B m

‘Innovative Medicines for Malaysia’

Is Reference Pricing Right for Malaysia?

An analysis of proposed pricing reforms for
pharmaceuticals in Malaysia



ADSITACT .. ceeueerereerereneenernrsseseseeseesnsseeseesessessesssessesnssnssensessesnsensesseensessesssessesssensessesssenesnssssssesssesssssesessens 3

Abbreviations Used iN this PAPEL......cccvciiiiirieieentcteeenrrtstereseesse s esssssssssesssessssssasssssassssssssssssases 5

Chapter 1: EXECULIVE SUMMAIY.....ccoviuiereerscsrnrnsusnensasssssessssesesssssesssssssnsssssssssssssssosssssssssasasassssssssssnsnsns 7

Chapter 2: Current and Future Malaysian Pricing SYStEML.......cccceueveueuerereecescscsserenssenesensasassssesesssssessans 9
2.1 A comparative assessment of Malaysia’s MediCing PriCES........ceeereeerrrreereerereerereensseensessnsessnserenes 10
2.2 Medicine availability in Malaysia.........cceeuerererereenrereseereseseneseseaeseessessssesssssesssssssssssssssssnesenessssasasasasns 11
2.3 Sufficiency of healthcare fFUNAING ..........c.ccueeeerenecececieecccicccceee e nsesesasaesssesesssssenenenssssensasasns 13

Chapter 3: Reference Pricing as an Affordability and ACCess TOOL...........c.cueueueececereeereneueneessesesesssssssessnsssnes 15
3.1 International refereNCe PriCiNG.....cicsiccsscssesseensorsessescassessnansssssscsssassssessonssssssssssasssssssssssssnsasassnsnansaess 15

3.1.1 Case Studies: SOUth KOrea & TAIWAN......c.ceveererruereerieesennsnesessesesesnsesesesnesssesssessnsssssenssssssssasanns 20

3.2 Internal refer@NCe PriCiNg.....cccececcreesereseeeensurseseseressaeesssssesesssssesssesessssssesssssssssssssssssssasssssnnnssessnsans 24
3.3 Additional considerations on Pricing regUIALION..........ccciueceeceenerseerersesesesssssssssnesssenenssensasasnens 27

Chapter 4: CONCIUSIONS....cucciirreeecreseseensnsnensasanssaessssesssssssssssssessassesessssssssssssssssssssasasassssssssennsssssnsnsasnens 29

REFEIENCES ..o vttt s e s s seseses s s e sssessas s besesesssesasasassssssstasesasasasssssasnssenanesssasases 30

PREPARED BY:

IMS HEALTH SINGAPORE

8 Cross Street #21-01/02/03

PWC Building

Singapore 048424



IS REFERENCE PRICING RIGHT FOR MALAYSIA? 3

Abstract

BACKGROUND

This paper analyzes Malaysia’s medicine pricing system in the context of the country’s macroeconomic
environment and certain evolving healthcare trends. The paper also outlines the Pharmaceutical Association
of Malaysia’s (PhAMA) position on the recently proposed Ministry of Health (MoH) reforms in medicine
pricing, particularly the use of reference pricing as a tool to increase affordability.

METHODOLOGY

IMS Health, an independent 3rd party provider of healthcare information, consulting and technology
services, was commissioned by PhAMA Malaysia to conduct this study. The evidence presented herein

is the result of a thorough review of both primary (IMS Health proprietary data) and secondary sources,
including a structured review of 78 published references on international reference pricing and therapeutic
reference pricing.

In addition, IMS Health leveraged its proprietary data asset, IMS MIDAS, which covers pharmaceutical
sales data in more than 100 countries (representing 95% of the value of the global market), to analyze
medicine pricing across countries as well as the public use of medicines following inclusion in the
Malaysian Ministry of Health formulary.

Other IMS Health data assets such as IMS Knowledge Link and IMS Market Prognosis were also used to
analyze medicine launch timelines and healthcare trends.

KEY FINDINGS

1. After analyzing prices for 47 branded original products (on and off patent) in the top 5 therapy
areas (by sales) in public and private markets across Malaysia and 10 other Asia-Pacific countries, it was
determined that medicine prices in Malaysia are not higher compared to other countries, even when
considering high cost therapy areas such as oncology. In fact, prices in reimbursed markets such as
Taiwan are approximately 8% higher than Malaysia on average.

2. Malaysia’s healthcare expenditure, at 3.9% of GDP is at the borderline of what is recommended by
the World Health Organization (WHO) as a minimum for universal healthcare coverage. Furthermore,
out of pocket expenditures constitute a large portion of total healthcare spending (36%), placing
pressure on household healthcare spending, especially as healthcare costs continue to rise.

