Generation of Core Single Use Device (SUD) Products 

 EPP 9:     Become the Hub for High-Value Medical Devices Contract Manufacturing 

 EPP 10:    Malaysian Clinical Device Champions 

 EPP 11:    Medical Equipment Supply Chain Orchestration 

 EPP 12:    High Value Medical Device Manufacturing 

 EPP 13:    Build Medical Hardware and Furniture Cluster 

 EPP 14:    Renal Products 

 EPP 15:    Mobile Healthcare Services 

 EPP 16:     Institutional Aged Care 

 EPP 17:     Retirement village 
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Source: ETP Anual Report 2014 Review, PEMANDU 
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Source: ETP Anual Report 2014 Review, PEMANDU 
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Source: ETP Anual Report 2014 Review, PEMANDU 9 



Source: ETP Anual Report 2014 Review, PEMANDU 
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The Malaysian pharmaceuticals 
industry has the capability to produce 
almost all dosage forms, including 
sterile preparation such as eye 
preparations, injections (both large and 
small volume), soft gelatine capsules of 
various sizes and shapes, time release 
medications and powders for 
reconstitution. 

LOCAL PHARMACEUTICAL INDUSTRY 
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KEY TRENDS IN THE MALAYSIAN 

PHARMACEUTICAL INDUSTRY 

 

 

KEY 
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Source: BMI Malaysia Pharmaceutical & Healthcare Report Q1 2014 
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NKEA HEALTHCARE:  

EPP 3 - 

Malaysian Pharmaceuticals 
 

 

Leverage patent expiry cliff by pursuing 

generic opportunities  

Jobs 
created 
2020: 

12,400 

GNI IMPACT 
2020: 

RM13.9 bil 

MADE IN MALAYSIA 

Source: ETP A Road Map For Malaysia 2010, PEMANDU 
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EPP 3: MALAYSIA PHARMCEUTICALS 

Malaysia will execute a strategy to transform Malaysia into 

a major force in the export of generic pharmaceutical. 

 

Strategies: 

 To produce enabling environment for Malaysian 

pharmaceutical industry. 

 To facilitate generics export opportunities and transform 

the industry by creating export platform, localisation and 

upgrading, as well as collaboration between MNCs and 

local manufacturers. 

 To create greater market access. 
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CHALLENGES 

 
• Non Tariff Barriers. 

• Internationalisation. 

Market 
Access 

• Multiple authorities locally. 

• Non Tariff Barriers overseas. Regulatory 

• Limited talent pool locally. 

• Sourcing of expatriates. Talents 

• Costly regulatory requirements. 

• Support from financial institutions.  Eco-System 
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PHARMACEUTICAL COMPANIES WITH EPP STATUS 

Servier Malaysia Sdn. Bhd. 

16 



The Off-Take Agreement (OTA) is one of 
the Government's initiatives to facilitate 
local manufacturers in developing a 
vibrant pharmaceutical industry in 
Malaysia. The rationale behind OTA is to 
provide an additional incentive for the 
local manufacturing of new 
pharmaceutical products for exports as 
well as to encourage new investments in 
the pharmaceutical  industry in Malaysia.  

OFF-TAKE AGREEMENT 
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PHARMACEUTICAL OFF-TAKE AGREEMENT  

 
 

Pharmaceuticals Off-Take Agreement will be the 
catalyst for our local pharmaceutical industry to 
grow. 

Objective - To encourage and develop the 
pharmaceutical industry in Malaysia. 

Malaysian Pharmaceuticals is the most 
important EPP in Healthcare NKEA with 40% of 
Healthcare NKEA GNI impact.  

Government procurement of local manufactured 
pharmaceuticals will be a very important 
incentive for existing and new pharmaceutical 
plants to expand or invest in Malaysia.  
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GENERAL PRINCIPLES FOR  

THE OFF-TAKE AGREEMENT 

1 
• Entry Point Project under ETP.  

2 
• Registered with Ministry of Finance.  

3 

• For new investments and for products not 
manufactured in Malaysia.  

4 
• For finished products produced in Malaysia. 
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GENERAL PRINCIPLES FOR  

THE OFF-TAKE AGREEMENT 

5 

• Agreement for 3 years and renewable for another 2 
years upon submission of proof of registration and 
sales of products abroad. 

6 

• Items under existing Government tenders or any other 
procurement arrangements not included. 
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• The awarding of OTA is subjected to MOH's need and 
requirements based on SOP approved by Ministry of 
Finance and upon successful negotiations (product, 
specification, price offered) with MOH. 
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MOH is working on:  

WAY FORWARD… 



 

Establishing government to government 

agreements – giving Malaysia market access and 

mutual recognition of product registration with 

selected countries. 

• ASEAN harmonization but still non-tariff barriers 

exists. 

• E.g.: Lengthy product registration process, 

labeling requirements, mandatory local testing of 

product. 
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MOH is working with Ministry of 
Domestic Trade, Co-Operatives 
and Consumerism to review 
the Patent Act.  

Establishing and implementing 
the national drug registration 
system besides regulating the 
pharmaceutical industry. 

Fast Track Registration; The 
registration period was cut from 
18 months to 60 working days 
for all EPP status companies. 



THANK YOU. 


