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NOTE 
 

The views expressed in this report are those of the participants of the Second Meeting on Access to 
Medicines under Universal Health Coverage in the Asia Pacific Region and do not necessarily reflect 
the policies of the conveners. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

This report has been prepared by the World Health Organization Regional Office for the Western 
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Health Coverage in the Asia Pacific Region in Seoul, Republic of Korea, 22–23 September 2016. 
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SUMMARY 

Medicines and health technologies are central to achieving equitable access to quality health 

services and the risk protection goals of universal health coverage (UHC).  The financing, pricing, and 

reimbursement of medicines and health technologies have been major challenges for many 

countries. Medicines are often not covered or inadequately covered in benefit packages and health 

financing schemes, resulting in high out-of-pocket (OPP) payments. Efficient medicines management 

policies are also crucial for the financial sustainability of health systems.   

To assist Member States in improving the efficiency of their medicines and health technology 
management systems, the establishment of the Asia Pacific Network on Access to Medicines under 
Universal Health Coverage was proposed at the first Meeting on Access to Medicines under 
Universal Health Coverage in the Asia Pacific Region, which was held in 2014. At the second meeting 
in 2015, Member States formally established the network. Also at the second meeting, Member 
States shared information on how pharmaceutical systems are organized in each country, what 
medicines are covered by government procurement and national health insurance schemes, and the 
processes involved, such as pharmacoeconomic evaluation. The third meeting, in September 2016, 
focused on improved access to high-cost essential medicines by exchanging information on 
regulation, benefit-package inclusion, procurement and reimbursement mechanisms, and financing 
options.  

 

The objectives of the meeting were: 

1) to share challenges and barriers in accessing high-cost essential medicines in terms of 
regulation, patent status, procurement and reimbursement processes, and financing 
mechanism;  

2) to understand the processes in which high-cost essential medicines are included in the 
public financing schemes and to learn from successful implementation strategies; and  

3) to prioritize options for the region to improve access to affordable generics for selected 
high-cost essential medicines. 

 

The meeting provided opportunities for countries to share challenges and successes in improving 

wider access to medicines, especially high-cost medicines. Global and regional issues and initiatives 

were presented. Financing options for medicines, benefit package decisions and factors that 

influence health technology adoption were discussed. Australia and the Republic of Korea shared 

their experiences with access to oncology and hepatitis C medicines, respectively. The Lao People’s 

Democratic Republic, Malaysia, Thailand and Viet Nam also shared their experiences in introducing 

high-cost medicines. The panel discussion provided an opportunity to hear expert opinions on health 

technology assessments (HTAs) and considerations beyond technical analysis. Countries conducted 

root-cause analyses to identify challenges in access to high-cost medicines and discussed potential 

actions to improve wider access to high-cost medicines to achieve UHC.  
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1. Introduction  

1.1 Meeting organization 

The establishment of the Asia Pacific Network on Access to Medicines under Universal Health 
Coverage was proposed at the first Meeting on Access to Medicines under Universal Health 
Coverage in the Asia Pacific region held in 2014. At the second meeting in 2015, Member States 
formally established the network. In addition, they shared information on how pharmaceutical 
systems are organized in each country, what medicines are covered by government procurement 
and national health insurance schemes, and the processes involved, such as pharmacoeconomic 
evaluation. 

The Third Meeting on Access to Medicines under Universal Health Coverage in the Asia Pacific 
Region was held in Seoul, Republic of Korea, from 22–23 September 2016. The meeting focused on 
improved access to high-cost medicines, sharing information on financing and pricing mechanisms, 
and processes involved in benefit package inclusion for procurement and reimbursement. Twenty-
six policy-makers from 13 Members States from the World Health Organization (WHO) Western 
Pacific Region and South-East Asia Region participated (Brunei Darussalam, Cambodia, China, 
Indonesia, the Lao People’s Democratic Republic, Malaysia, Maldives, Mongolia, the Philippines, the 
Republic of Korea, Singapore, Thailand and Viet Nam). 

1.2 Meeting objectives 

The objectives of the meeting were: 

1) to share challenges and barriers in accessing high-cost essential medicines in terms of 
regulation, patent status, procurement and reimbursement processes, and financing 
mechanisms;  

2) to understand the processes in which high-cost essential medicines are included in the 
public financing schemes and to learn from successful implementation strategies; and  

3) to prioritize options for the region to improve access to affordable generics for selected 
high-cost essential medicines. 

 
2. Proceedings 

2.1 Opening session  

Mr Sung-woong Ra, Director-General, Korea Policy Centre of the Organisation for Economic Co-
operation and Development (OECD), delivered the opening remarks. He welcomed participants to 
the Republic of Korea and noted that access to medicines, including high-cost medicines, is a 
challenge that needs to be actively addressed in the countries and emphasized that access to 
medicines is at the core in achieving universal health coverage (UHC) targets.  

Dr David Newby, Coordinator of Essential Medicines and Health Technologies at the WHO Regional 

Office for the Western Pacific, said the meeting presented an ideal platform, providing an 

opportunity to share country experiences. He acknowledged OECD Korea for co-sponsoring the 

forum, thanked Dr Klara Tisocki, previous Coordinator of Essential Medicines and Health 

Technologies, for initiating efforts towards building the network.  



3 

 

Dr Sun-Young Kim, Assistant Professor at the Graduate School of Public Health, Seoul National 

University, expressed her hope that the meeting would help to define strategies and prioritize 

actions for equitable access to essential medicines and eventually lead to improved reimbursement 

system developments. 

Mr Luca Lorenzoni of OECD noted the importance of the meeting and of sharing best practices on 

pharmaceutical management for achieving UHC in Asia Pacific countries, especially in times when we 

see an accelerated rate of introduction of new and expensive medicines and health technologies.  

Following the welcoming remarks, Ms Uhjin Kim, Technical Officer for Pharmaceuticals at the WHO 

Regional Office for the Western Pacific, presented the meeting objectives and the agenda.  She said 

that what brings us together is medicines that saves lives and the mutual goal to improve access for 

patients. She pointed out, however, that the journey is long and complicated. On this journey, it is 

important to understand the factors that influence health technology adoption and how to use 

leverage for better access.  

Ms Wong Wai See, Acting Assistant Director of Pharmaceutical Services at the Ministry of Health in 

Brunei Darussalam, was elected as Chairperson and Dr Prastuti Soewondo, Lecturer of Health Policy 

and Administration at the Faculty of Public Health at the University of Indonesia, was elected as the 

Vice-Chairperson.  

2.2 Initiatives promoting wider access to medicines  

Ms Inthira Yamabhai, Technical officer for Policy, Access and Use from WHO headquarters, 

presented a global update on access to medicines. Ms Yamabhai highlighted the importance of 

access to medicines as an important element in achieving UHC. She explained that 20–60% of the 

health budget in low- and middle-income countries goes to medicine expenditure, out of which 80–

90% is purchased by patients with out-of-pocket (OPP) payments.  Even wealthy countries struggle 

to maintain and extend their levels of service coverage, and thus there is a need to engage in a 

global discussion to ensure affordable medicines. She explained the Fair Pricing Forum initiative by 

WHO headquarters and its expected outcomes.  

Dr Tisocki, Regional Adviser on Essential Drugs and Other Medicines at the WHO Regional Office for 

the South-East Asia, spoke on access to medicines in the Asia Pacific region. She said the Asia Pacific 

region accounts for over 55% of global population, with rapidly increasing urbanization that presents 

challenges. She emphasized that the UHC cannot be achieved via business-as-usual approach. To 

improve equitable access, it is important to optimize pharmaceutical policies to ensure availability of 

quality products through good regulatory practices, keep costs affordable through fair pricing 

policies, encourage appropriate use and target vulnerable populations.  

Ms Kim, Technical Officer for Pharmaceuticals at the WHO Regional Office for the Western Pacific, 

presented pharmaceutical country profiles developed for 14 Member States that show data on the 

public versus private share on health expenditure mechanisms and ways medicines flow from 

manufacturers to patients in each country. The country profiles will be updated based on the 2016 

Health at Glance Asia Pacific report. Ms Kim also updated participants on the relaunch of the Price 

Information Exchange for Medicines (PIEMEDS) website. Using the PIEMEDS platform, countries can 
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upload medicines prices directly to the website, and the dashboard allows easy analysis of data 

trends.  

Dr Elizabeth Roughead, Research Professor at Sansom Institute from the University of South 

Australia, spoke on generic medicines policies and their effect on price reduction. She emphasized 

that the success of the generic medicines policy is dependent on achieving lower prices for generic 

products compared to the original brand. Market competition and mandatory price reductions may 

result in lower prices, while increased use of generics can be achieved by generic substitution 

policies, financial incentives to the end user and through campaigns. Lessons from Australia, New 

Zealand, the Republic of Korea and Singapore showed that all countries saw a reduction in cost per 

defined daily dose (DDD) soon after the introduction of generic atorvastatin, and countries with 

competitive tenders (New Zealand and Singapore) had the lowest prices or fastest declines in 

generic medicine prices and thus did not require generic price reduction policies.  

2.3 Financing options for medicines   

Mr Luca Lorenzoni from OECD delivered a presentation on Health at a Glance Asia Pacific 2016: 

Trends in Health Care and Pharmaceutical Expenditure. Twenty-seven countries and economies were 

compared, out of which 22 were Asian countries and five were in the Pacific. The report consists of 

five chapters, four of which focus on health expenditure and financing. Spending on pharmaceuticals 

accounted for almost one third of all health expenditures on average across countries and 

economies in 2014, a decrease of 2.5 % from 2010. On average, only one health dollar in three that 

goes towards purchasing pharmaceuticals is from public sources in the Asia Pacific region.  

Dr Newby, Coordinator of Essential Medicines and Health Technologies at the WHO Regional Office 

for Western Pacific, spoke on pharmacoeconomics and resource allocation for high-cost medicines 

and outlined the importance of defining a high-cost drug. Certain drugs can be considered high-cost 

drugs if they provide treatment for serious or life-threating conditions, they are more complex drugs 

to develop such as biologics, or they enjoy market monopolies due to lack of generic competition or 

limited alternatives. He explained various pharmacoeconomic analyses used for price setting and 

other mechanisms such as financial and outcome-based schemes commonly used for high-cost drugs.  

Dr Soonman Kwon, Chief of the Health Sector Group at Asian Development Bank, spoke on financing 

and benefit-package decisions. He explained about financing, benefit packages and cost-sharing 

mechanisms. He discussed criteria for priority settings for benefit packages and how decisions could 

be made in a transparent way through economic evaluation and value judgements, which both have 

their own challenges and limitations. He emphasized the importance of evidence gathering and the 

value of the participation of ordinary citizens in decision-making, as they are the payers and 

represent the opinions of the “average” citizen.  

2.4 Group Work 

Countries were divided into the following groups and conducted root-cause analyses and identified 

challenges in access to high-cost medicines. 

Group A: Cambodia, the Lao People’s Democratic Republic and Viet Nam   

Group B: Brunei Darussalam, Indonesia and Malaysia 
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Group C: Maldives, Mongolia and the Philippines 

Group D: China, the Republic of Korea, Singapore and Thailand  

2.5 Factors that influence health technology adoption 

Dr Kim, Assistant Professor at the Graduate School of Public Health, Seoul National University, 

emphasized that there is no one definition fitting every high-cost medicine, but one general 

definition could be a “disproportionately high cost compared to the other expected costs of care”. 

She said the high cost medicines pose challenges to access and sustainability of health systems, 

particularly in low- and middle-income countries. Barriers can also be seen on different levels in 

industrial countries: health systems, regional and hospital, and patient. In low- and middle-income 

countries, financial, economic, organizational and ethical issues should be considered in expanding 

access to high-cost medicines.  

Ms Netnapis Suchonwanich, Adviser at Health Intervention and Technology Assessment Programme 

in Thailand, spoke on the history of health technology assessments (HTAs) during the Universal 

Coverage scheme implementation. She explained the process for the comprehensive design of the 

benefit package, which involved balancing various perspectives on budget, patients, service and 

materials. She then listed the selection process for medicines and vaccines into National List of 

Essential Medicines and how HTAs were used to determine the value and priority of new products. 

She also shared various examples of high-cost medicines that underwent evaluation and lessons 

learnt from these cases.  

Ms Vu Thi Chi, a Specialist from the Legislative and Integration Division of the Ministry of Health in 

Viet Nam, spoke on challenges in introducing high-cost medicines from a regulatory perspective. She 

provided an overview of Viet Nam’s pharmaceutical sector and listed challenges in introducing high- 

cost medicines in terms of financing, coordination among relevant regulatory authorities, the 

balance between public health and innovation, transparency in the process of introducing high-cost 

medicines, monitoring and inspection, and communication.  

Panel discussion: Factors that influence health technology adoption 

Facilitator: Soonman Kwon 

Panellists: Inthira Yamabhai; Sun-Young Kim; Andrew Wilson; Luca Lorenzoni and Elizabeth 
Roughead 

The panel discussion focused on the following questions and topics:  

 What criteria are often used in the technology adoption? 

 Health technology assessment and decision-making tools.  

 Technical decision-making is often not enough as non-technical problems also affect 
medicine and health technology adoption. What are those barriers? 

 

2.6 Country cases 

Dr Andrew Wilson, Chair of Pharmaceutical Benefits Advisory Committee (PBAC) in Australia, spoke 

on access to oncology medications in Australia. The health care system is a mixed public–private 
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sector provider model in which Medicare plays the major role and is supplemented by private health 

insurance. He then explained the Pharmaceutical Benefits Scheme and how medicines are selected 

for subsidy, noting key factors that influence PBAC decision-making. Those factors are comparative 

health gains, comparative cost-effectiveness, patient affordability in the absence of the 

Pharmaceutical Benefits Scheme (PBS) subsidy, and predicted use in practice and financial 

implications for the Government health budget.  

