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Introduction

v Most of countries around the globe are facing the
challenges of growing healthcare demand with limited
available resources

v/ Era of 'the best care that medicine can provide’ is slowly
being replaced by a new slogan, 'the best care we can
afford' (Wettermark et. al. 2009)

v In middle and lower income countries, expenditure on
pharmaceuticals ranges from 20 to 60% of total spending
on health (Godman et al. 2010)

v/ Pressures to control pharmaceutical expenditure have led
to increased prescribing and dispensing of low cost generic
drugs (Araszkiewicz et al. 2008)



Leading Causes For Increase In Healthcare Costs

» Ageing population
Increase in incidence of diseases
Health technologies advancement

* Administrative cost

Need cost-effective approaches to
ensure better use of limited health care
dollars




*9-;
U.,'-M m  SOARING
i . UPWARDS
UNIVERSITI SAINS MALAYSIA v

Definition of ‘Generic Medicine’
* In the USA, the FDA, which is responsible for registering and marketing

authorization, defines generic medicine as ‘a medicine that is identical, or
bioequivalent, to a brand name medicine in dosage form, safety, strength,
route of administration, quality, performance characteristics, and intended

use

« The EMA defines generic medicines as “a medicinal product which has the
same qualitative and quantitative composition in active substances and the
same pharmaceutical form as the reference medicinal product, and whose
bio-equivalence with the reference medicinal product has been

demonstrated by appropriate bio-availability studies™

" Definition adopted by the Malaysian NPRA

\ 4
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The Importance of Generic Pharmaceuticals

The World Health Report (2010) identified the following

ten leading cause for health systems inefficiency:

 Medicines - use of sub standard and counterfeits

 Medicines - inappropriate and ineffective use

 Medicines - underuse of generics

 Health care products & services - overuse

* Health workers - inappropriate or costly staff mix

 Health care services - inappropriate hospital
admission and length of stay

* Health care services - inappropriate hospital size

* Health care services - medical errors and
suboptimal quality of care

* Health system leakages - waste, corruption & fraud

* Health interventions- inefficient mix/inappropriate
strategies

~ Improving health system efficiency as a means

~ of moving towards universal coverage

4 ‘F Dan Chisholm and David B. Evans

World Health Report (2010)
Background Paper, 28

HEALTH SYSTEMS FINANCING gj@{?‘;&mdd Health
The path to universal coverage G 2 Organization

T
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The Importance of Generic Pharmaceuticals

Generic
Original Paper Medicines

Journal of Genenic Medicines
8(4) 22129

_ o The expanding world market of Mehscia
o Access to essential medicines. generic pharmaceuticals

DOk 10.1177/1741 13431 1429752
jamsagepubam
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o Lower prices

o Competition and innovation

@) Su 0]0) | y CO ntinu |ty ) Yannik Brems"? Jonathan Seville' and Jan Baeyens'

o Economic development and employment

Abstract

. . The advantages of generic pharmaceuticals are acknowledged by policy makers worldwide, provided efficient

O S avin g S fo n at| ona I h ea Ith care SySte NS || national policies are in place, generics are available at reduced prices, drive competition and innovation,
enhance access to essential medicings, ensure supply continuity, stimulate economic development, and

generate savings for healthcare systems.

This paper reviews the world market of generic pharmaceuticals, with special emphasis on the current
situation and expected future development, Besides providing a global picture, different regions are sepa-
rately examined by both assessing recent market analyses data, and by including recent literature on generics
and their role in enhancing access to essential medicines. In view of the challenges in developing countries,
the Republic of South Africa s dealt with in more detail. The analysis stresses the importance of this highly
dynamic and competitive market, expected to continue to grow in the future, thus remaining an atiractive
business for new entrants, for mergers and for acquisitions.

Ref: Brems et al, Journal of Generic Medicines, 2011
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Utilization of Generic Medicines

Japan
Italy
Spain
Hungary
Australia
Turkey
France
Czech
Brazil
UK
Poland

Germany
Canada
USA

40% 60%
% Volume of Generic Market Share

Ref: IMS Health Dec 2016



Promotion of access to essential medicines for
non-communicable diseases: practical implications
of the UN political declaration

HansV Hogerzeil Jonathan Liberman, Veronika ] Wirtz, Sandeep P Kishore, Sakt hi Selvaraj Rachel Kiddell-Monroe, Faith N Mwangi-Powell,
Tido von Schoen-Angerer, on behadlf of The Lancet NCD Action Group

Lancet 2013: 381: 680-83 Access to medicines and vaccines to prevent and treat non-communicable diseases (NCDs) is unacceptably low
Published Ontine  woOTrldwide. In the 2011 UN political declaration on the prevention and control of NCDs, heads of government made

February 12. 2013 geveral commitments related to access to essential medicines, technologies, and vaccines for such diseases. 30 years
h;g’l‘:‘s‘fz:'ﬁ]:i;f:;‘( of experience with policies for essential medicines and 10 years of scaling up of HIV treatment have provided the
S & knowledge needed to address barriers to long-term effective treatment and prevention of NCDs. More medicines can

be acquired within existing budgets with efficient selection, procurement, and use of generic medicines. Furthermore,
low-income and middle-income countries need to increase mobilisation of domestic resources to cater for the many
s St patients with NCDs who do not have access to treatment. Existing initiatives for HIV treatment offer useful lessons
of five papersabour  Ehat can enhance access to pharmaceutical management of NCDs and improve adherence to long-term treatment of
non-communicable diseases  Chronic illness; policy makers should also address unacceptable inequities in access to controlled opioid analgesics.
Ioepartment of Global Health, 1IN addition to off-patent medicines, governments can promote access to new and future on-patent medicinal products
University of Groningen.  through coherent and equitable health and trade policies, particularly those for intellectual property. Frequent
University Medical Centre. -, ficts of interest need to be identified and managed, and indicators and targets for access to NCD medicines

Groni Netherlands
(prom':n,;;:;:" rrepedimg:  Sould be used to monitor progress. Only with these approaches can a difference be made to the lives of hundreds of

McCabe Centre forLaw and __millions of cu
—

Increase efficiency in selection, procurement,
supply. and use to promote access Tto medicines
wwithin thhe existing healthh budget