As Malaysia aspires to achieve status as a developed nation, it will be critical to develop fair and sustainable
healthcare financing, either through general revenue or the establishment of a social health insurance
system.

3. Analysis of published evidence shows that international reference pricing, while effective in reducing
medicine prices in the short term, can have negative long-term implications on access to innovative
medicines, as seen in the delayed launches and medicine withdrawals in South Korea and Taiwan.
Internal reference pricing also presents certain risks, as there is a tendency to assume that all medicines
are identical in the reference cluster, eroding the intellectual propriety rights of medicines that do

in fact differ across efficacies, side effects and drug interaction outcomes. Internal reference pricing
can also undermine the physician’s freedom to customize treatment options based on the individual
patient characteristics and conditions, allowing price to cloud decisions and the optimal choice.

‘Innovative Medicines for Malaysia'
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CONCLUSIONS

As a result of the evidence available, PhAMA's position is that reference pricing is not a suitable tool to
address the accessibility and affordability issues of medicines in Malaysia, as it only has a short-term
impact in lowering medicine prices but does not address fundamental issues around patient access and
medicine availability. Furthermore, there is evidence that the use of reference pricing as a cost containment
tool can delay launches of new medicines, which could have a future impact on healthcare investments,
medical health tourism, and pharmaceutical research and development, resulting in adverse effects on
the country’s health outcomes and economy.

PhAMA recognizes that affordability and patient access are key concerns in Malaysia, but urges the Ministry
of Health to consider more sustainable and more balanced pricing and access management tools that
include a broader perspective of all stakeholders needs, and that place improvements in health outcomes
at the center of focus.

PhAMA reaffirms its commitment to collaborate with the Ministry of Health to improve access to medicines
in Malaysia, but firmly believes that systematic and exhaustive approaches in the evaluation of medicine
prices such as Health Technology Assessments (HTAs) can, and should, be employed to fairly reflect the
true value of medicines brought to the Malaysian market.
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« ASEAN-The Association of Southeast Asian Nations
« ATC- Anatomical Therapeutic Chemical classification system
« CAGR-Compound Annual Growth Rate
- DDD- Defined Daily Dose
« DUNas- Dasar Ubat Nasional (Malaysian National Medicines Policy)
« EMP - Ex-Manufacturer Price
» GDP - Gross Domestic Product
+ GRP - Generic Reference Pricing
+ HIA - Health Action International
« HIRA - Health Insurance Review Agency (S. Korea)
+ HTA - Health Technology Assessment
+ KRPIA - South Korea Research-Based Pharmaceutical Industry Association
« MAC- Maximum Allowable Cost
« MATQ12014- Moving Annual Total Quarter 1 2014
(Data for a full year from quarter 2 2013 to quarter 1 2014)

+ MIDAS - Multinational Integrated Data Analysis System

« MoH - Ministry of Health

« NHIA - National Health Insurance Administration (Taiwan)

« NHIS - National Health Insurance System (S. Korea)

« NICE - National Institute of Health and Care Excellence (UK)

+ OECD-Organization for Economic Cooperation and Development
« OFT - Office of Fair Trading (UK)

« PBRS - Pharmaceutical Benefits and Reimbursement Scheme (Taiwan)
« PhAMA- Pharmaceutical Association of Malaysia

« PPP - Pharmacy Purchasing Price

+ PRP - Pharmacy Retail Price

- TFDA-Taiwan Food and Drug Administration

« TPR-Therapeutic Reference Pricing

« WHO-World Health Organization

Additionally, affordability and medicine access in the context of the paper are defined as the following:
« Affordability: Affordability in the context of this paper is defined as “patient affordability” - i.e. patients’
financial ability to gain access to medicine regardless of funding source (self pay or government

reimbursed)

+ Medicineaccess: Medicine access in the context of this paper is defined as a patient’s opportunity to
receive medicines, based on its availability, affordability and supply

‘Innovative Medicines for Malaysia®
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Chapter 1:
Executive Summary

Malaysia has achieved impressive health gains for its population with a low-cost health care system that
provides universal and comprehensive services, funded through general taxation. However, this system is
coming under considerable pressure as healthcare costs continue to rise due to changing disease patterns
and lifestyle trends. In particular, Malaysia's free pricing system for medicines has recently come under scrutiny
as a result of the public’s perception of high medicine prices and subsequent perceptions of inequitable access
and reduced affordability of medicines. This claim was supported by evidence published in 2007 (Baber),
that showed in a survey of 30 commonly used medicines in Malaysia, prices for branded and generic medicines
were 1.3 times higher in Malaysia than international reference prices®?3.
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Using the latest IMS MIDAS pharmaceutical sales data (MAT Q1 2014), IMS Health conducted an independent
comparative pricing analysis of Malaysia and 10 Asia Pacific Countries using a common basket of 47
branded medicines across the top five therapy areas in Malaysia (by sales). The findings indicate that
medicine prices in Malaysia are, in fact, not currently higher than in other countries, even when considering
branded medicines in high-cost therapy areas such as oncology. For example, average prices in Taiwan
are approximately 8% higher than Malaysia. Furthermore, comparing Malaysia to another middle income,
semi-reimbursed market such as China shows that Malaysia’s prices are, on average, 30% lower, even though
its GDP per capita is 54% higher .