Mr Junho Jang, Manager of Pharmaceutical Benefit Department from the Health Insurance Review 

and Assessment Service (HIRA) in the Republic of Korea spoke on the accessibility of hepatitis C 

drugs his country. He provided an overview on the National Health Insurance (NHI) drug-pricing 

scheme and its impact on pharmaceutical expenditures over time, as well as the pricing and 

reimbursement decision processes. He also shared the list and prices of hepatitis C treatments 

included in the NHI and the economic evaluation conducted for the drugs Sovali and Harvoni. He 

noted challenges regarding patient access, financial sustainability and risk-sharing agreements. He 

suggested a stepwise approach for developing countries that should start with external reference 

pricing then move on to value-based pricing with economic evaluation. 

Dr Sivong Sengaloundeth, Deputy Director-General of the Food and Drug Department at the Ministry 

of Health in the Lao People’s Democratic Republic shared his country’s experience in introducing 

high-cost medicines. He explained the drug selection process under the Registration Committee 

decision and the challenges on demand and supply sides in providing high-cost medicines. 

Antiretrovirals and cancer medicines are not covered by the National Health Insurance scheme. 

There is a need for technical and financial support to build capacity to improve access to high-cost 

medicines.  

Madam Abida Syed M. Haq, Director of Pharmacy Practice and Development in the Ministry of 

Health Malaysia, spoke on The High Cost of Medicines: What Do We Do? She provided an overview 

of health-care system in Malaysia, data on health and medicines expenditures, and the processes 

involved for formulary listing drugs and for procurement. Malaysia procures medicines using open 

tenders, and there are no social health insurance schemes. Medicines are free to patients; however, 

there is no price control in the private sector. She outlined entry-point projects under national key 

economic areas to promote clinical trials and technology transfer. She emphasized the importance 

of transparency in medicines pricing, sharing true costs and promoting fairer pricing systems.  

2.7 Group Work 

Identification of factors and players that influence health technology adoption in countries. 
Summary of group work based on the root-cause analysis on Day 1: What are some of the key 
areas that can help address these challenges?  
 
Group A: Cambodia, the Lao People’s Democratic Republic and Viet Nam 

Challenges Potential Actions Key Players 

Legislation mechanisms  
• Government  
• Policy-makers  
• Health partner 

organizations  
• Development partners  

• Lack of or weak policies  
• Poor coordination  
• Poor implementation  
• Lack of resources  
• Lack of support and prioritization  

• Drive awareness of need for 
administrative reforms and identify what 
the reforms should be 

• Strengthening information technology  
database and systems  
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 • Improve advocacy capacity  
• Advocate decision-making 
• Improve research capacity for evidence 

generation  
• Improved coordination  
• Establish the network of all 3 Access to 

Medicines workshop countries (technical 
team)  

• Create and expand the committee of 
concerned party,  re: high-cost drugs  

• Apply and present international 
experience 

• Create an international collaborative 
team for the Mekong countries 

• Bring partners together to act as a group 
to advocate   

• Recognize the need to interact with 
other ministries in addition to the 
ministry of health 

• Create specific workshops and forums in 
Mekong region to build regional capacity   

• Create a strategy document and road 
map with short, medium and long terms: 
Where are we going?  

• Create opportunities for stakeholder 
engagement  

 

• Technical team 
members 

• Stakeholders   
• WHO 

 

Financing  

• Limited budget  
• Lack of support and priority  
• Limited capacity  
• Low income  

 

• Establish evidence-based programme 
funding  

• Create priority setting  
• Develop differential pricing plan 
• Create costing scenarios/multiple 

scenarios 
• Use budget efficiently 
• Create consequence scenarios and 

priority listing  
• Increase policy-makers awareness on 

fund graduation programmes and 
expected economic burden/advocacy for 
future, e.g. HIV funding by 2020 

• Develop formal legal transition 
agreements  

• Develop country-specific benefit 
package to be aligned with high-cost 
medicines under UHC 

Pricing  

• Importation results in high cost 
• Monopoly  
• Lack of transparency  
• Limited purchasing power  

 

• Improve transparency  and create open 
information  

• Encourage development of local industry 
to overcome monopoly  

• Establish a review committee for 
independent advice  

 

Health Systems  

• Limited capacity  
• Limited human resources  
• Outdated technologies  
• Limited actual and perceived capacity to 

provide services 
 

• Improve capacity-building in planning, 
advocacy, health care, technical group 
and more experts, stock system  

• Create regional drug stock centres based 
on prior experience with emergency 
drug supply (regional)  

• Keeping the loop going, provide 
evidence of effectiveness of policy 
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implementation and reforms 
• Consider and develop cross-country HTA 

of  high-cost medicines  
• Improve health professionals capacity  
• Improve stock management  
• Improve storage monitoring, good 

storage, good manufacturing, good 
practices, good infrastructure  

• Training for price negotiation process  
 

 

Group B: Brunei Darussalam, Indonesia and Malaysia  

Challenges Potential Actions Key Players 

Financing 

• Constricting budget, budget cuts, benefit 
package might be a limitation if the 
specific disease is not listed in the 
package, will result in no access to 
treatment for the individual with that 
particular disease.  

• Public versus VS private scheme  
• Budget ceiling  
• Follow-on effect, lack of funds for 

individual pharmacies to stock expensive 
drugs  

• Silo funding  
• Funding models  
• Lack of medicine list reviews and 

revisions, lack of delisting  

• Relooking at budgetary system 
• Advocating for more funds 
• Looking at other streams of bringing 

money into system  ‘”sin” tax/fiscal 
space analysis 

• Performance-based budgeting 
• Incentives for reaching key performance 

indicators 

 

• Ministry of Finance 
• Ministry of Health 
• Civil society/advocacy 

groups 
• Academics for providing 

evidence-based support 

 

Pricing  
• Transparency: real value for cost 

component of drug , fair pricing  
• Continuity in supply of treatment, 

disrupts supply, processing delays 
• Disrupts patient supply  
• Transparency in pricing  
• Monopoly in supplier  
• Mergers and acquisitions  
• Rebates effect on the cash flow  
• Sequential listing  
• Negotiation skills  
• Buy-over small companies and generic 

competitors    

• Price sharing  real price 
• Strengthen communication to obtain 

source price from various countries 
• Negotiation  medicine pricing policy  
• Negotiating with a plan  alternative 

therapy/”ready to walk away”  
• Purchasing by therapeutic class 
• Competition laws 
• Patent laws  
• Price consciousness of key opinion 

leaders 
 

• Ministry of Health 
• Procurement division 
• Trade ministries 
• Pharmaceutical 

industries 
• Competition commission  
• Patent office 
• Pharmaceutical 

Regulatory agencies 
• Key opinion leaders 

 

Selection criteria for medicines / patients 
• Targeting therapy  
• Difficulty in identifying people who will 

benefit, selection process, getting it to 
the right patients  

• Lack of co-dependent technologies and 
facilities (laboratories) 

• Geographical constrains  
• Geographical distribution of services  
• Health across borders, health tourism, 

outsourced care  
• Trade decisions 
• HTA and budget impact assessment  
• Lack of local data/epidemiology/lack of 

drug utilization data 
• Lack of patient registries  
• Lack of budget registries  

• Having drug utilization review 
• Having patient registries 
• Having guidelines/algorithms to guide 

decision-making 
• Building capacity for HTA 

 

• Pharmaceutical division 
• Academia 
• Private data, e.g. IMS 

Health 
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• Lack of guidelines and algorithms to 
guide decision-making  

 

Supply chain (on local level)  
• Supply issues 
• No availability in the region or country  
• Discontinuity in supply chain  
• Lack of raw materials Active 

Pharmaceutical Ingredients 
• Lack of distribution capacity 

 

  

Regulatory 
• Export import licence 
• Trade agreements  
• Biosimilar   

 

  

Intellectual property rights issues and patent issues: 
• Low standards for patent  
• Low capacity patent examiners  
• Evergreen patent  

 

  

Public and patient expectation 

• Cultural expectations (halal vaccines) 
 

  

 

Group C: Maldives, Mongolia and the Philippines  

Challenges Potential Actions Key Players 

Financing 

• Limited budget from the government 
• Lack of prioritization criteria 
• Lack of political will  

• Develop a strong business case to 
present to the government 

• Seek aid from development partners 
• Follow through earmarked taxes 
• Develop/adopt prioritization criteria 

with due consultation from concerned 
stakeholders and ensure it is 
implemented 

• Understand political agenda and 
influence politicians to support the 
health agenda 

• Engagement of civic groups  

 

• Ministry of health 
• Peoples groups 
• Politicians 
• Ministry of finance 
• Development partners 
• Nongovernmental 

organizations 
• Politicians 

 

Pricing  
• Inadequate regulatory processes for 

price control 
• Geographical location 
• Marketing practices of pharmaceutical 

companies 
• Bargaining power 
• Heavy reliance on imported medicines 

 

• Enact/enforce laws on price control 
• Centrally subsidize logistic support  
• Enter into agreement with distributors/ 

forwarders  
• Fix government supply chain 

management 
• regulate practices 
• Communicate to the public  
• Central tender process 
• Encourage local production of medicines 

 

• Ministry of health 
• Lawmakers 
• Patient groups 
• Pharmaceutical 

companies 
• Local pharmaceutical 

companies 
 

Availability  
• Long registration process 
• Lack of human resources capability 

 

• Recognize international registration of 
drugs 

• Minimize and streamline requirements 
for medicine registration  

• Train non-medical/allied medical 
practitioners to dispense 

• Ministry of health 
• Pharmaceutical 

companies 
• Academia 
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• Deploy field/roving pharmacists 
 

 

Group D: China, the Republic of Korea, Singapore and Thailand  

Challenges Potential Actions Key Players 

Financing 

• Lack of standard treatment protocol to 
link reimbursement to providers 

• Limited budget 
• Lack of financing system 
• High patient OOP payments 

• Develop HTA guidelines for high-cost 
drugs 

• Priority setting 
• Earmark budget allocated to high-cost 

drugs 
• Monitor and track to avoid irrational use 

of medicine; governance 
• Risk-sharing agreement 
• Implement tiered subsidy based on 

household income 

 

• Ministries of health and 
finance 

• Expert subcommittee 
responsible for 
developing benefit 
package 

• Clinicians  
• Insurers/third party 

payers 
• Public opinion 
• National HTA agencies 

(HIRA) 

Pricing  
• Hidden pricing 
• Limited bargaining power/small market 
• Lack of competition/monopoly 

 

• Increase transparency 
• Develop network to share prices, e.g. 

PIEMEDS 
• Gather accurate data, e.g. target 

population size, growth rate of budget 
• Centralize procurement 
• Use HTA to inform internal reference 

price 
• Introduce competition -> limit subsidy to 

one of many “me-too” drugs 
• Introduce generic competition -> 

enhance generic market 
• Compulsory licensing for lower-income 

countries 
 

• WHO 
• OECD 
• Ministry of health 
• Regulatory, generic 

companies 
• Pharmaceutical industry 

 

Research and development 

• Intellectual property/evergreen patent,  
high-price premium 

• Uncertainty in evidence/generalizability 
 

• Review current intellectual property 
rights agreements (TRIPPS) 

• Exclude pharmaceuticals from Trans-
Pacific Partnership (e.g. Thailand) 

• Generate local evidence/ more research 

• Managed entry scheme 
 

• WHO, World Trade 
Organization 

• Ministry of health 
• Academia 

 

 

2.8 Closing remarks and ways forward  

Participants shared what they had learnt during the meeting and expressed their interest in 

continued collaboration. The meeting secretariat made remarks on the value of a regional network 

sharing knowledge and experience and how to carry forward the recommendations of the meeting. 

Mr Ra, Director-General of the OECD Korea Policy Centre, expressed his appreciation for a 

meaningful meeting and thanked the participants, the meeting secretariat and the chairperson and 

vice-chairperson before closing the meeting.  
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3. CONCLUSIONS AND RECOMMENDATIONS 

3.1 Conclusions 

The meeting provided opportunities for countries to share challenges and successes in improving 

wider access to medicines, especially high-cost medicines. Global and regional issues and initiatives 

were presented. Financing options for medicines, benefit-package decisions and factors that 

influence health technology adoption were discussed. Australia and the Republic of Korea shared 

their experiences with access to oncology and hepatitis C medicines, respectively. The Lao People’s 

Democratic Republic, Malaysia, Thailand and Viet Nam also shared their experiences in introducing 

high-cost medicines. The panel discussion provided an opportunity to hear expert opinions on HTAs 

and considerations beyond technical analyses. Countries conducted root-cause analyses to identify 

challenges in access to high-cost medicines and discussed potential actions to improve wider access 

to high-cost medicines to achieve UHC.  

3.2 Recommendations 

3.2.1 Recommendations for Member States 

1) Attend and contribute at regular network meetings and other network activities, and 
exchange information on the formulation and implementation of policies on medicines 
selection, pricing, procurement, reimbursement and cost containment strategies, as well as 
financing of sustainable coverage via affordable benefit packages or procurement options. 

2) Carry out activities to improve communication among Member States and facilitate sharing 
of information for use by policy-makers, and build up a knowledge base. 

3) Carry out the actions identified in the group discussions among low-, middle- and high-
income countries. 

 

3.2.2 Recommendations for WHO 

1) Assist Member States to attain their goals towards achieving UHC through transparent 
decision-making and technical expertise. 

2) Work in collaboration with Members States and OECD to organize an annual meeting of the 
network. 

3) Work with network members to develop a background document on the benefits and issues 
in implementing HTAs for discussion at the next annual meeting. 

4) Work with OECD and Member States to publish brief country profiles of pharmaceutical 
systems and a comparative analysis of country profiles. 