Generic policies

See Comment page 602

See Comment Lancet 2013;
381: 509

. H H Data from several countries show thhat access to
Ref: Hogerzeil, H. V., Liberman,
. . medicines for NCDs can be substantially improved
.’., Wll‘tZ, V. .l,, KIShOI‘e, S. P,, within existing budgets for pharmaceutical medicines
. . by optimisation of the selection., procurerment, supplys.
Selvara],s-, Kldde”'Monroe, R-; and use of medicines. For example, legislation can
. Promote generic market entry and substitution, which
'"&LancetNCDACt’on Group' are further facilitated by guality assurance systems to
(2013)" The Lancet’ reassure pPrescribers ar.’ld the public, price lrxfo.rrrlatlorx
Promoting the financial advantages of generics., and
reirmburserment schemes Promoting Sceneric sub-

stitution and reduced patient copayments for gemneric
products. Policies thhat promote generic medicines can
cenerate large savings: in France, implementation of a
ceneral Sceneric subssitution Sstrategy saved nearky
USS$2 billionr in 2008 alone.™ Policies promoting the
use of safe, affordable., effective, and guality generic
medicines should address the effect of mark-ups and of
pPoor purchasing practice, and any perception that low
Price eguals low guality

Kami Memimpi
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CURRENT OPINION

Generic Medicines: Solutions for a Sustainable Drug Market?

Fieter Dyist - Arnold Valto - Brian Godman -
Steven Simoens

© Springer Internatiomnal Publishine Switzerland 2013

Abstract Generic medicines offer egually high-guality
treatment as ariginator medicines do at smmach lower prices.
As such, they represemnt a considerable oppormtumity for
authorn ties to obtain substamtial savings., At the moment,
the phammaceutical landscape is changing and many phar-
maceutical companies have altered their development and
commercial sStrategies., combining both orginator and
generic divisions., In spite of this, the generic medicines
industry is currently facing a mumber of challenges:
delayved market access: the limited price differential with
origina tor medicines: the comtinuous downwards pressure
on prices: and the negative perception regarding generic
medicines held by some key stakeholder groups. This could

P. Dylss (&0) - S. Simoens

Depanment of Phamaceutical and Phamacological Sciences,
KU Leuven,K Belgium Herestram 49, O&N 2

P.O. Box 521, 3000 Leuven, Belgium

e-mail: pieter dylst @pharm kuleuven be

S. Simoens
e-mail: steven simoens @ pharm kuleuven be

A Vulho

Hospital Phamacy, Erssmus University MNMedical Center,
Gravendijkwal 230, 3015 CE RoteErdam  The Netherlands
e-mail: a valo@erasmusmc. nl

B. Godman

Division of Clnical Phamacology, Karolinska Instwtet,
Karolinska University Hospital, Huddinge,

141 86 Stockholm, Sweden

B. Godman
Liverpool Health Economics Centre, Liverpool University,
Chatham Street, Liverpool, UK

B. Godman

Sirathc lyde Instituse of Plhamacy and Biomedical Sciences,
University of Stramtheclyde, Glasgow, UK

Published omline: 12 July 2013

Jeopardize the long-termm
manufacturing induastry.
focus on demand-side

sustainability of the generic
Ther=fore., governments must
policies. alongside policies to
accelerate markel access, as the generic medicines industry
will only be able to deliver competitive and sustainable
prices if they are ensursd a high volume . In the future. the
generic medicines industry will increasingly look to bio-
similars and generic versions of orphan drugs to expand
their business,

Key Points for Decision Makers

o Generic medicines offer substantial savings and

contribute o the long-tenmnm sustainability of health
cane.

The clear division between Big Pharma and generic
companies will disappear over tme.

Governments® continuous downwards pressure on
generic medicine prices could thmeaten their long-
term sustainability.

Governments should focus on demand-side policies,
almgside policies 1o accelerate market access, Lo
address the varnous challenges the generic industry is
cuwrently facing.

1 Imnoroduction

The development of new medicines is a costly process with
a high risk of failure [1, 2]. For instance. the chance of
successful market launch for 2 medicine entering phase |
trials decreased from approximately 10 % in 2002 10 5 %%
in 2008 [2]. Innovator companies incur a great risk in the
development of new medicines and are rmwarded

D Adis

Ref: Dylst,P et al. Appl Health Econ Health Policy. 2013 Jul




GET

RATED FOR EXCELLENCE
UNIVERSIT SAINS MALAYSIA \ . V 4 Y YT

Initiatives to Reduce Prescription Cost: The European

Table 1: Definition and examples of the 4Es

Measure (4Es) Explanation and initiatives

Education * Activities range from simple distribution of printed material to more intensive strategies including
academic detailing and monitoring of prescribing habits.
» Examples include:
= Education of trainee doctors in medical schools to prescribe by INN, e.g. UK.
= Information and other campaigns among patients to address any fears about the effectiveness and/or
safety of generics including speaking with patients to address any fears, e.g. France.
= Physicians and pharmacists developing a list of potentially non-substitutable products where there are
concerns with bioequivalence as well as the therapeutic equivalence of generics, e.g. Sweden and UK

Engineering * This refers to organisational or managerial interventions.
» Examples include substitution targets for certain drugs in community pharmacies if physicians are still
prescribing the originator, e.g. France.

Economics This includes financial incentives for physicians, patients and pharmacists, e.g.:

 Higher co-payments for patients if they wish to receive a more expensive product than the current
referenced price molecule, e.g. Finland, Sweden.

» Devolution of drug budgets to physicians with sanctions for over-budget situations, e.g. Germany,
Sweden and UK.

Enforcement This includes regulations by law such as mandatory INN prescribing or mandatory generic substitution at
pharmacies apart from a limited number of agreed situations, e.g. Lithuania and Sweden.

Based on references [1-3, 8, 14, 16, 18, 19]; INN: international non-proprietary name.