‘Innovative Medicines for Malaysia’
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Therefore, the pricing analysis in this paper indicates that the access issues in Malaysia in fact go deeper
than medicine pricing alone. Sustainable and adequate public healthcare financing continues to be a key
challenge, as out-of-pocket payments constitute almost 36% of total health expenditures™. Additionally,
in 2012 the Malaysian government spent approximately 10.7% of its total public health expenditure on
medicines®. This is notably lower than the proportion of total public expenditure spent on pharmaceuticals
in South Korea (25%) and Taiwan (25%)% 2.

Sustainable financing has also been linked to the availability of medicines in the public sector. The pricing
research conducted by Babar and Ibrahim, evaluating the price and availability of 48 medicines from
government hospitals, private pharmacies, and dispensing doctors, concluded that essential drugs are
not universally available in Malaysia®. The availability of innovative medicines in particular is low, with
only 5% of the 41 medicines listed on the National Essential Drug List and Drug Formulary of Malaysia
available to the public. While reducing prices may expand the affordability of medicines in the short term,
without sustainable financing, price regulation will only result in driving innovative medicines out of the
market in the long term, and perpetuating availability challenges. Although the adoption of pharmaceutical
innovation needs additional resources, the estimated benefit of adopting innovative medicines generally
far exceeds the cost, indicating that it is a worthwhile investment to the society on the whole®.

International reference pricing in particular should be used with caution because it can be a relatively
unsophisticated tool which skews price outcomes based on the country basket, product basket, reference
price and price calculation methodology used. Furthermore, it tends to be over simplistic, ignoring a
country’s intrinsic healthcare needs such as the disease burden and healthcare priorities.

Internal reference pricing also has its pitfalls, particularly when referencing at ATC3 levels, which assumes
that pharmacologically different products in the same reference basket have the same efficacy, side effects
and drug interaction outcomes. Even referencing at ATC4 levels has its risks because it assumes that
drugs with different, but nearly identical, molecular structures and similar pharmacological benefits have
the same efficacy, side effects and impact on individual patients. These assumptions can not only harm
patient outcomes, but can also erode the benefit of patent protection and hence diminish incentives for
innovative R&D".

However, while reference pricing may not be the solution to current access challenges, PhAMA acknowledges
that there is a need to tackle the immediate pricing pressures faced by low-income patients who are seeking
high-cost, innovative, patent-protected treatments for their conditions. Therefore, PhAMA proposes

that the Ministry of Health considers innovative access schemes and Health Technology Assessments in
partnership with the pharmaceutical industry. PhAMA suggests a number of potential access models and
innovative approaches to expanding access in a related position paper entitled “Building Greater Access
to Innovative Medicines - What is Next for Malaysia?”

‘Innovative Medicines for Malaysia’
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Chapter 2:
Current and Future Malaysian Pricing System

The 2nd National Medicines Policy, or DUNas Il 2013, aims to, among other goals, improve health outcomes
of Malaysians by promoting equitable access to essential medicines and ensuring the availability of affordable
medicines of good quality®®. Medicine price is one of the government's key areas of focus for medicine
policy due to a growing concern about the affordability of medicines for middle- to low-income patients®'",

A survey conducted in Malaysia in 2007 looking at 30 commonly used medicines found that branded and
generic medicines were cheaper in the public than in the private sector® 2, Furthermore, the study concluded
that medicines from the local concession company and tender were 60% cheaper than in the private sector,
but were still 1.3 times higher than the International Reference Price®. The study used the standard survey
methodology developed by Health Action International (HAI) in collaboration with the WHO that allowed for
systematic data collection, reporting, and comparative analysis of a basket of medicine prices within and across
countries. The main limitation of the 2007 Baber study was its scope; the survey was a one-time, cross-sectional
study with a small sample of 20 hospitals, 32 private sector pharmacies and 20 dispensing doctors?,

In a separate analysis, IMS Health conducted a review of medicine prices in Malaysia versus other Asia Pacific
countries using latest IMS Health proprietary data. The result of this analysis is discussed below.
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