5) Expand the ability to share information through the Price Information Exchange for 
Medicines (PIEMEDS) website. 
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Annex 1. List of participants 

1. PARTICIPANTS 
 
BRUNEI 
DARUSSALAM 

Ms WONG Wai See, Acting Assistant Director, Pharmaceutical Services, 
Ministry of Health Brunei Darussalam, PO Box 1600, Bandar Seri Beawan, Tel.: 
+673 2 393298 ext 233, E-mail: waisee.wong@moh.gov.bn 
 
Ms Rosmah HAJI MOHD SHAH, Senior Pharmaceutical Chemist, Ministry of 
Health Brunei Darussalam, PO Box 1600, Bandar Seri Begawan, Tel.: +673 2 
39328 ext 228, E-mail: rosmah.shah@moh.gov.bn 
 

CAMBODIA Dr SOK Kanha, Deputy Director, Department of Planning & Health Information, 
Ministry of Health Cambodia, No 80 Samdech Penn Nouth (289) 
Sangkat Boeunkak 2, Tuol Kok District, Phnom Penh, Tel.: +855 12 622107 
E-mail: kanha@online.com.kh 
 
Dr BUN Samnang, Vice Chief, Health Economics and Financing Office, 
Department of Planning & Health Information, Ministry of Health Cambodia, 
No 80 Samdech Penn Nouth (289), Sangkat Boeunkak 2, Tuol Kok District 
Phnom Penh, Tel.: +855 23 215412, E-mail: bunsamnang@yahoo.com 
 

CHINA Dr QI Chang, Director, Department of Drug Policy and Essential Medicines, 
National Health and Family Planning Commission, 1 Xizhimenwai Nanlu, 
100044, Beijing, Tel.: +86 10 68792797, E-mail: qic@nhfpc.gov.cn 
 
Dr CAI Liping,  Deputy Director, Department of Drug Policy and Essential 
Medicines, National Health and Family Planning Commission, 1 Xizhimenwai 
Nanlu, 100044, Beijing, Tel.: +86 10 68792630, E-mail: cailp@nhfpc.gov.cn 
 

INDONESIA Dr Prastuti SOEWONDO, Head, Social Health Insurance Policy Working Group, 
Secretariat of the National Team for the Acceleration of Poverty Reduction, 
Grand Kebon Sirih Lt.4, Jl.Kebon Sirih Raya No.35, Jakarta Pusat, 10110, E-
mail: prastuti.s@gmail.com 
 

LAO PEOPLE’S 
DEMOCRATIC 
REPUBLIC 
 

Dr Sivong SENGALOUNDETH, Deputy Director General, Food and Drug 
Department, Ministry of Health Lao PDR, BanSimuong, Sisattanack District 
Vientiane, Tel.: +856 21 214014, E-mail: sengaloundeth.sivong@gmail.com 
 
Dr Bounnack SAYSANASONGKHAM, Deputy General Director, Department of 
Health Care, Ministry of Health Lao PDR, Ban  Simoung, Sisattanack District, 
Vientiane, Tel.: +856 20 55693915, E-mail: sbounnack@gmail.com 
 

MALAYSIA Mdm Abida SYED M. HAQ, Director, Pharmacy Practice and Development, 
Pharmaceutical Services Division, Ministry of Health Malaysia, Lot 36 Jalan 
Universiti, 46350 Petaling Jaya, Selangor, Tel.: +603 7841 3200, E-mail: 
abida_haq@moh.gov.my 

 
Madam Fatimah binti ABDUL RAHIM, Deputy Director, Pharmacy Practice and 
Development, Pharmaceutical Services Division, Ministry of Health Malaysia, 

mailto:sbounnack@gmail.com
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Lot 36 Jalan Universiti, 46350 Petaling Jaya, Selangor, Tel.: +603 78413200, E-
mail: fatimah_r@moh.gov.my 
 

MALDIVES Mr Fazeen MOHAMED, Director Pharmaceuticals, Medicine and Therapeutic 
Goods Division, Maldives Food and Drug Authority, Roashanee Bilding, Sosun 
Magu, Male, Tel: +960 3014322, E-mail: fazeen@health.gov.mv 
 

MONGOLIA Ms Zorigtbaatar KHULAN, Officer, Drug Regulation Unit, Center for Health 
Development, Ministry of Health and Sports, Enkhtaivan Street-13b, 
Sukhbaatar, Ulaanbaatar 14210, Tel.: +976 99 059022, E-mail: 
hulan@hdc.gov.mn 
 
Dr Batkhuyag PUREVJAV, Head Professor, Pharmacology Mongolia National 
University of Medical Sciences, House 47-20, 18 subdisdrict-48 
Ulaanbaatar, Tel : +976 99155100, E-mail : batukhuyag@yahoo.com 
 

PHILIPPINES Ms Joyce Anne CERIA, Pharmacist V, Pharmaceutical Division, Department of 
Health Philippines, Bldg 1, San Lazaro Cmpd., Rizal Avenue, Sta. Cruz, Manila 
1003, Tel.: +63 2 6517800 ext 2555, E-mail: jdceria@doh.gov.ph 
 
Dr Laurence SABIDO, Medical Specialist III, Philippine Health Insurance 
Corporation, Citystate Centre, 709 Shaw Boulevard, 1603 Pasig City, Tel.: +63 2 
41 7444, E-mail: lalasabido@yahoo.com 
 

REPUBLIC OF 
KOREA 

Dr Jihye PARK, Deputy Director, Division of Pharmaceutical Benefits, Ministry 
of Health and Welfare (MOHW), 13 Doum 4-ro, Sejong-si, 30113 Korea, Tel.: 
+82 44 202 2753, E-mail: lunademiel@korea.kr 
 
Mr Junho JANG, Manager, Pharmaceutical Benefit Department, 
Pharmaceutical List Division, Health Insurance Review & Assessment (HIRA), 60 
Hyeoksin-ro, Wonju-si, Gangwon-do 26465, E-mail: deviljang@hira.or.kr 
 
Dr Dong-Sook KIM, Senior Researcher, Pharmaceutical Policy Research Team, 
Review & Assessment Research Center, Health Insurance Review & Assessment 
Service (HIRA), 60 Hyeoksin-ro, Wonju-si, Gangwon-do 26465,   
Tel.: +82 33 739 0922, E-mail: sttone@hira.or.kr  
 
Dr Jinok BYEON, Senior Research Fellow, Health Insurance Policy Research 
Institute, National Health Insurance Service (NHIS), 32 Sambo-ro, Wonju-si 
Gangwon-do 26464, Tel.: +82 33 736 2807, E-mail: byeonjo@nhis.or.kr 
 

SINGAPORE Mr NG Kwong Hoe, Head (Evaluation), Agency for Care Effectiveness, Ministry 
of Health, College of Medicine Building, 16 College Road, Singapore 169854, 
Tel.: +65 8 1233157, E-mail: Ng_Kwong_Hoe@moh.gov.sg 
 
Ms LIN Liang, Senior Specialist, Agency for Care Effectiveness, Ministry of 
Health, College of Medicine Building, 16 College Road, Singapore 169854 
Tel.: +65 97945866, E-mail: lin_liang@moh.gov.sg 
 

THAILAND Mrs Netnapis SUCHONWANICH, Advisor, Health Intervention and Technology 
Assessment Program (HITAP), 6th Floor, 6th Building, Department of Health, 

mailto:fatimah_r@moh.gov.my
mailto:hulan@hdc.gov.mn
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Ministry of Public Health, Tiwanon Rd., Muang, Nonthaburi 11000,  
E-mail: netnapis.s@nhso.go.th; netnapis.s@hitap.net 
 
Ms Somruethai SUPUNGUL, Project Manager, Bureau of Medicine and Vaccine 
Administration, National Health Security Office (NHSO), “The Government 
Complex” Building B, 2-4 Floor, 120 Moo 3 Chaengwattana Road 
Lak Si District, Bangkok 10210, Tel.: +662-141-4297, E-mail: 
somruethai.s@nhso.go.th 
 

VIET NAM Mr LE The Nam, Officer, Department of Pharmaceuticals and Medical Supplies, 
Vietnam Social Insurance, 07 Trang Thi Street, Hoan Kiem District 
Hanoi, Tel.: +84 989 783 957, E-mail: lethenamvss@gmail.com 
 
Ms Thi Chi VU, Expert, Legislative and Integration Division, Drug Administration 
of Viet Nam, Ministry of Health, 138A Giang Vo Street 
Ba Dinh District, Hanoi, Tel.: +84 4 3846 2011, E-mail: pchn.dav@gmail.com 
 

2.  OBSERVERS 
 
ASIAN 
DEVELOPMENT  
BANK 
 

Professor Soonman KWON, Chief, Health Sector Group (Technical Advisor), 
Asian Development Bank, Manila, Philippines and Professor and Former Dean, 
School of Public Health, Seoul National University, E-mail: kwon@snu.ac.kr; 
skwon@adb.org 
 

HEALTH 
INSURANCE 
REVIEW AND  
ASSESSMENT 
SERVICE 
 

Dr Choon-seon PARK, Team Head, Review and Assessment Research Center 
60 Hyeoksin-ro, Wonju-si, Gangwon-do 26465, Tel: +82 33 739 1004, E-mail: 
parkcs@hira.or.kr 
 

UNITED NATIONS   
DEVELOPMENT  
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Mr Kazuyuki UJI, Policy Specialist, HIV, Health and Inclusive Development 
Bangkok Regional Hub, 3rd Floor United Nations Service Building, Rajdamnern 
Nok Avenue, Bangkok, E-mail: Kazuyuki.uji@undp.org 
 
 

UNIVERSITY OF 
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Mr Marc BEVAN, Research Academic, Discipline of Clinical Pharmacology 
University of Newcastle, C/- Calvary Mater Hospital Newcastle, Edith St, 
Waratah NSW 2298, Tel.: +61 2 49211856, E-mail: 
marc.bevan@newcastle.edu.au 
 

3.  TEMPORARY ADVISERS 
 
 Dr Elizabeth Ellen ROUGHEAD, Research Professor, Sansom Institute, School of 

Pharmacy and Medical Sciences, University of South Australia, 38 Elizabeth 
Street, Norwood 5067, South Australia, Tel.:  +61 8 83021238, E-mail:  
libby.roughead@unisa.edu.au 
 
Dr Andrew WILSON, Chair, Pharmaceutical Benefits Advisory Committee, 
Department of Health MDG, Canberra, Tel.: +61 401998704, E-mail: 
a.wilson@sydney.edu.au 
 

mailto:libby.roughead@unisa.edu.au
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United Nations Avenue, 1000 Manila, Tel.:  +632 528 9026,  
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Seoul, 03061, Tel.: +82 2 3702 7144, E-mail: jangjieun@oecdkorea.org 
 
Mr Dong Joon KIM, Research Officer, Health and Social Policy Programme, 
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Annex 2. Meeting Timetable 

Time Day 1 – Thursday 22 September 2016 Time Day 2 – Friday 23 September 2016 
8:30–9:00 

9:00–10:30 
 
 
 
 
 
 
 
 

Registration 
1.1 Opening and welcome address 
Ra Sung-woong, Director- General , OECD Korea Policy Centre 
David Newby, Coordinator, Essential Medicines and Technologies, WHO 
WPRO 
Sun-Young Kim, Assistant professor, WHOCC at Seoul National University 
Luca Lorenzoni, Health Economist, OECD 
Overview of meeting objectives – Uhjin Kim, WHO WPRO 
Nomination of Chair and Co-Chair  
Participant Introduction 
Group photo 

8:30 – 9:30 
 
 
 
 

9:30-10:30 
 
 
 

2.1 Factors that influence health technology adoption  
Considerations in expanding access to high-cost medicines in low- and 
middle-income countries: Financial, economic, organizational, and 
ethical issues – Sun-Young Kim 
Looking back on HTA during Universal Coverage Scheme 
implementation: Lessons from Thailand – Netnapis Suchonwanich 
Challenges in introducing a high cost medicines in Vietnam– Vu Thi Chi 
 
Panel Discussion: Factors that influence health technology adoption  
(Facilitator: Soonman Kwon 
Panelists: Inthira Yamabhai, Sunyoung Kim, Andrew Wilson, Luca 
Lorenzoni, Libby Roughead)  

10:30–11:00 Morning Tea 10:30–11:00  
11:00–12:30 

 
1.2 Initiatives promoting wider access to medicines 
Global update on access to medicines – Inthira Yamabhai 
Regional update on access to medicines in Asia Pacific – Klara Tisocki 
Pharmaceutical Country Profiles and PIEMEDS -  Uhjin Kim 
The effect of generic medicines policies on price reductions: Lessons from 
Australia, Korea, Singapore, and New Zealand – Libby Roughead 
 

11:00–12:30 
 

2.2 Country cases  
Access to oncology medication in Australia – Andrew Wilson 
Access to HepC medicine: experience from Korea – Junho Jang  
Lao PDR’s experience in introducing a high cost medicines – Sivong 
Sengaloundeth,     
High cost medicines: what do we do – Abida Syed M. Haq 

12:30–13:30 Lunch Break 12:30–13:30  
13:30–14:30 1.3 Financing options for medicines 

Health at a glance Asia Pacific 2016 : Luca Lorenzoni 
Pharmacoeconomics and resource allocation for high cost medicines – 
David Newby 
Financing and benefit package decisions – Soonman Kwon 

13:30–15:45 2.3 Group work  
Identification of factors and players that influence health technology 
adoption in countries  
Group work feedback and discussions 

14:30–14:45 Afternoon Tea 15:45–16:00  
14:45–17:00 1.4 Group Work 

Root cause analysis and identification of challenges in access to high cost 
medicines  
Group work feedback and discussions 

16:00–16:45 2.4 Conclusions and Closure 
Meeting summary – Plenary Chair 
Comments by the meeting organizers  
Closing remarks: Ra Sung-woong, Director-General, OECD Korea Policy 
Centre  

18:00–19:30 Welcome reception   
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Annex 3. Presentations 



3rd Meeting on Access to Medicines 

under UHC in the Asia Pacific

Meeting objectives 

What brings us together

Medicines save lives… but the journey could be long and complicated 

$$$$$

can be very expensive 



getting unaffordable How can we improve access and affordability? 