\ 4
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Opportunities for Generic Use

Sales figures for Sales figures

Sales figures for 2003  Sales figures for 2004

2002 for 2006 Patent Patent
Product . Expiry Extension
Generic name Company
Trade name
(USS billion) (USS billion) (USS billion) (USS billion)
Company
Company IMS Company IMS Company IMS Projection
Lipitor’ Atorvastatin Pfizer 7.9 8.6 9.23 10.3 10.86 12 8.32 30/05/06 24/09/09
Zocor® Simvastatin Merck 5.6 6.2 5.01 6.1 5.2 5.9 3.06 24/04/01 23/12/05
Celebrex’ Celecoxib Pfizer 3 NA 1.9 2.5 3.3 NA 1.61 30/11/13
Fosamax® Alendronate Merck 2.2 NA 2.5 NA 3.1 NA 1.89 4/11/2003 6/8/2007
Zoloft’ Sertraline Pfizer 2.74 NA 3.1 3.4 3.36 NA 2.04 20/08/02 30/12/05
Zyprexa® Olanzapine Eli-Lilly 3.6 4 4.27 4.8 4.42 4.8 2.32 23/04/11
. . . . Johnson &
Risperdal Risperidone Johnson 2.1 NA 2.5 NA 3 NA 2.44 14/02/06 29/12/07
Effexor’ Venlafaxine Wyeth 2 NA 2.7 NA 3.3 3.7 2.54 13/12/02 13/12/07
Norvasc® Amlodipine Pfizer 3.8 4 4.33 4.5 4.46 4.8 2.59 25/02/03 31/07/06
Plavix® Clopidrogrel Sanofi-Aventis 3.1 NA 4.2 3.7 5.2 5 2.83 12/2/2008 17/11/11
Prevacid® Lansoprazole Takeda 3.7 3.6 3.3 4 3.1 3.8 3.45 29/07/05 10/5/2009
Advair® AR GSK 2 NA 3.6 NA 4.5 a7 3.8 12/2/2008
Salmetrol

Nexium’ Esomeprazole AstraZeneca 1.97 NA 3.3 3.8 3.88 4.8 4.94 1/9/2007 1/9/2007

Ref : Journal of Generic Medicines 2008; 5(3): 201-208.
Ref: Drug Discovery Today 2005; 10(1): 739-742.
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Savings Via Generics Use: Malaysian Local Data

In Malaysia, generic medicines are much less expensive than innovator brands and
generally costing between 30 to 90 per cent less

FHARMACOEPIDEMIOLOGY AND DRUG saFeTy 20, 17: B2-E9
Published online 19 Semember 307 in Wiley InterScience (www interscience wiley.com} DOT: 10.10027d: 1477

ORIGINAL REPORT

A pilot study on generic medicine substitution practices
among community pharmacists in the State
of Penang, Malaysia'

Chemg Chee Ping BPharm (Hons), MPharm{Clin. Pharm)*H,
Mohd Baidi Bahari BPharm {Hons), PharmD** and )
Mohamed Azmi Hassali BFharm {Hons), MPharm {(Clin. Pharm), PhI**

'Discipline of Clinical Phamacy, School of Pharmacessical Sciences, Universis Sains Malaysia, Minden, Penang,
Malaysia

’mmp.lw af Sacial and Adminigmtve Pharmacy Schoal af Pharmacaitcal Sciencer, Universis Saine Walayria,
Minden, Fenang, Malaysia

SUMMARY

Purpase  The papose of ths seady was w evabiae the genenc subsinmion (G5 practces anderaken by commumey
phermacsts in the Stae of Pemang, Mdaysz with 2 focas on the ement of commeunxaton between pharmacizs and
prescTiers on izsues relwed w G5, comsamer’s accepance an the G5 and esmadan of ma saving achieved for paens
aped far G5

Methol A cross sectamal descrpaive wady for 2 peniod af 2 momhs using 2 specific quesdonmire 25 adan callecton wal
was underiaken with 2 randam sample af 40 commangy pharmacies located m the Siae of Penang .

Resulis By theend af the sudy periad, 34 aw ol 40 pharmacies comaged panci pated m the stady. Fany seven per cemal
pharmactsts comsulted prescrbers while pramaemg G5 to ther consamers. Maonty of the prescmibers (8 4% ) when
camacted by the pharmacts acceped the sagpesdon for sihaiiwion. From consamers’ perspective, 8% (n = 156) al the
comsumers imvalved o this seady acceped pharmacist's recommendadom o genercally submiie their prescribed
mediagans. Through accepiance of G5, © hos been esomaed that the averal] comsumers’ expemses an drags can be
reduced ta a toml of RM&157 (LI551615; US55 1= RME R0} and this comesponds w 2 ws saving of §1.1%.
Conghusions The qawome of the prsem svady showed that thrmagh GS recommendatson by communzy pharmaciz,
comsumers can save the expenciere of their prescribed medicatsans. Copyright & 2007 Jahn Wiky & Sons, L.

EEY WOkl peneric s @Rmion, commanty pharmacis; prescriens; conmimerns; iccepance

Price comparison between innovator
and generic medicines sold by
community pharmacies in the state of
Penang, Malaysia

Racmivmd {10 raviied ooy ed Saprmber, 2000

Asrul Akmal Shafie

prachated wich 2 pharmary degres from the Univeraty of Sziance, Makysi in 2001 ard was regirercd o 1 profesional pharmads n Malysi
in 2000 Hawas awarded LSM Ellowship in 2003 o pursus 3 domoraes degres in phammacceconomics whidh hasuccessuly complocsd
Carchf Uniwarsity, LK in 2007, During this tims, ha aleo undertock a pasggraciacs diploma in Health Economics at cha Univarsicy of Clamongan,
He cumrent ressanch intereses are in the area of heath aconomics, and scoal and adminkoraties pharmacy. Curenty, Dr Shafie b atedied to the
Crapling of 5odal & Adminematv Phamracy, School of Pharmacaute Soonees, Univerdtd Sains Mabysa,

Mohamed Azmi Hassali

praduated with a pharmacy dagrea fom cha Universicy of Scienca, Malys a in 19949, Following hie pharmacy pre-regkcraticn caiming
at Hospral Taluk Inan, Perak, he undercock his Masmar's scudies in tha fisld of dinical pharmacy at L5M and graduated in 2000,

In 200¢. ha was succsss fully swardsd 2 PhD degres from the'Vicoorian College of Phammacy, Monach University, Mebourna in the
fisld of pharmacy practkes. His cument ressarch Intarests are in the areas of cinkcal pharmacosconomics, sodal pharmacy and cha
pharmackes’ rola i public heakh Currancly, Dr A k atached o tha Dedplne of Scdal & Adminktracks Pharmacy, School of
Pharmacaucizal Sdences, Universt Sains Malaysia.