1. Share challenges and identify root causes

2. Understand the factors that influence

health technology adoption

3. Prioritize and identify potential actions



1 |

Global update on access to medicines Global update on access to medicines 

The 3rd Meeting on Access to Medicines under Universal Health 
Coverage in the Asia Pacific Region

Seoul, Republic of Korea
22-23 September 2016

Dr. Inthira Yamabhai
Technical Officer, PAU, EMP

2 |

OverviewOverview

� Universal Health Coverage and medicines

� Trends in pricing

� Fair Pricing Forum

� |

Three Dimensions to ConsiDer When Moving 

TowarDs Universal Coverage

Health systems financing: the path to universal coverage. Executive Summary, 

The WorlD Health Report,  WHO/IER//WHR/10.1, 2010

4 |

Moving Closer to UHC: InstrumentsMoving Closer to UHC: Instruments

� Universal access to essential medicines and health products

� Sufficient motivated health workers, of appropriate mix, located close to 
people

� Appropriate infrastructure

� Good governance

� People-centered, integrated health services based on primary health care, 
focusing on all priority health 

� Appropriate health financing systems

5 |

Why a focus on medicines ?Why a focus on medicines ?

� Between 20 % and 60 % of the health budget in LMIC goes to 
medicines expenditures

� In LMIC countries, up to 80 to 90 % of medicines are purchased out-
of-pocket as opposed to being paid for by health insurance schemes

� In many LMIC out-of-pocket expenditures for health account for 
more than 50 per cent of total health spending

� Average availability of selected generic medicines in LMICs: 

– public sector less than 42 %

– private sector almost 72 %

6 |

Millions suffer financially when they use health servicesMillions suffer financially when they use health services

 -  30  60  90
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7 |

Access to essential medicines  and UHC

1. Rational
selection

4. reliable
health and

supply
systems

2. Affordable
prices

3. Sustainable
financing

ACCESS

8 |

Attaining and Maintaining Universal Health CoverageAttaining and Maintaining Universal Health Coverage

UHC is a journey:

• Increasing population or changing in population age
structure

• Changing disease patterns

• New technologies

• Increasing costs

Even the rich countries struggle to maintain & extend their 
levels of service coverage, quality and financial risk protection

9 |

Trends in PricingTrends in Pricing

� The issue of rising medication costs is impacting low, middle and 
high income countries for example, hep C medications

– The median nominal ex-factory price of a 12-wk course of sofosbuvir across 26 OECD
countries was US$42,017, ranging from US$37,729 in Japan to US$64,680 in the US

� There is decreasing market incentive for pharmaceutical companies 
to produce some of the previously available medications for 
example, antivenoms

� These recent trends decrease accessibility to medications in two 
ways:

– New medicines are becoming too expensive for the everyday health 

consumer 

– Previously available medications are now in shortage even when there is

health demand 

�� |

There are numbers of initiatives trying to 
tackle the high price problems 

There are numbers of initiatives trying to 
tackle the high price problems 

11 |

There is a need to engage in global discussions with relevant 
stakeholders and country representatives to establish new 
pricing models to ensure affordable and available 
medications. 

12 |

Fair Pricing Forum: ObjectivesFair Pricing Forum: Objectives

� To carry out research for background documents and convene 
meetings to develop new and effective pricing models 

� To expand current networks to include other relevant 
stakeholders and countries to facilitate better exchange of 
experience 

� To provide a platform for consensus on approaches to set 
prices of medicine 

� To define strategies that address the ethical considerations 
related to use of products in short supply 



13 |

Landscape PapersLandscape Papers

The landscape papers are based on the pricing determinants and measures that support 

affordable pricing of medications. 

Current trends in medicine prices in high and middle income countries 
� Explains how industry sets prices and describes overall trends in pricing over the past 20 years for key groups of medicines
� Assesses the expenditures on medicines in some low-and high-income countries, including the evolution of percentage of medicines

expenditure as part of overall health budget over time, and absolute expenditures for patented products

1

What is fair price for medicines for all parties involved? 
� Thought paper on the concept of fair pricing, including what might be considered “fair” from the perspectives of payers/manufacturers
� Assesses the expenditures on medicines in low-and high-income countries, including the evolution of percentage of medicines

expenditure as part of overall health budget over time and absolute expenditures for patented product

2

An assessment of different approaches by payers to set medicine prices and assess the value of a new treatment 
� Assesses different price-setting policies used by countries using practical examples
� Differentiates between on-patent and off-patent policies, in particular how prices of generics are set and compared with countries with 

a competitive open generic market

3

14 |

Landscape PapersLandscape Papers

What is the production cost for the medicines on the WHO Essential Medicines List? 
� Presents estimation of the cost of production of all the medicines on the WHO Model List of Essential Medicine

5

Analysis of the role that regulatory approval plays as a driver of medicines cost
� Identifies and analyses the cost of regulation as a driver of expenditures of medicines, focusing in particular on “essential medicines”
� Differentiates between regulatory approval of originators and generic products and focuses on small providers including those involved in 

parallel importation
� Investigates the institutional set-up of regulatory authority and whether different set-ups might have an impact on medicine pricing 

6

Analysis of impact of low prices on availability 
� Compiles existing knowledge on reasons for medicines shortages (including vaccines and AVRs) with focus on low prices
� Establishes recent case studies looking at global and local shortages

8

How much does the research and development of new medicines actually cost and what role does private and public 
money pay? 
� Compares and analyses cost estimates of R&D for new medicines
� Reviews role of non-commercial entities into R&D and reviews measures to improve transparency and understanding of R&D costs for new 

medicines

4

Assessment of the role of venture capital and private equity investors in setting medicine prices 
� Assesses the impact of private equity and venture capitalist investors into biotech/pharma companies on medicine prices
� Highlights the potential relationship and ways of increasing transparency and corporate responsibility

7

15 |

Landscape PapersLandscape Papers

How does confidentiality in price deals impact price setting and what are the actual procurement and patient prices?
� Gathers data from Member States on actual procurement prices as well as actual per patient prices, including schemes/rebates/discounts for

retailers
� Considers various systems, such as models of regressive mark-ups and negotiations

11

The role and impact of voluntary licensing and compulsory licensing 
� Analyzes current license agreements for HIV; hepatitis and other medicines (with regards to geographical coverage, number of licensees,

price, royalties, etc.) and gathers available data on impact of these license agreements
� Gathers data on available compulsory licensing cases and their impact on prices/availability

12

What are the pros and cons that buyers of medicine have experienced when resorting to value-based priced approaches? 
� Reflect lessons learned (pros and cons) from various value-based pricing strategies as compared to cost-plus pricing approaches

13

Compilation of country studies in managing medicine prices 
� Presents experiences from low- and middle-income countries in implementing pharmaceutical policies
� Considers its successes, challenges and whether the policy had its intended effect as well as future management of medicine prices

14

An assessment of the orphan disease medicines innovation system: what does industry and society get out of it? 
� Analyses the US and European system for the development of medicines for orphan drug diseases, including trends in development,

definition of indications, the rate and extent of regulatory expansion to new indications and  off-label use and prices

9

Analysis of the price impact of various negotiation frameworks as well as strategic procurement? 
� Analyses reasons and identifying factors (e.g. information asymmetry) of negotiation frameworks that determine and influence medicine prices
� Identifies factors that could empower public health actors and procurement agencies in negotiations
� Considers lessons learned from country experiences with strategic procurement

10

16 |

Fair Pricing Forum 2017Fair Pricing Forum 2017

� Tackling the challenge: WHO will convene a global 
dialogue among relevant stakeholders to explore 
strategies for establishing fair prices for essential 
medicines

� Concrete steps: WHO, in consultation with an advisory 
group, will organise 

– A two day public forum in Spring 2017

– A series of academic landscape analysis to frame the
discussions of the Forum 

– A technical preparation meeting of the advisory group

17 |

ParticipantsParticipants

� Policy makers working in ministries of health/ public health 
insurers/ or departments working on pharmaceutical 
pricing policies

� Pharmaceutical industries and investors

� Patient groups

� International organizations

18 |

Expected outcomesExpected outcomes

� Improved understanding between public and private

� A fair pricing model for governments, patient groups and 
industry stakeholders that can affordably deliver the 
medicines needed by patients while keeping companies 
interested in developing new and better treatments and 
producing generic treatments. 

� Global network established for ongoing collaboration 



Regional update on access to 

medicines in Asia Pacific 

Dr Klara Tisocki, Regional Adviser

SEARO 

Overview

• Access to medicines – key principles

• Medicine financing priority issues

• Key challenges in the region

• Pharmaceutical system development needs

Asia Pacific in numbers

• Asia  Pacific accounts for 55% of  the global 

population; home to six of  the top 10 most populous

countries  in the world. 

– The region’s population is forecast to grow to 5.3 billion by 2050.

– Population growth and fertility rates have slowed burt rapid aging is

a challenge to many countries 

– India’s population is expected to surpass that of  the People’s

Republic of  China in the next 7 years.

• The rate of  urbanization is increasing. 12 of  the

world’s 23 biggest cities and eight of  the top 10 most

densely populated cities are  in the Asia Pacific.

• Most countries are in the “medium human 

development” band based on the UNDP’s Human 

Development Index

Asia Pacific in numbers

• Asia  Pacific generated more than 40% of  global GDP in 

2014. 

– The People's Republic of  China and India accounted

for nearly 70% of  the region’s output.

• Corruption is hindering development, with half  of  the

region’s economies falling into the bottom one-third of

Transparency International’s global corruption 

rankings.

• Due to its socio economic context the  risks and

burden on health systems are high due to: 

– Non-communicable diseases

– Emerging infectious diseases

– Antimicrobial resistance

UHC aspiration in Asia Pacific

• Almost all countries in the Asia Pacific set the goal of

UHC — providing quality health services to all those 

in need without undue financial hardship.

• Most government in Asia Pacific prioritize reforming

and strengthening of  health systems toward UHC

• UHC cannot be achieved via  “business-as-usual” 

• UHC will need innovative and integrated policies and

solutions to supply and finance quality health 

services to all, including effective, safe  and quality 

medicines 

Challenges in Asia Pacificic

• Cost
– High Expenditures on medicines and other  health

technologies are significant burden of  health care budgets
and on household as high OOP common in lower middle 
income countries

• Efficiency
– Medicines & health technologies  are significant source of

inefficiencies  (due to corruption, wastage , inappropriate 
use) 

• Quality of  care
– Quality of  services  highly dependent on availability and 

access to effective, affordable  and quality medicines and 
health technologies, but many public health facilities have 
no regular and reliable supply of  quality medical products



UHC – who is left behind?

• Despite considerable progress in last 15 years

in South Eats Asia region

•

• Approximately 130 million people still lacks

access to one or more essential services 

•

• At least n0 million are pushed into poverty

due to health care cost

Optimising pharmaceutical policies for UHC 

Source Anita Wagner 2014

Ensuring Availability of Quality Medical 

Products

• Ensuring good regulatory practices

• Monitoring product quality

• Prequalifying supplies, products

• Ensuring transparent procurement practices

• Negotiating prices, quality, volume,

• Ensuring supply-chain reliability  and security

Vs.

• Promoting local production and fair competition
of quality products

Regulation for Licensing & Inspection

Legal Basis 

for Licensing 

SOP for 

Inspection of 

Manufacturing 

Premises

SOP for 

inspection 

of Retail 

Premises

Staff for 

Inspection

Inspection for 

GMP

Bangladesh Yes

Bhutan Yes*

Maldives NA*

Myanmar NA

Nepal NA

Sri Lanka Yes

Thailand Yes

Timor-Leste NA*

Available    Not  sufficient    Not available  *No manufacturing unit 



Total Inspections

(Retail/Wholesale/ 

Manufacturers)

% of outlets 

inspected 

Prosecutions in last 

one year(2013-

2014)

Bangladesh 57800 56% 646

Bhutan 107* 9.5% 15

Maldives 115 53% 0

Myanmar NA NA 40

Nepal 2568* 13.2% NA

Sri Lanka 12793 312% 312

Thailand 120 M, 1600 W/R 8.9% 1416

Timor-Leste NA NA 0

Total Inspections & Prosecutions in the year 

preceding situation analysis

(*includes 10 Manufacturers abroad)

Drug Registration/ Market Authorization

Legal Basis 

for Medicines 

Marketing 

Authorization

SOP for Product 

Dossier 

Evaluation

Sop for 

Registration 

of Medicine

Registration 

fee for a 

product (in 

USD)

Bangladesh 380

Bhutan 25

Maldives 23

Myanmar 800

Nepal 37

Sri Lanka 390

Thailand 57

Timor-Leste 100

(for listing)

Available    Insufficient    Not available  

Keeping Costs Affordable

• Monitoring routine medicines expenditures by
therapeutic area

• Evaluating health technologies, budget impact
analysi

• Assessing household medicines expenditure
burden

• Implementing and monitoring policies and
programs to reduce waste, pilferage and
inappropriate use

Improving Equitable Access

• Understanding socioeconomic, disease and
utilization profiles  e.g. antibiotics access-
excess dichotomy

• Assessing of household care seeking and
barriers to care

• Expanding provider networks and engaging
with private sector

• Targeting policies and programs to improve
access for vulnerable populations



Encouraging Appropriate Use

• Implementing and updating standard treatment 
guidelines (STGs)

• Matching essential medicines and reimbursements
lists to STGs

• Assessing provider performance – prescription audits

• Managing care comprehensively – NCD care 
/preventions 

• Implementing and monitoring policies to

• encourage clinically appropriate and cost-effective use

% of out-patients prescribed at least 

one antibiotic

Country

Total number of  

outpatient prescriptions 

reviewed 

Percentage of  

outpatients with at 

least one antibiotic 

Bangladesh 463 38%

Bhutan 615 36%

Maldives 348 28%

Myanmar 496 41%

Nepal 492 40%

Sri Lanka 609 42%

Thailand 866 11%

Timor-Leste 844 38%

Summary

• Asia Pacific countries rapidly growing  but still have many unmet

need regarding access 

• Pharmaceutical systems continuously change, as health care needs

and financing systems change and new products enter markets. 

• Pharmaceutical policies must be dynamically adapted, based on 

evidence from data that must be routinely collected on medicines

in health systems. 

• We need to monitor both intended and unintended effects of 

medicines and other health policies; and

• Need to develop procedures for policy decision making that are 

transparent for providers and patients and industry e.g fair pricing 

policies.

• We need  evidence about best practices  and this  information 

should be shared through medical research and social networks, 

and networks of decision makers 
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Worlt Health Organization 

Regional Office for the Western Pacific
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PIEMEDS a web-based sestem that collects, validates and presents 
medicine PROCUREMENT PRICE data
voluntarile shared be countries

DEVELMPMENT

40 medicines
21 participating countries

2000+ medicines
ongoing data collection from countries

2009: Created

2010: Pilot Implementation

Present: Software Enhancements

(inclusive of 800+ from 2015 
WHO List of Essential Medicines)  

PARTICIPATING MEMBER STATES
Brunei Darussalam
China
Cook Islands
Fiji

Kiribati
Lao People’s Democratic Republic
Malaysia
Micronesia FS
Mongolia
Nauru

Niue
Palau
Papua New Guinea
Philippines
Samoa
Singapore

Solomon Islands
Tonga
Tuvalu
Vanuatu
Viet Nam

CUSTMMIZED UPLMAD WITH RAW DATA

A - Main Upload Template

B - Template for Malaesia C - Template for Phiippines

DATA CMNFIDENTIALITY

Medicines with sensitive price data can onle be viewed be authorized 
users onle (Super Administrator, & Countre Representatives).

Country Representative

(can provide medicine price input, 
edit countre profile)

Super Administrator

(can specife users to be authorized, 
validate medicine price data)

Regular User

(can view price of limited medicine)

PRICELIST
Single input search

Computed median price 
for countries, & for all 
member states 

Local currence displae on 
mouseover

Price range for
[B], [BG], [G]; High-Low 
ratio(H:L); ...

Download table data



CMMPARISMN
Dashboard

Price Monitoring

Determine sudden 
price hike/drop

Select/deselect 
countre to view

Mouseover to show 
countre & median 
price

Download graph 

Price Comparing

Countries’ annual median 
prices

Member States Median line

Boxplot = Min, Max, 
Quartiles (if countre has 
multiple prices in a eear)

Select/deselect countries 
to view

Download graph 

Easy Comparison Graph

Annual maximum, minimum, 
median price for a medicine

Median price of medicine 
based on user’s countre

(Icon will lead to detailed individual price graph)

Detailed Comparison Graph

Mouseover graph to show individual raw price data (i.e. manufacturer, supplier, …)

Product Label Selection

Percentage and count of 
price data based on label:  
Brand, Branded Generic, 
vs Generic

Median price for: [B], [BG], 
or [G], and overall median

Download graph



CMUNTRIES

Search countre’s listed 
medicine price
(USD, local)

Information on 
procurement provided be 
the countre

PIEMEDS

Price 
Transparency

Better 
Pricing 



Generic medicine pricing policies in 
Australia, New Zealand, Singapore, and 

South Korea
Influence on atorvastatin costs

Libby Roughead, University of South Australia, Australia

Jude Ulrich, PHARMAC, New Zealand

Benjamin Ong, Health Sciences Authority, Singapore 

Dong-Sook Kim, Health Insurance Review & Assessment 
Service, South Korea 

Generic medicine policies

• Once medicines have gone off patent, use of
generic medicines is often promoted as a means of
improving affordability of medicines for both health
payers and individuals

• The success of the generic medicines policy is
dependent on achieving lower prices for generic
products compared to the originator brand

• There are multiple policy options for achieving
lower generic medicines prices and increased
generic medicine use

Generic medicine policies

• Lower prices may be achieved via

– Market competition

– Mandatory price reductions

• Increased use may be achieved via

– Generic substitution policies; optional or
mandatory

– Financial incentives to the end user: for example
higher copayments for originator products

– Campaigns

Aim

• To examine the effect of the generic medicines pricing policy on 
price and use of medicines in Australia, New Zealand, Singapore
and South Korea

– Atorvastatin was used as the example

– as patent expiry occurred at a similar time in each country

• Atorvastatin generic introduction:

• Australia May 2012

• South Korea: March 2008

• Singapore: 2011

• New Zealand: September 2010

• Combination products containing atorvastatin were excluded

Pharmaceutical system

Austualia South Kouea New Zealand Singapoue

Universal Health 
System

Universal Health 
System

Universal Health 
System

Universal Health 
System

Medicines reimbursed 
under the 
Pharmaceutical 
Benefits Scheme

Medicines reimbursed
by the Health 
Insurance and Review 
Agency

Medicines procured by 
PHARMAC

Majority of medicines 
for public healthcare 
institutions are 
procured through the 
SingHealth Group 

Procurement Office

Generic pricing policy

Austualia South Kouea New Zealand Singapoue

Reference pricing and 
mandatory price 
reduction when first 
generic enters market

Reference pricing and 
mandatory price 
reduction when first 
generic enters market

Competitive tender.
PHARMAC

No regulation on drug 
prices. Tender process 
by the SingHealth Group 
Procurement Office

• Mandatory 16% 
reduction in price.

Subsequent reductions in 
price are based on a 
price disclosure policy. 

• Companies must 
disclose sales 
revenue, sales 
volume and the value
of incentives or 
discounts. This is 

used to determine a 
weighted average 
disclosed price 
(WADP) 

First year after patent 
expiry: 
• 30% reduction in the

price of originator.
Second year after patent 

expiry: 
• 53.5% of originator

price for all generic 
medicines and 
original drug, 



Generic substitution

Austualia South Kouea New Zealand Singapoue

No mandatory generic 
substitutions. 

Pharmacists can 
substitute prescribed 

medicine unless 
prescription indicates 
no brand substitution

No mandatory generic 
substitutions. 

Usually only one or 
two products 
available

No mandatory generic 
substitutions. Use of 
generics encouraged
in the public 
healthcare 

institutions.

Data sources
• Australia

– Australian statistics on medicines 1996 to present; 

– National dispensing data for subsidised medicines; includes all
community use (public hospital inpatient data excluded)

• New Zealand

– PHARMAC database.

– National insurance data for subsidised medicines, includes all use 

• Singapore

– IMS Plus 2007 to 2014

– Commercial data source of pharmaceutical sales in Singapore 

• South Korea

– Health Insurance Review & Assessment Service database.

– National insurance data for subsidised medicines; includes all use 

Measures calculated

• Annual utilization - as DDD/1000 population/day

• Annual costs - based on annual costs for the year 
weighted by volume of use. 

– Data for New Zealand were supplied as average costs
per 40mg tablets used per quarter.  No overall volume 
data were available, thus, New Zealand prices were 
calculated at Jan each year. 

– Cumulative percentage price reductions were calculated
using the year prior to the generic introduction as the 
reference year. 

– Prices were standardized using the PPP conversion
factor, GDP (LCU per international $) World Bank

Results

Atorvastatin use as a percentage of all lipid 
lowering medicine use
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Atorvastatin: cost per DDD, current prices 
adjusted for purchasing power parity
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Atorvastatin costs per DDD in 2014 
standardised by purchasing power parity

Austualia

South 

Kouea

New 

Zealand Singapoue

Cost peu 

DDD 

(20mg) in  

2014 0.25 1.15 0.03 0.47

Conclusion

• Changes in cost per DDD are the result of both supply and 
demand side initiatives, encompassing the effect of the drop in 
price of the generic (and brand, where prices are referenced) and 
the greater use of the generic product where prices are not 
linked

• All  countries saw a reduction in cost per DDD soon after the
introduction of generic atorvastatin.

• Within three years of generic introduction, countries had 
achieved a 40-70% drop in cost per DDD for atorvastatin 

• Singapore saw the fastest decrease in cost per DDD after generic
introduction

• New Zealand’s cost initially rose, however, New Zealand costs 
were lower than all other countries prior to the availability of the
generic and remained lowest among all countries at study end

Conclusion

• Countries with competitive tenders (New Zealand and
Singapore) had lowest prices or fastest drops in generic
medicine price and thus did not require generic price 
reduction policies

• Countries with reference pricing (Australia, South Korea)
were reliant on mandatory price reduction policies to 
provide effect

• There were still wide differences in final cost per DDD, with
Australia, South Korea, and Singapore paying between 8 
and 38 times the price per DDD of New Zealand.
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27 countries and economies were compared: 
22 in Asia and five in the Pacific
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Almost 5 % of GDP was spent on health in 
Asia in 2014, a slight increase from 2010
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Half of the expenditure on health was from 
government sources in Asia in 2014, an important 
increase since 2010
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Health represented one-tenth of government 
spending in Asia in 2014, a slight increase since 
2010
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Pharmaceutical expenditure per capita, 
international dollars (USD PPP), 2014
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A higher growth was observed in total expenditure on 
health per capita as compared to pharmaceutical 
expenditure per capita in Asia from 2010-14
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The majority of OECD countries saw pharmaceutical 
expenditure growing on average more slowly than 
that of health expenditure
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Almost one-third of total expenditure on 
health was on pharmaceuticals in Asia in 
2014, a significant decrease from 2010
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Two-fifth of pharmaceutical expenditure 
was from government sources in Asia in 
2014, a slight increase since 2010
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3rd Meeting on Access to Medicines 

under UHC

Pharmacoeconomics and resource 

allocation for high cost medicines 

Dr David Newby

Coordinator, EMT

Outline

• Define what is a high-cost drug (HCD)

• Review of pharmacoeconomics for price

setting

• Mechanisms used for HCDs

03/30/2017 WPRO/DHS 2

High cost drugs

• No universal definition

• High unit cost?

• High budget impact?

• Combination of both?

03/30/2017 WPRO/DHS 3

High Cost 

drugs

Moderate/Large use

Moderate/Large cost

e.g. cancer treatments, 

biological DMARDs

Small use

ivacaftor - CF

Small use

Extremely high cost

e.g. eculizumab - aHUS, 

ivacaftor - CF

Features of many HCDs

• Monopolies

– Lack generics

– Limited alternatives

• Serious/life threatening conditions

– Emotive? (Orphan disease +++ )

• Uncertainty about benefit

– Surrogate outcomes

• Higher/more complex development (Biologics)
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Traditional PE analysis

Δ Cost

Δ Effective

_

+

SAME
_ +

More efficacious
Less costly

Less efficacious
More costly

Less efficacious
Less costly

?

More efficacious
More costly

�

�

CMA

CEA CUA

Using CUA/CEA for pricing

• Need to calculate an ICER

• Need to have some sort of ‘acceptable’ ICER

– “Cost-effectiveness Threshold”
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Issues with CETs

• No agreement on what constitutes acceptable
thresholds

– Represents opportunity cost?

– Some derived from ‘willingness to pay’

– WHO CHOICE – based on GDP/capita

• Less than 1 x – cost effective

• Up to 3 x – possibly cost effective

• Current thresholds don’t incorporate any
dimension of affordability
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Can you incorporate

affordability in thresholds?