Absmract  Generk medicines play a key role In the affordablley of pharmaceuticals. This study alms o
compare price and to document the actual savings that can be achleved If generics are used by consumers
In the smte of Perang, Malaysia. This s a cross-sectional pllot sudy on the price of Innovacor and gererk
medicines for the 20 most-used medications n MMabysia. Upon consent, 20 rell pharmacies were
corwenkently selected. A pre-valdated dara collectlon form was used to collect thelr salling price from the
community pharmackr. The arabwels was limived t medicines In the @ame dosage form and dosa. Those
tll undar patent protection or combined with other active Ingredients were excluded from the sudy.
This sudy found that mest Innovator drugs are 27-%0 per cent more expenshve than generks. Some
generlc drugs are, however, more expensive than thelr nnovator counterparcs (40 per cent higher). Some
locally produced generics are also more expensve than forelgn produces. The current findings suggest
that consumers can save up o 90 per cent of the cost of thelr medication by using genenc products.
Further Investigation k nesdad to explore the causalty of the obeerved differences n price of products

In order to Increase thelr accessibllicy to the general population.

Jeurnal of Ceneric Medidnes advance cnline publication, 21 Owtober 2008; doi: 101057 jgm. 2008.25

Keywords:  generkc medidnes, pricing, saving aost, Malaysia

Ref: Ping, Bahari & Hassali ,2008

Ref: Shafie & Hassali.
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Generic Pricing: Experience From Malaysia

o Subjected to similar regulatory control

o Much cheaper
— Clopidogrel 75mg RM 6.80 (USD 1.80) vs RM 2.10 (USD 0.60) per tablet
— Atorvastatin 20mg RM 4.00 (USD 1.05) vs RM 1.20 (USD 0.32) per tablet

— Simvastatin 20mg RM 2.10 (USD 0.60) vs RM 0.60 (USD 0.15) per tablet

"RV Z. 10 Dertape

RANBAXY 30 Tablets

Clopidogrel 75 mg , 75 mg

14 film-coated tablets
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Generic Medicines Policy in Malaysia

@ MINISTRY OF HEALTH MALAYSIA
IYOIAN
RITUNAL
EDICINES
POLICY

DASAR UBAT NASIONAL (DUNas)
EDISI KEDUA, 2012

* Prescribing in generic International Non-proprietary
Name (INN) shall be practised at all channels

* Procurement of all medicines by generic INN shall be
promoted

* In selection for procurement, priority shall be given
to domestically manufactured medicines

* All dispensed medicines shall be labelled
prominently with the generic INN of the medicine
with or without the brand name

* A list of interchangeable and non-interchangeable
medicines shall be available

* Generic substitution shall be permitted and
legislated for all interchangeable medicines

* Appropriate incentives to promote the use of
generic medicines and their production
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Generic Medicines Policy in Malaysia
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1.

Procurement of multi-source products by generic
names shall be promoted to foster healthy
competition in drug pricing.

Appropriate incentives to promote the use of
generic drugs and their production in the country
shall be introduced.

A formulary of interchangeable generic drugs and
the list of products that cannot be substituted shall
be made available.

All dispensed drugs shall be labelled with the generic
(INN) name of the medicine with or without the
brand name.

Generic prescribing and labelling should be
encouraged, and generic substitution permitted and
eventually legislated, in order to improve

affordability of medicines.
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Malaysian Economic Transformation Program (ETP)

* Launched on 25 September, 2010, the ETP was formulated as part
of Malaysia's National Transformation Programme.

* Aim: to elevate the country to developed-nation status by 2020,
targeting GNI per capita of US$15,000.

e The ETP's targets for 2020 will be achieved through the
implementation of 12 National Key Economic Areas (NKEA).

e These areas representing economic sectors which account for
significant contributions to GNI.

e The ETP represents the catalyst for economic growth and

investments needed for Malaysia to achieve high-income status by
2020.
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National Key Economic Areas (NKEA)

Palm Oi1l & Rubber Financial Services Tourism

Business Services Wholesale & Retail Education

Healthcare Communications Greater Kuala
Content and Lumpur/ Klang Valley
infrastructure
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ETP Official Website

1 etp.pemandu.gov.my/default.aspx

ECONOMICQ HOME NVEST IN MALAYSIA ABOUT ETP SECTORS IN FOCUS SUPPORTING POLICIES GLOBAL RECOGNITION MEDIA ROOM
TRANSFORMATION
PROGRAMME

EE O s Al i1 TG coosle - )12
Starting a business here is simple

NOTES FROM AN ISLAMIC o
(FINANCE) REVOLUTION

What we can do to further cement our position as a global leader in

sukuk?
"This (getting a trillion smart devices
: connected to the Internet) provides 1
e great opportunities for Malaysians Regl Ster tU
and Malaysian business to create RBCBiVG Updates

and offer solutions and services for
those smart devices on the Internet."

read more Subcribe to our newsletter
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List of Entry Point Projects (EPP)

EPP 1: Mandating Private Insurance for Foreign Workers

EPP 2: Creating Supportive Ecosystem to Grow Clinical Research

EPP 3: Malaysian Pharmaceuticals — Increasing Local Generic Manufacturing for Exports
EPP 4: Reinvigorating Healthcare Travel

EPP 5: Creating a Diagnostic Services Nexus

EPP 6: Developing a Health Metropolis: A World-Class Campus for Healthcare and Bioscience
EPP 7: Upscale Malaysia’s In-Vitro Diagnostic (IVD) Industry

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

EPP 9: Become the Hub for High-Value Medical Devices Contract Manufacturing
EPP 10: Malaysian Clinical Device Champions

EPP 11: Medical Equipment Supply Chain Orchestration

EPP 12: Medical Refurbishment Hub

EPP 13: Build Medical Hardware and Furniture Cluster
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ETP: Health Care EPP3

——
ECONOMICQ HOME NVEST INMALAYSIA ABOUT ETP SECTORS INFOCUS SUPPORTING POLICIES GLOBAL RECOGNITION MEDIA ROOM

TRANSFORMATION
PROGRAMME

HEALTHCARE

EPP 3: Malaysian Pharmaceuticals - Increasing Local Generic

d NKEA's Key Players
Manufacturing for Exports
GNI by 2020 (mil) . 13.853.7 ;l:'ggected jobs by 12 440 %g?ltﬂﬂ{,\x

' Medical Devices
| Corporation

KF'J HEALTHCANE BERHAD

GET STARTED

Whether you'rean
individual or a corporation,
the process of startinga
husiness hereis simnle
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EPP 3: Malaysian Pharmaceuticals — Increasing Local
Generic Manufacturing for Exports

A few of the strategies under EPP were to:

a) Promote Malaysia as a member in the Organisation of the
Islamic Cooperation and the Pharmaceutical Inspection
Convention and Pharmaceutical Inspection Cooperation
Scheme (PIC/S) to widen the export opportunities

b) Upgrade the domestic manufacturing plants

c) Have good relationships between multinational corporations and domestic
manufacturers

d) Ministry of Health (MOH) off-take procurement agreement with new local
manufactured pharmaceuticals.