• Australian example

– No set threshold stated

– Historical analysis suggested threshold around 
AU$50,000-$70,000 per QALY (~1 x GDP/capita) upper 
limit

– Recent Hep C drug listing

– “The ESC noted the very large opportunity
cost…ICERs that would define potentially acceptable 
cost-effectiveness should be at the lower end of the
range previously accepted for interventions for this 
disease”1 ($15,000-$45,000/QALY).
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thresholds and income 

elasticity
• Centre for Health Economics, University of York, UK2

– Examined ‘Value of Statistical Life’ (VSL) as an estimate of
value of health

– Showed how VSL varies with per capita income (elasticity 
in VSL)

– Used relationships to derive thresholds

– Suggested thresholdss should be lower than 1 x
GDP/capita

– Suggested thresholds as % GDP/capita should be lower in
LMIC

– Based on many assumptions and raised for discussion

03/30/2017 WPRO/DHS 9

thresholds and income

elasticity
Table 1: Example results for a range of countries and the World Bank income classification cut-offs 2

PPP-adjusted (2013 USD) Actual values (2013 USD) Threshold as 

Country/classification GDP/capita Threshold range GDP/capita Threshold range % GDP

Malawi 780 9 - 401 226 3 - 116 1% - 51% 

Indonesia 9,559 1,298 - 4,914 3,475 472 - 1,786 14% - 51% 

Chile 21,911 6,819 - 13,141 15,732 4,896 - 9,436 31% - 60% 

Kazakhstan 23,206 7,648 - 13,675 13,610 4,485 - 8,018 33% - 59% 

United Kingdom 36,197 18,609 - 18,609 41,787 20,223 - 20,223 48% - 48% 

Canada 43,247 21,051 - 26,564 51,958 25,292 - 31,915 49% - 61% 

United States 53,143 24,283 - 40,112 53,042 24,283 - 40,112 46% - 75% 

Norway 65,461 28,057 - 60,862 100,819 43,211 - 93,736 43% - 93% 

Low/Middle 1,045 16 - 537 1%-51%

Middle/high income 12,746 2,307 - 9,028 18%-71%
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Methods used for valuing

orphan drugs
• Including impacts on family and carers in QALY

estimation

• Applying equity weights to CUA
– Increase the QALY gain or the ICER threshold

– Needs estimating social preferences - difficult

• Using Multi-Criteria Decision Analysis (MCDA)
– Rank alternatives based explicit criteria

– Criteria need to be understandable, measurable, non-
overlapping, concise, and independent

– Has been developed in Malaysia, Canada and Thailand

• Most combine this with some sort of other cost-
sharing/managed entry arrangement 
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External Reference Pricing

and HCDs

• Benchmarking against prices paid in other

countries

• Used extensively in EU

• Number of issues with HCDs

– Choice of comparator countries

– Ensuring comparing same products

– Hidden pricing arrangements in countries
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Ways of reducing financial 

risk with HCD

• Used where

– Clinical uncertainty (e.g. surrogate outcomes)

– Financial uncertainty (e.g. ‘leakage’)

• Various terminologies used (RSA? MES? PAS?)
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Taxonomy of MEAs 
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Financed-based schemes

• Price/dose caps

– Caps after which manufacturer pays/supplies free

– Examples in the UK3,4

• Ranibizumab

– Agreement for 14 doses subsidised per affected eye for AMD 

� manufacturer paid

03/30/2017 WPRO/DHS 15

Financial-based schemes

• Price volume arrangements (PVA)

– Once a total expenditure is reached price drops or 

rebates occur

– Most widely used schemes

– Lu et al (2015) found 74% of RSA in Asia-Pacific 

involved some sort of PVA or caps on expenditure5

• Many are hybrid involving outcome-based 

(continuation) and PVA

03/30/2017 WPRO/DHS 16

Financial-based schemes

• Issues with financial based schemes

– Does not address clinical uncertainty

– Setting the cap/reimbursement point

– Works best with centralised, single-payer 

arrangements

– Lack of transparency of agreements
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Outcome-based schemes

• Conditional initiation/continuation

– Strict starting/stopping rules

– Examples: Australia6

• Adalimumab for RA

– Strict initiation rule requiring failure to 2 or more DMARDs

– Continuation rule at 12 weeks defined as set change in
inflammatory markers and joint counts

• Omalizumab for severe allergic asthma

– Initiation requiring evidence of IgE assessment and poor control 
despite optimised asthma therapy

– Continuation with response demonstrated by a change in asthma 
control questionnaire score and/or reduction in corticosteroid 
use
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Outcome-based schemes

• Coverage with evidence development 
– Two types

• Gathering population-level effectiveness in the ‘real world’

• Awaiting final results of RCTs

– Prices are adjusted and/or rebates after results are re-
evaluated

– Examples: Australia
• Crizotinib for Non Small Cell Lung Cancer (2014)7

– Introduced with a requirement to provide data on the survival of the first
50 patients

– Agreement included a rebate + interest if crizotinib failed to deliver on its 
claimed benefits

• Cinacalcet for End Stage Renal Dysfunction8

– Listed in 2008 based on surrogate outcomes under the conditions that
the results of the EVOLVE trial when available would be presented

– EVOLVE data considered in 2013 and 2014. Results suggested significantly
smaller benefit than in the original submission � recommended removal
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UK Cancer Drug Fund

• Originally set up in 2011 to run to 2014

• Funded cancer therapies separately from NICE
HTA assessments

• Continually overspent its budget

• Scrapped and replaced in 2016 with new scheme

– Treatments will undergo NICE evaluation

– Where uncertainty about efficacy exists � managed 
entry with data collection to support cost-
effectiveness
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Outcome-based schemes

• Pay for performance

– Also called performance-linked

– Links performance/outcome to individual patients

– Examples: Italy9,10

• Uses term ‘payment by results’; total reimbursement by 

manufacturer for non-responders

• Examples of use include antineoplastics (e.g. lapatinib, 

gefitinib) and ranibizumab for AMD

• Also used for some orphan drugs
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Issues with outcome-based

schemes
• Administrative burden

– Continuation rules/Pay for performance
• Physician

• Payer

– Coverage with evidence
• Who collects the data? Manufacturer? Payer?

• Lack of transparency
– Details of the arrangements (commercial in confidence)

– Combined with hidden pricing

• Stopping rules are appropriate (continuation)

03/30/2017 WPRO/DHS 22

Issues with ‘coverage with

evidence’ schemes

• Ensuring ‘fit for purpose’ data is collected

• What price to pay while collecting data?

– The price the manufacturer wants and reduce +

rebates?

– The price the payer thinks is right – payback if

better than expected?

03/30/2017 WPRO/DHS 23

Issues with ‘coverage with

evidence’ schemes

• What to do if efficacy is less?

– Manufacturer decides to withdraw drug if price

reductions are forced?

• What message does it send to the public?

– Government funded “experiment”

• Particularly sensitive areas like vaccinations
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Summary

• Traditional pharmacoeconomic evaluations

don’t routinely incorporate affordability

• Other mechanisms (e.g. financial- and

outcome-based) are commonly used for HCD

• Combination of approaches are often needed

• Lack of transparency is a common issue

• For performance-based schemes the

administrative burden can be significant
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THANK YOU!
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고맙습니다
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1. Health Care Financing

Financial resource generation: 
- Tax, SHI (Social Health Insurance), Private
Insurance, OOP (Out of pocket) Payment
- Public and mandatory financing is essential for UHC

Resource Pooling: 
- Single pools is more efficient and equitable than
multiple pools

Purchasing: 
- Benefits package
- Payment to providers

Kwon S: Benefit Packages 2

1. Health Care Financing (continued)

How to increase the bargaining power of the 
purchaser?

- Large population covered

- Big single pool rather than fragmented pools

Efficiency gain through rational use of medicines

Earmarking: equity (other serious diseases)?

Donor financing, Micro-financing are not sustainable

Kwon S: Benefit Packages 3

2. Benefits Coverage

Benefit coverage determines

- financial protection for people

- financial sustainability of the financing system

1) Target Services

Facing rapid dissemination of high-cost medicines 
and technology, positive listing tends to be used 
for them
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2. Benefits Coverage (continued)

2) Target priority diseases

- analysis of the burden of diseases (BOD)

- increasing burden of chronic diseases

-> coverage of NCDs and preventive/screening
services

3) Target population groups: efficiency, equity

- elderly, vulnerable population, children

- politics of priority setting
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3. Cost Sharing for Patients

Lower or no cost sharing

- services with low problems of moral hazard

e.g., essential medicines, emergency care

- population with high return on investment (e.g., children)

- vulnerable population or those with big financial burden:
poor, patients of catastrophic illness or chronic conditions

Ceiling on total OOP (out-of-pocket) payment:

higher ceiling for high-income people

Cost sharing for efficiency 

- higher copayment for non-compliance of referral
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Potential Tradeoff

Potential tradeoff among population coverage,
benefit coverage, and financial protection

Too generous benefits coverage 
- high premium becomes a barrier to the extension

of population coverage
- negative effects on financial sustainability

Too limited benefits coverage
- fails to provide financial protection
- low premium can help extend the population

coverage
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4. Decision/Policy Process

1) Criteria for Priority Setting for Benefits
- Severity (death, disability)
- Equity, Social solidarity
- Economic burden of patients, Number of patients
- Effectiveness, Cost effectiveness
- Budget impact, financial sustainability
- Individual responsibility

Key Questions

- Definition of each criterion?
- Relative importance of each criterion?
- Who decides?
- Changing value?
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2) Decision Making in a Transparent way

a. Economic Evaluation, Technology Assessment

- Collect, verify and interpret evidences on the cost and
clinical effectiveness of various services (e.g., ICER)
-> Experts, Technical Committee

b. Value judgment, consensus building

Benefits decision is essentially a priority setting
- Should reflect preference and willingness to pay of
society
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3) Challengeh of Economic Evaluation

- Requires technical expertise who perform economic 
evaluation: conflicts of interests for experts?

- Generalizability of (clinical) study results from other 
countries 

- Threshold value of ICER (Incremental Cost-Effectiveness 
Ratio) in terms of Cost/QALY (Quality-Adjusted Life Years)

- Little equity consideration: application of the same ICER 
threshold to different population groups? 

-> E.g., Small benefits to a large number of patients with 
minor illnesses or big benefits to a small number of patients 
with severe illnesses? 

- Pricing matters
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4) Value judgment and Consensus

building

Difficult to guarantee the optimal outcome, taking into 
account all contexts and contingencies

->  Ensure fairness in process or procedural justice

Need evidence generation by experts, but also need to add 
value of lay person/payer/citizen

a. Citizen participation: discussion and deliberation

e.g., Citizen council of UK NICE, Korean NHI

b. Tripartite Committee:
representatives of payers, providers, experts

Kwon S: Benefit Packages 11

a. Citizen Participation and Deliberation

Role of Citizen (Lay Public)

- Represents the opinions (value judgment) of “average”
citizens, who pay for health care (financing)
- Promotes democracy and transparency in the decision-
making process

Deliberation

- Obtain more informed and robust feedback
- Leads to consensus building and information exchange

All participants are provided information on the topic 
before the deliberation -> discussion can be informed by 
evidence
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b. Health Insurance Policy Committeen
Korea

Major decisions on premium contributionc pricing (medical
carec pharmaceuticals)c benefit packagesc etc.

25 membersc Vice Minister of HW as the chair

- 8 from payer representatives: labor unionsc employer
associationsc civic groupsc etc.

- 8 from provider associations: physicianc hospitalc
dentistc pharmacistc etc.

- 8 from the public interests: MoHW (Ministry of Health
and Welfare)c MoSF (Ministry of Strategy and
Finance)c NHIS (National Health Insurance Service)c
HIRA (Health Insurance Review and Assessment)c
and 4 independent experts
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High-Codt eedicined (HCed)

• No one definition to fit every cade, but one example
id medicined with a “didproportionately high codt 
compared to the other expected codtd of care” 
(England N)

• eodtly new, dpecialized medicined for complex 
conditiond: e.g., cancer, inflammatory dideaded, rare
dideaded

• Effective with fewer dide-effectd, but often
enormoudly codtly

• eain iddue with HCed: Whether the additional
codtd of HCed are judtified by the incremental
benefitd (i.e., “value for money”)

2
Source: Wahldter (2015)  

Accedd to High-Codt eedicined in LeICd

• The characteridticd of HCed pode 

derioud challenged in accedd and 

for the dudtainability of the health 

dydtem

• Addredding the iddued linked to 

accedd to HCed in low- and 

middle-income countried (LeICd) 

id particularly challenging due to 

duboptimal infradtructure and 

more dcarce redourced 

3

Barrierd to Accedd to eedicined

• Problemd of redearch and development

• Problemd of availability

• Health care derviced limitationd

• Supply dydtem limitationd

• Affordability limitationd

4

Barrierd to Accedd to HCed 
(in Indudtrialized Countried) 

5
Source: Wahldter (2015)  

Argumentd for Expanding 
Accedd to eedicined in LeICd

• Public health

– Accedd to medicined id a key element in improving the

level of public health 

• Human rightd

– Accedd to medicined id a critical component of the human

right to health and thud dhould be guaranteed 

• Economic 

– Ad poverty id clodely linked to poor health, accedd to

medicined id crucial for poor populationd

6
Source: Leidinger et al. (2012)  



Iddued to Condider in Expanding 
Accedd to High-Codt eedicined in LeICd

• Financial

• Economic

• Organizational

• Ethical

• Other?

7

Financial Iddued

• Financial determinantd of accedd to medicined:

– Price of a medicine

– Impact on houdehold budgetd 

– Financing of the health care dydtem

• Strategied for equity pricing need to be thought of
at the global/country level:

– Generic competition

– Differential pricing

– Ude of TRIPS dafeguardd 

– Redource pooling (global/regional procurement)

– Local production 

8
Source: eSF (2001)  

Economic Iddued

• Need to evaluate economic impact of HCed to 

dupport health redource allocation decidion making

– Edtablidhing linkd between the outcomed of comparative 

economic impact evaluationd with pricing regulationd and

medicine financing procedded

– Enduring that the redultd of economic impact addeddmentd 

are uded ad main criteria for incorporating new HCed into 

health dydtemd 

� e.g., In Brazil and Nicaragua, economic addeddmentd have been

uded ad a badid for direct regulation of medicine priced
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Organizational Iddued (1)

• The organizational dtructure and relationdhipd at 

national and international leveld are important in 

coordinating availability, adoption, and affordability

activitied for improving accedd

• The organizational dtructure often varied in form

and roled, depending on the dpecific product, 

partnerd, and circumdtanced

• Organizational dcaling-up (increade of organizational

dtrength to improve effectivenedd, efficiency, and 

dudtainability of activitied) id a dteering factor

10
Source: Frodt and Reich (2010)

Organizational Iddued (2)
The Accedd Framework (by Frodt and Reich)

11
Source: Frodt and Reich (2010)

Organizational Iddued (3)

• Creating organizational architecture that bringd 

together different partnerd id eddential for 

ducceddful accedd

– e.g., Partnerdhipd with civil dociety and condumer

organizationd are eddential ad well in collecting 

information that impact accedd

12



Ethical Iddued (1)

• How to allocate healthcare redourced fairly

• For example, the common dolution to allocation of 

the new codtly HepC drugd had been a dtratification

of patientd for prioritization of treatment � a 

problem of didtributive judtice

• Didtributive judtice: guarantying individual rightd 

(including the right to health) vd granting equal

accedd to the healthcare redourced

13
Source: Craxi et al (2016)

Ethical Iddued (2)

• Need to balance between individual rightd to care

and docietal benefitd

• “Accountability for readonablenedd”: a mechanidm

to guarantee the fairnedd of the deliberative 

procedured related to the redource allocation

• Allocative choiced made at two leveld

– A docial level: e.g., how to didtribute budget into different

kindd of HCed 

– An individual level: e.g., how to delect patientd who will 

receive a treatment uding HCed 

14

Ethical Iddued (3)

• Ethical addeddment dhould be performed when 

addredding the iddued related to accedd to HCed

• Different approached

– Individualidtic libertarianidm

– Social utilitarianidm

– Egalitarianidm

15

Strategied to Improve Accedd to HCed 

16
Source: PAHO (2010)

Developing integrated 

policied to promote accedd 

and innovation

eanaging intellectual 

property to promote 

innovation and public 

health

Evaluating innovation and 

incorporating new health 

technologied

Promoting the delective 

financing of medicined

Negotiating and regulating 

priced

eanaging public dector 

procurement

Implementing the rational 

ude of medicined

Developing toold for 

intervention

Summary

• Emergence of HCed will likely go on over the
decaded to follow

• But there id no dimple dolution to improving accedd 
to HCed in LeICd

• The roled and redpondibilitied of different 
dtakeholderd dhould be didcudded further with
regardd to improving accedd to HCed

• Further redearch id needed to underdtand accedd to 
HCed to inform policy to optimize accedd and ude of
HCed 
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CHALLENGES IN INTRODUCING A HIGH-
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I. OVERVIEW OF VIET NAM
PHARMACEUTICAL SECTOR

Regulatory system

�Policies and legal documents: 

� National Strategy for Pharmaceutical Sector
Development up to 2020 and vision to 2030;

� Laws: Pharmacy Law, Tender Law, Enterprise Law,
Trade Law, IP Law, Law on Health Care, Health
Insurance Law, Pricing Law…

� Sub-law documents: decrees, circulars specific
decisions

�Technical guidelines: ACTD, ACTR, WHO

�Principles and standards on good practices: GMP, 
GDP, GLP, GSP, GPP, 

Market share of local medicines

• According to IMS, the market share of the local
medicines of Viet Nam was 36% in value and 74% in
quantity.