MOH Off-take Agreement (3+2)
The MOH: main buyer of the manufacturer’s future production for 3 years with the
condition that the product must be manufactured in Malaysia. The agreement could be
extended for another 2 years if the manufacturer demonstrates that the product can be
registered and marketed in other countries
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Pharmaceutical Inspections Cooperation Scheme

€ - C A [)www.picscheme.org

Search I Q Contact | Site Map | {8 Members Area

Members area

Username

Th)s area is reserved fo PIC/S
only

PIC/S : Role : Benefits | Members & Partners : Adivities ! Training @ Publications : Accession : Links

Welcome 1o the PIC/S Website!

The Pharmaceutical Inspection Convention and Pharmaceutical n Expedt Carcle'on Registrafons of
Inspection Co-operation Scheme (jointly referred to as PIC/S) are N * Blood & Tissue 016 P SEMINAR

two international instruments between countries and | : . § R (6-8 .
pharmaceutical inspection authorities, which provide together an g’y‘;’;’;ﬁ"“e Gt il

active and constructive co-operation in the field of GMP.

PIC/S' mission is “to lead the international development, AII the Publlcatlons 4 0 AR 7 DPH
implementation and maintenance of harmonised Good e, AND CROATIA / HA >
Manufacturing Practice (GMP) standards and quality systems of . A DETO P
inspectorates in the field of medicinal products.

This is to be achieved by developing and promoting harmonised

GMP standards and guidance documents; training competent w

authorities, in particular inspectors; assessing (and reassessing) ; : S
inspectorates: and facilitating the co-operation and networking for (LS tes ric : DAoL
competent authorities and international organisations. m

There are currently 48 Participating Authorities in PIC/S
(Convention and Scheme taken together).

The current web site provides an overview on PIC/S' history, its R ONOF F ;
role, Members, publications and activities. For any enquiries, 'M
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Pharmaceutical Inspections Cooperation Scheme

* Pharmaceutical Inspection Convention and Pharmaceutical Inspection
Co-operation Scheme (jointly referred to as PIC/S) are two international
instruments between countries and pharmaceutical inspection authorities, which
provide together an active and constructive co-operation in the field of GMP.

* Malaysia’s participation as a member of the Pharmaceutical Inspection
Cooperation Scheme (PIC/S) since 2002.

 PIC/S is an international instrument between countries and pharmaceutical
inspection authorities, which together provide an active and constructive
cooperation in the field of GMP.

* Pharmaceutical products from members of PIC/S are of high quality because
PIC/S ensures that all members comply with PIC/S standards at all times (i.e.
assessment of new applicants and reassessment of existing member
inspectorates).
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Members of PIC/S

37 | Slovenia Agency for Medicinal Products and Medical Devices
38 | South Africa Medicines Control Council
, Agencia Espanola del Medicamento y Productos Sanitarios (Spanish Agency of Drugs and
39 [ Spain
Health Products)
40 | Sweden Medical Products Agency
41 | Switzerland Swiss Agency for Therapeutic Products
42 | Ukraine State Administration of Ukraine on Medicinal Products
43 | United Kingdom Medicines and Healthcare Products Regulatory Agency
44 UnlteFi piates of United States Food and Drug Administration
America

Ref: Pharmaceutical Inspection Co-operation Scheme (PIC/S). Members and partners. 2013 [updated 2013 December 12; cited
2013 December 20]; Available from: http://www.picscheme.org/members.php.
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Members of PIC/S

o4 | Latvia Za|u Valsts Agentdra (State Agency of Medicines)

25 | Liechtenstein Amt fur Gesundheit (Office of Healthcare)

26 | Lithuania State Medicines Control Agency

27 | Malaysia National Pharmaceutical Control Bureau

28 | Malta Medicines Authority Malta

29 | Netherlands Inspectie voor de Gezondheidszorg (Inspectorate of Health Care)

- Malaysia become member of PIC/S at 15t January
2002.

- Malaysia is the second country Asian country to gain
accession after Singapore.

34 | Romania National Agency for Medicines and Medical Devices
35 | Singapore Health Sciences Authority
36 | Slovak Republic State Institute for Drug Control
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Current Situation in Malaysia

* Despite the availability of some pro-generic policies, there is a lack of implementation
and enforcement through legislations

* In comparison with developed countries (e.g. USA, Australia) where pro-generic
medicine policies and initiatives are in place including:

— generic substitution policy
— interchangeable medicines formulary
— differential copayment system that encourage patients to accept generic medicines

— incentives/profit margin to encourage pharmacists to recommend generic
medicines

— extensive educational campaigns targeting both healthcare professionals and
patients

* However, the situation in Malaysia is relatively comparable with south-east Asian
countries such as Thailand.

* Moreover, the situation in Malaysia is relatively comparable with Japan in terms of the
challenges related to negative perceptions and misconceptions about safety, quality and
efficacy of generic medicines among healthcare professionals and medicine consumers.
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Issues Related To Generic Medicine Use
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_ Consumers: Major barriers to acceptance
Review Article

Consumers’ views on generic medicines:
a review of the literature

Mohamed A.A. Hassali, Asrul A. Shafie, Shazia Jamshed,
Mohamed |.M. lbrahim and Ahmed Awaisu

Schod of Pharmaceutial Sdences, Universiti Sains Malaysia, 11800 Minden, Penang, Malaysia

Abstract

Objectives To review the literature on consumers” knowledge, attitudes and opinions of
the use of generic medicines.

Method A narmtive review of studies conducted from 1970 to 2008 on consumers’
perceptions and views towards generic medicines was performed. An extensive literature
search was undertaken using indexing services available at the anthors” institution library.
The following keywords were used for the search: bmand, generic, multisource,
madications, medicines, drugs, pharmacenticals and consumers, customers, and patients.
Electronic databases seamched were Medline, Inside Web, ISI Web of Knowledge, Sdence
Drirect, Springer Link, JSTOR, Proguest, Ebsco Host and Google Scholar. These electronic
databases wem searched for full text papers published in Englich from 1970 to October
2008,

Key findings Twenty studies were identified. Eleven were from the USA, four were from
Europe, two were from Canada and one cach was from Australia, Brazil and Malaysia. In
generl, consumers showed mixed ractions towards the use of generic medicines. This
was evident from the divergence of views ohserved by country development level,
consumens’ socioeconomic characteristics, drug product charactenistics, pharmaceutical
reimbursement system, policy environment, contact with health care pmfessionals, past
expenence with medications, and knowledge of the seriousness of a medical condition.
Conclusions Patient confidence and knowledge pertaining to generic medicines use have
increased over the past four decades, especially in developed countries. Mass educational
cfforts, financial incentives, and greater communication among patients and health care
pmfessionals were seen as major drivers to the uptake of genenc medicines among
CONSUMETs.

Keywords consumer; generic medicines; knowledge; perceptions; policy

includes:

» Preference for GP’s prescribed brand of
medicine,

» Concern over safety and efficacy of generic
medicines,

« Concern about adverse effects from generic

brands, and confusion that may arise from

using different brands of the same medicine.

Ref: Hassali MA et al. Int J Pharm Pract. 2009 Apr;17(2):79-88




People Assume Expensive Drugs Work Better!!!

* A study published in JAMA March 2008 evaluated the influence of
drug price on the efficacy of medical therapies.

A total of 82 healthy paid volunteers were recruited into an
established pain study (using electrical shocks administered to the
wrist area).

* Subjects were told that they would receive an FDA-approved opioid
preparation, although in reality they were given a placebo.

* Subjects were randomized into 2 groups: those that were told the
drug was a standard price and those that were told the drug had
been discounted (no reason given for the discount).
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RESEARCH LETTER

Commercial Features of Placebo
and Therapeutic Efficacy

To the Editor: It i1s possible that the therapeoutic cfficacy of
medications is allected by commercial [eatures such as lower
prices. Because such features influence patients’ expecta-
tions, 1 they may play n unrecognized the rapelti role by
influencing the cfficacy of medical therapics, cspecially in
conditions associated with srong placebo responses.??® To
investigate this possibility, we studied the elflect of price on
analgesic response to placebo pills.

Mcthods. In 2006 we recruited 82 healthy paid voluntecers
in Boston, Massachusetts, using an online advertisement. Each
participant was informed by brochure about a (purported) rnew
pioid analgesic approvec by the Food and Drug Achmini
tiomn: it was described as simmilar to codeine with faster onset titme,
burt it was actually a placebo pill. After randomization, half of
the participants were informed thizt Lllc -.]rub hada regular price
B2 SO per pill and lhalt that the 1o = lhad been discountec to
$O. 10 per pill {no reason forthe dlsrol]v]r was mentioned ). ATl
pParticipants received identical placebo pills and were paid $30.
Participants were blinded to the study purpose, and research-
crs were blinded to group assigrnumnent. The study was approvec
by thec Massachusctts Institute of Technology institutional re-
view board. and all participants provided written informed con
sent and were debriefed after the study:

The protocol [ollowed an established approach for studyingg
Pain.t I lectrical shocks to the wrist were calibrated toeach par-
ticipant’s pain tolcrance. After calibration, partacipants rcccived
the test shoclks, rating the pain on a colnputcrh_cd wisual ana
log scale anchored by the labels “no pain at all™ and “the worst
Pain imaginable.” Participants received all possible shocks in
2.5-V increments between O WV and their calibrated tolecrance.
Stimulation at each intensity level was carried out twice for each
Pparticipant (before and after taking the pill), and the change
inreaction to the stimualati
ratings were converted to a 100-point scalc, the postpill scorc
for each voliage was subtracted from the prepill score, and the
mean of these differences was calculated for each participant.

The e ntage of participants experiencing a mean sc
ducrion vs increase was (‘0.‘!1[’3]’(’(} between the 2 gr(‘n)l'rs msa I1g
a 2Z-tailed x* test. Boecause stronger pain may be associated with
stronger placebo responses.” we also compared results for the
S0% most painful shoclks for each partic iprﬂnt, I aclchi tiorn, mean
differences ar each voltage between the 2 groups were comparec
owverall with a sign test and individually with F tests. A IP valuc
of .05 was considered statistically significant. Analyses were per
formed using SPSS version 15 (SPSS Inc, Chicago, Tlinois).

Results. Patient characteristics are showi inn the TABLE. In
the regular-pricce group. 85.1% { 959 confidcncce interval [CI].
T4.69% 96.2%) of the participants e\pr:ru~ nced a mean pain re
duction aflter lukilxb the pill, vs 61.09 (9392 CI1,46.19%-75.99)
in the low-price (discounted) group (P=_02) Similar results

n was assessedcd. Visual analog scale

TE Te—

2008 American Medical Association. All rights reserved.

occurred when analyz "'mg only the 509% most painful shoc
each participant (80.5% [UJ‘/o CI, 68.3%-92.6%] vs 56.1% [95%
ClL, 40 71.3%], respectively; P=.03)

Considering all voltages tested, pain reduction was greater
for the regular-price pill (P+<.001). In addition, for 26 of
29 intensities (from 10 1o 80 V), mean pain reduction was
greater for the regular-price pill (FIGuRrL).

Table. Comparison of Parlicivants Assigned Lo Regular-Price Placebo
vs Low-Price (Discounted) Placebo

Ragular Price  Low Price P
(n = 41) (n=41) Value

Women, No. (%) 27 (65.9) 24(=8.3) 50
Ago, mean (SD), y 30.0(12.4) 30.0(11.4) 74
Callbrated maximum :olerance, 51.8(18.7) 5£.9(23.3) .50

moan (SD), V
Shocke received. No. (SD) 18.2 (7.2) 18.6(0.1) 80
Change In pain socrasd

All' shocks,

No. (%) [95% CZI]
Pain recucticn 25 (61.0)

461 759] | oo

Pain increase

16 .0)
[74.1 54.0)

| lighest-intars m/ *hm‘ ks only,

Pain 1o l(,LuLlIL-ll 33 (80.5) 23 (56.1)
|E8.3-92 6] 140.9-/1.3] 03b
Pain 16 caso 8(10.5) 18 (43.0)
[7.4-31 6] [28.7-59.1]

Avaovlahul vl confidence intervel
of participar amean redustion in pain ator ve before the
plmcbo il was admirietorod (ieual aralog sodo polnt redigion batwoen 0.01 end
18.4) and those Axperancing a mesn increasa in pain (visual araleg acale pont in-
s betusen o aned 26.2)
b T talled x*
Ol ighest 509 oF qhnekq by intarsity.