• As compared with other ASEAN countries, the market
share in terms of quantity of Viet Nam was the highest.

Value, 2014

Country PG*
Other 
MNC 

Local

Malaysia 56% 25% 19%

Thailand 43% 29% 28%

Indonesia 28% 14% 58%

Philippines 42% 20% 38%

Vietnam 26% 38% 36%

Quantity, 2014

Country PG
Other 
MNC 

Local

Malaysia 20% 35% 45%

Thailand 10% 18% 72%

Indonesia 10% 21% 70%

Philippines 30% 13% 57%

Vietnam 9% 17% 74%

Comparison with ASEAN coutnries

(Source: IMSCG analysis, IMS MIDAS Q3 MAT 2014) 

Local medicine production capacity

Year 2010 2011 2012 2013 2014 2015
Vaccine 4 4 4 4 4 4
Medicine:
Vietnamese
companies

77 82 92 95 103 104

Joint
ventures

8 10 10 10 10 10

100% FDI 16 17 17 18 18 19
Total 101 109 119 123 131 133

Number of medicine manufacturing plants



Local medicine production capacity

• Mainly generics, which meet the great variety of
treatment need in health facilities. Local medicines
covering 27 therapeutic categories according
WHO’s categorization.

• Available plants have production lines of most
dosage forms and could produce certain advanced
dosage forms: targeted-acting medicines,
therapeutic biologics, oncology medicines,
hormones…

• Developing auxiliary industries for pharmaceutical
production: container production, hard capsule
production,...

Health insurance coverage

�Coverage

• 2015: 77%

• By 7/2016: 79.2%

• Target by 2020: >90%

�Solutions to increase coverage:

• Direction and steering

• Promotion of IEC

• Promotion of IT application

• Increasing quality of health care

• Renovating financing mechanism

• Reinforcing monitoring and inspection

II. CHALLENGES IN INTRODUCING A HIGH-COST

MEDICINE IN VIET NAM

Political and public advocacy 

• Impact assessment: quality, safety,
efficacy, especially assessment of
economic impact on the regulatory
system, the public and the industry to
support policy making process;

• Financing: mechanism, public budget
allocation,

Coordination among relevant 
regulatory authorities

• Health insurance

• Drug regulatory authority

• Financing agency

• Health care system

Balance between public health and 
innovation

• Developing policies to consolidate promotion
of access to medicines and innovation

• Coordinating intellectual property and public
health

• Increasing coverage of health insurance

• Price negotiation and price control

• Good governance over medicine
procurement in public health facilities

• Promoting rational and safe use of
medicines



Transparency

�Transparency in the process of introducing a 
high-cost medicine: 

• scientific evidence,

• selection criteria,

• cost – effectiveness assessment,

• financing options etc.

Monitoring and inspection

• Coordination between regulatory authorities in
monitoring and inspection: health care, health
insurance, financing sectors

• Conducting routine and specific monitoring and
inspection activities to assure compliance with
existing regulations, quality, safety, rational use of
medicine.

• Conducting monitoring and inspection over price to
prevent unreasonable price increase

Communication

• Communication to the public

• Communication to health care
professionals

• Communication to pharmaceutical
industry and businesses

• Communication to financing sector

Thank you for your attention!













Hepatitis C Drugs 
Accessibility in Korea 

Junho JANG, Dong-Sook KIM, Soomi SO

Health Insurance Review & Assessment Service (HIRA), Korea

2

NHI Drug Pricing and Reimbursement (P&R)

Hepatitis C Treatment in Korea

Challenges and euggestions

3

Histors of NHI Drug Pricing Scheme

4

Ex-factory price + Distribution margin

- By governmental inspection and pharmaceutical 

company notification 

Manufacturing Cost tased(1977~99)

International price ratio comparison with existing 

alternatives (applied to most new drugs)

Adjusted average price of advanced 7 countries     

(applied for innovative new drugs, very few cases)

External Reference Pricing(1999~2006)

Internal Reference Pricing + Economic evaluation

- Cost-effectiveness proved in the Korean context

Value-based Pricing(2006~)

Harder to 

operate

More time 

consuming

More 

scientific

More rational

More 

sustainable

Trend of Drug Costs in NHI

Introduction of Positive List (Dec, 2006)

* KRW: South Korean Won
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Introduction: July 2000

Definition

- Drugs that obtained marketing approval were reimbursable   

(mandatory submission) except for statutory not reimbursable 

indication

Negative List System (Past)

Introduction: December 2006

Definition

- Pharmaceutical company submits an application for listing by its own 

discretion, while essential drugs are listed by authority.

- Clinical and economical value must be proved by evidence.

Positive list system (Present)



Reimbursement 

Appraisal

Price 

Negotiation

Listing 

Decision

New drugs HIRA NHIS

MOHW

Generics 

HIRA

(according to the pricing formula)
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NHI Drug Disting Structure 

HIRA (Health Insurance Review & Assessment Service), 
NHIS (National Health Insurance Service), 
MOHW (Ministry of Health and Welfare).

P&R Decision Making Process
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1. Reimbursement appraisal

- Pharmaceutical Benefits  

Committee

Appropriateness of benefit coverage

2. Economic evaluation review

- Economic evaluation

Sub-committee 

Economic evaluation, validity of submitted materials

- Effectiveness and cost, appropriateness of model, etc.

3. Benefit standard review

- General Drugs

- Anti cancer drugs

- Benefit standard 

Sub-committee

- Cancer drug review

committee 

Benefit standard setting considering clinical usefulness

4. Risk sharing review

- Risk sharing agreement

review Sub-committee 

Application of Risk Sharing Agreement, review validity of the 

proposed scheme

① Price Calculation

New 

drugs

Within 45~75 days

Generics

② P&R Appraisal

Submit

Dossier

HIRA

(Pharmaceutical Benefits 

Committee)

Pharmaceutical 

company

① Clinical benefit

② Benefit standard

③ Cost-effectiveness

④ Reimbursement 

Appraisal

⑤ Price 

Negotiation

NHIS

⑥ NHIPDC  

review

⑦ Official 

Listing 

MoHW

Within 120(150) days Within 60 days Within 30 days

• Cost increase against effectiveness 

imnrovement

• Base case ICER value

• Renlaceability, extent of benefit

• Criteria in Use

• price 

volume 

agreement

Essential drugSelection of alternatives in NDL

Reimbursement

appraisal

Improvement of clinical benefit

- Effectiveness, safety, convenience, etc.

No

Cost-effectiveness review can

be waived 

No 

If the drug is not essential drug, economic 

evaluation and cost-effectiveness materials 

should be proved

Yes

(General drug) BSSC

(Anticancer drug) CDRC

No

Pharmaceutical Benefits Committee

Working level review

RSARSC

Review whether satisfying the 

criteria of RSA and validity of 

suggested condition

Reimbursable 

if drug cost is equal or lower 

than weighted average price 

of alternatives

Economic evaluation is 

replaced by Alternative 

evaluation method

(Lowest price among A7 

countries)

Benefit standard review and setting 

(criteria in use)

Factors to be considered (Clinical benefit, cost-effectiveness , P&R information in other countries, Budget impact, Severity of disease, absence of alternative,  

rare disease

When there is a clinical need, and evidence 

production is difficult

Yes

EESC

Review Validity of 

submitted model, etc.

Decide base case ICER

Economic evaluation 

dossier required

Orphan drugs

Reimbursement Review Process

Yes

656 of recommended 

submissions

Less than 56 of 

recommended 

submissions

306 of recommended 

submissions

16 of recommended 

submissions
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P&R Control Mechanism through Drug Life Cycle

Use

Monitoring

-DUR (real time)

-Claim review

-Incentive program 

for reduction in use

`

Distribution

Supply Record Collection

(importer, producer, wholesaler)

Listing

Benefit Assessment

Price Determination

Post-listing P&R Management

-Price Control

▪In-advance price reduction (1~5%) for coverage extension

▪Revision price biannually based on actual acquisition price

▪Patent off (100% -> 53.55%)

-Volume Control

▪Price volume agreement

-Benefit Reassessment

▪Risk sharing agreement

Annual Reimbursement Review Stats.
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2012 2013 2014 2015

New Drugs

Revwewed [No.]

69 60 48 76

Rewmbursement

Recommended Drugs [%]

77% 61% 81% 83%

Actual Revwew Perwods* 

[Days]

209 258 205 194

• Periods from the point of submission to the PBC’s appraisal notification

including re-assessment for appeal, request period for data supplementation

(14 days per case), and extended periods asked by pharmaceuticals for

submitting data (within 90 days).

12



Hepatitis C in Korea
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HCV Prevalence & Genotype Distribution

Prevalence

Prevalence of adults aged over 40: 1.29%,

HCV Ab Positive: Approximately 193,000 

persons are reported.

HCV Genotype Distribution

Major - Type 1b (45.4%) and Type 2(45.3%) 

Minor - Type 1a, 3, 4, 6 

Source: The Korean Association for study of the Liver, 2015; 

Seong MH, et al., J Med Virol. 2013 Oct;85(10):1724-33.

Hepatitis C in Korea
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Hepatitis C Treatment Drugs Listed in NHI

Peg IFN based Direct acting antiviral drugs(DAA)

Peg IFN alfa Rivavirin Daklinza® Sunvepra® Sovaldi® Harvoni®

Listed Date

01/12/03 01/10/89 01/08/15 01108115 01/05/16 01105116

Price 

151,377~174,025

KRW1syringe

344~520 KRW1Cap. 41,114 KRW1Tab. 5,154 KRW1Cap. 270,656 KRW1Tab.

357,142

KRW1Tab.

MFDS

Indication

Chronic 

Hepatitis B, C

Rivavirin +

Peg IFN alfa (2a, 2b)

In Chronic Hepatitis C

Genotype 1b chronic hepatitis C 

in adults with compensated liver 

disease (including cirrhosis),

with another drug 

(Daklinza®+Sunvepra®)

Genotype

1, 2, 3 or 4 

chronic hepatitis C 

in adults 

with another 

drug

Genotype 1

chronic 

hepatitis C 

in adults, this 

drug alone or 

with another 

drug

Treatment

Duration

Genotype 1: 48 wks, Genotype 2: 24 wks 24 weeks 24 weeks 12 to 24 wks 8 to 24 wks

Total Cost

(KRW*)

Genotype 1: About 9 million

Genotype 2:  About 4.5 million

About 6.9 

million

About 1.7 

million

About 23 m

(in 12 weeks)

About 30 m 

(in 12 weeks)

Sponsor

Roche Korea., etc.

Ilsung

Pharma., etc. 

BMS Pharmaceutical Korea

Gilead Science Korea

* 1,000 KRW = 0.90 USD 

Hepatitis C in Korea
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Treatment Effects (SVR*) by Genotype 

Geno-

type

PegIFN Alfa + 

Rivavirin

Daklinza® + Sunvepra® Sovaldi® + Rivavirin Harvoni®

Primary Primary Secondary Primary Secondary Prim. Sec.

1 40-50% 1b - 90% 1b - 82%

89%

(with Peg IFN)

- Over 95% Over 94% 

2 78% - 97% 93% -

3 60-70% - 92-94%

85% -

4 72% - Over 83% 

- -

* SVR = Sustained Virological Response; No HCV RNA in blood detected at the end of treatments in 12 or 24 wks

•“Secondary” treatment means experiences with Interferon or PegIFN alfam and PegIFN alfa + Rivavirin

• SVR rates in Korean patients are better that those in Western countries.

Source: The Korean Association for study of the Liver, 2015

Hepatitis C in Korea
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DAA Reimbursement Listing Procedure

Sovaldi® Harvoni® Daklinza® Sunvepra®

Listing Application Date July 2015 January 2015

Benefit Standard 

Sub-committee

October 2015 April 2015

Economic Evaluation 

Sub-committee 

February to March 2016 (Twice) -

Pharmaceutical Benefits 

Committee

March 2016 June 2015

Reimbursement review 

duration

259 days 139 days

Listing Duration 290 days 184 days

Listing Type Economic Evaluation

Administration Cost Comparison

(Waiver of Price Negotiation)

Hepatitis C in Korea
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Reimbursement Appraisal for Sovaldi® & Harvoni®

PBC makes a reimbursement recommendation, only if cost-effectiveness 

compared to existing alternative by genotype is proved. 