Comment. Theseresults are consistent with described phe-
nomena of commercial variables affecting qu nlllve*(pu(atmn\
and expectations influencing therapeutic ellicacy.* Placebo re-
sponscs o commetrial features have many potential clhinical im-
plications. For example, they may help explain the popularity
ot high-cost medical therapies (eg, cyclooxygenase 2 inhibitors)
over inexpensive, widely available alternatives (eg, over-the-
counter nonsteroidal anti-inflammatory drugs) and why patients
switching from branded medicationsmay report that theirgeneric
equivalents are less effective. Studies of real-world effectiveness
may be more generalizable if they reflect how medications are
sold inaddirion to how they are formulated. Furthermore, cli-
nicians may be able to harness quality cuesin beneficial ways ©
for example, by de emphasizing potentially deleterious com
mercial factors (eg, low-priced, generic).

These findings need to be replicated in broader popula-
tions and clinical settings 1o betler understand how commu
nicating cuality cues with patient populations can maximize
treatment benefits and patient satisfaction.

Rebecea L. Waber, BS

Massachusetts Institute of Technology
Cambridge. Massachuserts

l‘mlm Shiv, PhD

wlord University

anford, California
Ziv Carmon, PhD
INSFAD

Singapore

Massachusetts Institute of Technology

Author Contributions: - Ariey had full access t all of the data in the shudy and
takes responsibility for the intcgrity of the data and the accuracy of the cata analysis.
Study concepl and design: Waber, Skiv, Carmon, Arisly.

Figure. Pain Retings by Voltage Intensity

36:
Flacch prios

a0{ @ Rogular
C Low

Mean Cifforano:

10 15 20 25 30 35 10 45 50 55 50 €5 70 75 80
Shock Intansity, V/

- 4 41 40 97 3 27 22 21 20 18 14 12 9
Low priz 4 a1 40 98 3+ 20 27 24 1€ 47 H 7 5

&0

Mean dfference inpainratings, aftervs before placebo, by voltage intensity. Righer
value indicales grealer pain reduction. The Lable depicls the inlensly of the shocks
and the number of chservatons in the regular-price and low-oric
vaucis ess than .05 for the shock intenstics 27.5 V through 20,0V, 3
75.0 V., and 80.0 /.

©2008 Amcerican Mcdical Association. All rights reserved.

Ref: Waber, R. L., Shiv, B., Carmon, Z., & Ariely, D. (2008). Jama, 299(9), 1016-7.

of data: VWaber.
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Issues Related To Generic Medicine Use

Contents lists available at ScienceDirect

Health Policy

I homepage: www elsevier.cam/locate/healthpol

Prescribers/Pharmacists: Major barriers to

Perspectives of physicians practicing in low and middle
income countries towards generic medicines:
= . A narrative review
acceptance includes: s e £ Y A R,
Fahad Saleem . Abdul Haniff Mohamad Yahaya®. Hisham Aljadhey*©
+ Discip@ine af Social and Admiststrative Pharmacy. School of Fharmaceusical Sciences, Unbversis Safns Malaysia, 11500 Misder,

e e S e et LA Ol St s e i Sl
< CoNege of Phanmecy. King Saud Lissversicy. | 1451 Riyadh, Seawdi Arabéa

ARTICLE INFO ABsSTRACT

» Possibility of patient confusion and a low = S e
level of confidence with generic medicines. :

« Loyalty to companies involved in research
and development.

» Lack of knowledge on issues surrounding
bioequivalence testing for generic medicines

Sheai: Poficy G4 (3000) @57

Corpemts nsts svasacio = SocncaDeact
Health Policy
jourmal homapage: waw. olzevior com/locatemoaltnpal

Evaluating community pharmacists” perceptions of future generic
substitution policy implementation: A national survey from Malaysia

Chee Ping Chong= -, Mohamed Az mi Hassali®, Mohd Baidi Bahari“, Asrul Akmal shafie®

Ref: Hassali, M. A., Wong, Z. Y., Alrasheedy, A. A., Saleem, F., Yahaya, A. H. M., & Aljadhe
H. (2014).. Health policy, 117(3), 297-310.

Ref: Chong, C. P., Hassali, M. A., Bahari, M. B., & Shdfie, A. A. (2010). Health Policy, 94(1),
68-75.
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Prescribers Awareness On Issues Surrounding Generic
Medicines

Health Policy 95 (2010) 229-235

Contents lists available at ScienceDirect

Health Policy

journal homepage: www.elsevier.com/locate/healthpol

A survey exploring knowledge and perceptions of general practitioners
towards the use of generic medicines in the northern state of Malaysia

Gin Nie Chua?, Mohamed Azmi Hassali®*, Asrul Akmal Shafie?, Ahmed Awaisu?®

* Discipline of Clinical Pharmacy, School of Pharmaceutical Sctences, Universitt Sains Malaysia, 1 1800 Minden, Penang, Malaysta
® Discipline of Soctal and Administrative Pharmacy, Schoo! of Phanmaceutical Sciences, Untversitt Sains Malaysia, 11800 Minden, Penang, Malaysia

ARTICLE INFO ABSTRACT

Keywords: Objectives: The objective of this study was to evaluate the general practitioners’ (GPs’)
Generic m‘difi_"“ knowledge and perceptions towards generic medicines in 2 northern state of Malaysia.
?:n""] praciitioners Method: A postal cross-sectional survey involving registered GPs in Penang, Malaysia was
m?v:;cl‘:‘;;r undcr?akcn. A 23-item questionnaire was developed, validated and administered on the
Perception GPs. Eighty-seven GPs responded to the survey (response rate 26.8%).
Results: The majority of the respondents (85.1%) claimed that they actively prescribed
generic medicines in their practice. On the other hand, only 4.6% of the respondents cor-
rectly identified the Malaysia's National Pharmaceutical Control Bureau's bioequivalence
standard for generic products. There were misconceptions among the respondents about
the concepts of “bioequivalence”, “efficacy”, “safety”, and “manufacturing standards” of
generic medicines. GPs in this survey believed that a standard guideline on brand substitu-
tion process, collaboration with pharmacists, patient education and information on safety
and efficacy of generic medicines were necessary to ensure quality use of generics. Further-
more, advertisements and product bonuses offered by pharmaceutical companies, patient’s
socio-economic factors as well as credibility of manufacturers were factors reported to
influence their choice of medicine.
Conclusion: Although it appeared that GPs have largely accepted the use of generic
medicines, they still have concerns regarding the reliability and quality of such products.
GPsneed to be educated and reassured about generic products approval system in Malaysia
concerning bioequivalence, quality, and safety. The current findings have important impli-
cations in establishing generic medicines policy in Malaysia.
© 2009 Elsevier Ireland Ltd. All rights reserved.