⇒ A case considering both high cure rates and considerable budget impact

Sovaldi® - not recommended for both genotype 3,4 (not submitted economic

evaluation data) and genotype 1b (uncertain improved clinical effectiveness).

Harvoni® - not recommended for genotype 1b (not proved cost-effectiveness).

⇒ For genotype 1b, the ICER for Harvoni® compared to Daklinza® + Sunvepra®

is unacceptably high.

* Estimated annual budget impact:  37 billon KRW for Sovaldi®, 

16 billon KRW for Harvoni® 

Hepatitis C in Korea
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Economic Evaluation

Genotype

Sovaldi® Harvoni®

1

1 except for 1b

PEG + RBV

Proved Cost-effectiveness

Primary: PEG+RBV

Secondary: Placebo

Proved Cost-effectiveness

1b

DCV+ASV

Uncertain improved 

clinical-effectiveness

DCV+ASV

Uncertain Cost-effectiveness

2

Primary: PEG+RBV

Secondary: Placebo

Proved Cost-effectiveness

-

3

Not submitted Economic Evaluation -

4

Not submitted Economic Evaluation -

•RBV=ribavirin, PEG=peg interferon α, DCV=daclatasvir, ASV=asunaprevir
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Comparison of price to other countries

Sovaldi® Harvoni® Daklinza® Sunvepra®

A7 Countries

USA, France, Germany, 

Italy, Swiss, UK (6)

USA, France, Germany, 

Italy, Swiss, UK (6)

Japan, UK, Germany 

(3)

Japan (1) 

A7 medianARP 

(percentage)

705,873 KRW (38%) 782,970 KRW (45%) 366,870 KRW (11%) 29,727 KRW (17%)

A7 the minimum 

price among ARP

(percentage)

473,419 KRW(57.%) 531,153 KRW(67.%) 83,255 KRW (49.%) 29,727 KRW (17%)

Listing Price 270,656 KRW1Tab. 357,142 KRW1Tab. 41,114 KRW1Tab. 5,154 KRW1Cap.

Lower lwstwng prwce compared to advanced 7 countrwes

⇒ Effect of value-based prwcwng conswderwng local contexts

Adjusted Referencing Price = ex-factory price (65% of list price) plus local VAT and distributor’s 

margins

Referencing Countries : USA, UK, Germany, France, Italy, Swiss, Japan 

Hepatitis C in Korea
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Reimbursement Coverage Expansion

Sovaldi® : 5% price cutting (&70,656 KRW → &57,1&3 KRW)

Patients with genotype 3 or 4

Patients who cannot receive Daklinza® + Sunvepra® among patients 

with genotype 1b. 

⇒ For genotype 3 and 4, improvement of clinical benefit was 

considered. 

For genotype 1b, there was no alternative for patients with NSSA  

resistance-associated variant (RAV) who showed low clinical 

effectiveness while taking Daklinza® + Sunvepra®.      

Harvoni® : 17% price cutting (357,14& KRW → &97,6&0 KRW) 

Patients who cannot receive Daklinza® + Sunvepra® among patients 

with genotype 1b .

† Voluntary Pharmaceuticals’ suggestions on price cutting(5%, 17%, 

respectively)  made rapid expansion possible. 
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Challenges & Suggestions

1. Patient Access 

- Increasing demand for fast review and listing from patients

and patient advocacy groups.

⇒ Launched a Pre-Submission data support team (Sep. &016)

→ Expand implementation (&017~)

To reduce longer assessment periods, HIRA will support 

pharmaceuticals by screening data and providing pre-face-

to-face consultations prior to an actual submission.

Challenges

Challenges & Suggestions

&. Financial Sustainability 

- Need for reassessment for Cancer drugs with high budget 

impact  (long-term outcome estimation → real world data) 

⇒ Ongoing Evaluation on the pilot reassessment program 

3. Do we need to expand the criteria for Risk-Sharing Agreement?

- Pursuing Profit vs. Maintaining Price Transparency

- Negative Public Views on Rebate(misunderstanding as    

kickback)

- Currently, only applied to Cancer drugs and Orphan drugs 

which do not have competitive medicines and indicated for 

life-threatening disease     

Challenges

Challenges & Suggestions

Suggestions (1)

For clinically improved drug, others internal referencing



Challenges & Suggestions

- Second step: Value based pricing with economic evaluation

What is needed? Collaboration with academia

Regulation and guideline, capacity building, promoting local 

evidence production with temporary incentive (e.g. local clinical

trial, QOL study, etc.) 

Who will review economic evaluation?

If possible, by your own man power, if not, regulation and guideline

are governed by you, but submission review can be commissioned

to contracted academy. 

Asia-pacific P&R agency collaboration network is needed

for sharing and exchanging experiences regarding drug price and 

policy change.

Suggestions (2)
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Lao PDR’s experience in 

introducing a high cost medicines

The 3rd Meeting on Access to Medicines 

under UHC in the Asia Pacific Region, 

22-23 Sept. 2016, Seoul, Republic of Korea

By: Sivong Sengalounveth,

Deputy Director General,

Foov anv Drug Department.

High cost medicines (HCM)

• Anti-hepatictis C, B (Pegintereron Alfa)

• Anti-cancer (Bevacizumab)

• Treatment of anemia Mircera (Methoxy

polyethylene glycol epoetine beta)

• HIV/Aids ARVs (Tenofovir, Emtricitabine,

Saquinavir, Nelfinavir…?

Selection

• There is Registration Committee (RC) at

Ministerial level.

• HCM have to be registered under the decision

of the RC.

• HCM is out side of EDL

Demand & Supply

• Demand:

– No clear data on Cancer Patient yet

– At central hospital, average number per year 100

cases.

• Supply:

– There is the National Program of HIV/Aids

– ARVs are relied on donors (e.g. GF)

– Average yearly funding US$ 500,000

Challenges

• Needs to have National Policy of HCM

• National Program of Cancer needs to develop

• National Standard Treatment Guideline

• National budget

• Both ARVs and Anti-Cancer medicine are not

covered by National Health Insurance

@ need support both technical & financial



HIGH COST OF 
MEDICINES:

WHAT DO WE DO?
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Pharmaceutical Services Division
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MALAYSIA TODAY

� Population: 31.7 million

� Life expectancy: 74.8 years

� 2015: 2.8 million (9%) of population above 60 years of age

� By 2035, 15% of population will be senior citizens

UHC Korea 2016 3

MALAYSIAN HEALTHCARE SYSTEM

� Dichotomous system – public and private

� No social health insurance system

� Public – accessible to all citizens, very affordable

� Government funded – highly subsidized

� No earmarked tax for health

� Standarised formulary for all Ministry of Health facilities

� Zero charge for ALL medicines 

� Private sector – limited access to niche group

� No control on medicine prices

� Out-of-pocket payment mainly by upper middle income group

� Rated as 3rd best healthcare system in the world in terms of
access (2014)

Ref: InternationalLiving.com

UHC Korea 2016 4

MALAYSIAN HEALTH STATUS

� National Health & Morbidity Survey
2015

� 17.5% (3.5 million) of adults 18 years and
above have diabetes

� 30.3% (6.1 million) of adults 18 years and
above have hypertension

� 47.7% (9.6 million) of adults 18 years and
above have hypercholesterolemia

UHC Korea 2016 5

DRUG EXPENDITURE

UHC Korea 2016 6



NATIONAL HEALTH 
EXPENDITURE

UHC Korea 2016 7

INDICATORS 2012 2013

Total Expenditure on 
Health
(Public & Private)

RM42 347mil RM44 748 mil

Total Expenditure on 
Health as % of GDP

4.5% 4.53%

Public Expenditure as % of 
Total Expenditure on 
Health

53.19% 51.96%

Ref: Health Facts 2015, Ministry of Health 

MOH DRUG EXPENDITURE

UHC Korea 2016 8

YEAR TOTAL DRUG 

EXPENDITURE

(RM MILLION)

TOTAL

EXPENDITURE

ON NCD 

DRUGS 

(RM MILLION)

% 

EXPENDITURE 

ON NCD 

DRUGS

2011 1 767.61 289.8 17.6

2012 1983.51 384.6 19.8

2013 2 200.43 402.4 22.0

2014 2 384.64 420.6 23.8

2015 2 323.12 - -

Ref: Pharmaceutical Services Division

ANTINEOPLASTICS & IMMUNOMODULATING 
AGENTS:PUBLIC & PRIVATE PROCUREMENT

UHC Korea 2016 9

2011 2012 2013 2014

RM329.6m RM342.7m RM389.8m RM431.6m

NEOPLASMS

10th principal cause of hospitalisation in both public & private hospitals
4th principal cause of death in MOH hospitals
2nd principal cause of death in private hospitals

Ref: Health Facts 2015

Ref: Pharmaceutical Services Division, MOH, Malaysia

Paradigm shift in 
healthcare

UHC Korea 2016 10

HEALTHCARE GOALS

� Increasing value for patients

� Improving health outcomes/ringgit spent

UHC Korea 2016 11

Payors want 
treatments 
which bring 
most health 
benefits for the 
greatest 
number of 
patients 

Physicians want the 
best treatment for 
each 
individual patient≠

� Shift today is to compensate treatments

which deliver desired health outcomes

UHC Korea 2016 12

Aim of healthcare
• To live longer
• To live better

Aim of healthcare systems
• To maximise health using available resources
• To gain maximum Quality Adjusted Life Years

within given health budget



Paradigm shift

Clinical 
judgement

Evidence 
Based 
Medicine

Value 
Based 
Medicine

UHC Korea 2016 13

RISING COSTS OF 
MEDICINES
- WHAT DO WE DO

UHC Korea 2016 14

REGISTRATION STATISTICS
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YEAR NEW CHEMICAL 

ENTITY

BIOTECHNOLOGY 

PRODUCT

2010 38 23

2011 29 24

2012 50 24

2013 42 29

2014 58 27

2015 50 25

Just because a product is 
registered does not mean it will 
be used! 
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ACCESS = AVAILABILITY + AFFORDABILITY

DRUG SELECTION

QUESTION

� Can it work?

� Does it work as well as others?

� Is it worth the money?

� Can we afford it?

ANSWER

� Efficacy

� Effectiveness

� Cost-effectiveness

� Budget Impact Analysis

UHC Korea 2016 17

Money not well spent ≅ LOST OPPORTUNITY!

FORMULARY LISTING MOH

� Qualitative comparative analysis with current treatment

� Cost comparison

� Budget Impact Analysis based on projected utilization 
data

� Acceptable ------- Listed

� Not cost effective ------- Rejected for listing

� Available on named patient basis with approval by DG of Health

SUCCESSFULLY BROUGHT DOWN PRICES 
OF NEW DRUGS WITHIN THE SAME CLASS 

- e.g. Newer Oral Anticoagulants, DPP4

UHC Korea 2016 18



FORMULARY ITEMS (CENTRAL CONTRACTS)
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DRUG
UNIT COST 

(RM)

1 T Nilotinib 200mg Tablet 15,685

2 Inj Alprostadil 500 mcg/ml 8,877

3 T Imatinib Mesylate 400m 8,290

4 Inj Basiliximab 20mg 7,105

5 Inj Octreotide 30mg Long Acting 6,853

6 Inj Ustekinumab 45mg/0.5ml 6,500

7 T Valganciclovir 450mg 6,380

8 Inj Trastuzumab 440mg 6,200

9 Inj Octreotide 20mg Long Acting 6,011

10 T Erlotinib 150mg 4,631

NON FORMULARY DRUGS

UHC Korea 2016 20

DRUG Unit Cost (RM)

1 T Sofosbuvir + Daclatasvir 150,000

2 Inj Eculizumab 300mg/30ml 22,608 

3 Inj Plerixafor 20mg/1.2ml Injection 21,402 

4 Inj Cabazitaxel 60mg/1.5ml 14,143 

5 Inj Peg L-Aspariginase 3750u/5ml 13,990 

6 Inj Carfilzomib 60mg 11,536 

7 Inj Pertuzumab 420mg/14ml 10,497

8 Inj Brentuximab 50mg 10,440 

9 Inj Idursulfase Beta 6mg 8,158 

10 Inj Clofarabine 20mg/20ml 6,389 

PROCUREMENT POLICIES

� Open tenders if usage exceeds RM1million per year

� International Reference Pricing

� Price negotiations

� Switch to generics if available

� Managed Entry Agreements

� Currently volume based

� Outcome based – under study

UHC Korea 2016 21

NATIONAL LEVEL INITIATIVES

� National Key Economic Areas

� Entry Point Projects

� Promotion of Clinical Trials

� Off-Take Agreements – incentives for technology transfer

� Research funding projects

� Malaysian Competition Commission

� Looks at unfair pricing/trade practices

� Market monopoly

� Guidelines for Good Pharmaceutical Trade Practice

� Guidelines for Orphan Drugs (drafting stage)

� Medicines pricing mechanism 

UHC Korea 2016 22

GLOBAL INITIATIVES

� WHO

� Medicines Patent Pool

� TRIPS – Compulsory Licensing; Government Rights

� Beneficiaries NOT middle income countries

UHC Korea 2016 23

WAY FORWARD

� Transparency in medicines pricing

� True costing of research

� Fairer pricing system 

� Benefits high, middle and low income countries

� Collaborative research initiatives

� DNDI – looking not only at neglected diseases but 
disadvantaged populations

� Different patent system for medicines???

UHC Korea 2016 24
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