* The majority of the respondents (85
%) claimed that they actively
prescribed generic medicines in their
practice.

» Only 5% of the respondents correctly
identified the Malaysia’s National
Pharmaceutical Control Bureau’s
bioequivalence standard for generic
products

* As many as 52% of the respondents
thought that manufacturing standards
for generic medicines were not as
stringent as for branded products.

Ref: Chua, G. N., Hassali, M. A., Shdfie, A. A., & Awaisu, A. (2010).. Health policy, 95(2), 229-235.
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Educational Impact among Prescribers on Generic Medicine Use

Origind Article

SAGE Open Medidne

Does educational intervention improve
doctors’ knowledge and perceptions

of generic medicines and their generic
prescribing rate? A study from Malaysia

= 2033121145557

Ot 10.1177GATI11 1 14355722
3 sageped con

SSAGE

Mohamed Azmi Hassali', Zhi Yen Wong?, Alian A. Alrasheedy’,
Fahad Saleem!, Abdul Haniff Mohamad Yahaya?

and Hisham Aljadhey?®

Abstract

Objectives: To Investigate the Impact of an educatioral Intervention on doctors’ knowledge and perceptons towards
generic madkines and their generic (internatonal non-proprietany name) prescrbing practice.

Methods: This Is a singlecohort pre-post-intervention plot study. The study was conducted In a tertary care hospital
In Perak, Malaysia. All doctors from the Intermal medkine departnent were Invited to partdcipate In the educatonal
Ircervention. The intervention consisted of an Interactve lecture, an educational bocklet and a drug ¥st. Doctors’ knowledge
and perceptions were assessad by using a valdated questionmaire, while the intermational non-proprietary name presaribing
practice was assessed by screening the prescription before and after the Intervention

Results The Interventon was effective In improving doctors’ knowledge towards bloequivalence, similarity of generic
medicines and safety standards required for generic medicine registration (p=0.034, p=0.034 and p=0.022, respectively).
In terms of perceptions towards generk medidnes, no significart changes were noted (p >0.05). Similarly, no Impact on
Intermational non-proprietary name prescribing practice was cbserved after the Intervention (p >0.05).

Conclusion: Doctors had inadequate knowledge and misconceptions about generic medkines befof# the Intervercion.
Moreover, Intermational non-proprietary name prescribing was nota common practice. However, the educational Intervention
was only effectve In Improving doctors’ knowledge of generic madicines.

Keywords
Education, generic medkine, generic prescribing, doctor, Mahysia

Dnea racehvad 26 june 2014 accepeed: 12 Seprarsber 2014

Introduction

Healthcare expenditure was escalating throughout the
years.'? Moreover, pharmaceutical expenditure had been
reported as the second main driver for healthcare cost esca-
lation after healthcare professional wages. A similar sce-
nario was observed in Malaysian healthcare system. ¢ In this
ever challeaging scenanio of healthcare provision, utiliza-
tion of generic medicines is ideatified as one of the effec-
tive mechanisms to curb the escalating pharmaceutical
cost.** Indeed, wide use of generic medicines led to sub-
stantial cost sav: mgx -9 In fact, in Mnll} sia, generic medi-
cines are app ly 30%-90% cheaper than original
brand medicines .

In view of the costsaving benefits of generic medicines,
various policies were formulated to improve the use of

Ducpline of Socal & Pharmacy, Schod of P
Sciences, UnivertiSaira Makbys, Panarg, Malaysia
*Fhrmacy Departmant. Hospiod u.n.-‘ Parak, Habyss
sCellage of Phammacy. KingSmudUriversity, Riysdh, Saodi Ambis

Corresponding author:

Mohared Aomi Hussdl. Disciline of Socal & Admirisorative Pharmacy,
Schodl of Ph | Sctercea, L Maluyain, 11920
Perang, Mabyain

Emat: sarshmsh @uamny

'@‘QI" Creacve Commons CC-BY-NC This ardcle & drtibuted under the tarres of the Crestive C

Axtrbudon-Non C
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Ref: Hassali, M. A., Wong, 2. Y., AIrasheedy, A. A., Saleem, F.,
Mohamad Yahaya, A. H., & Aljadhey, H. (2014).. SAGE Open Medicine.

Education increases the doctor's knowledge
of the biochemical standards of the National
Pharmaceutical Control Bureau of Malaysia
(33% vs 86.7% for before and after
intervention).

It also enhances doctors' knowledge of
safety, bioequivalence, efficacy of generic
drugs.

However, education does not have a
positive impact on the doctor's perspective
on how to write a prescription using a
generic drug name.
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Educational Impact among Prescribers on Generic Medicine Use

Generic

Qrignat aper Hek N * Education increased the doctor's

Impact of an educational program on R e,

knowledge and perceptions of physicians TEmEmm" knowledge of the biochemical standard of

iy

towards generic medicines in Kuala &SAGE
Lumpur, Malaysia

the National Pharmaceutical Control
Bureau of Malaysia (3.6% vs. 32.1% for
s i S o e S B 0 SO N P pre-and post-intervention)

lowards generic medicines.

Methods: This is & single-cohor! pre-fpest-inlervention study. Bt wisk condocied with physicians from dlferent

private hospitals in Muoala Lumpur, Malaysia. The intervention was in he form of an intersctive lecture that

addrussed several togics relaled o generic medicines. A validaled gquestionnaire was used to assess the

=pact of the intervention on the dedge and per of physicians. ] ]

et A 1aat o 26 21 of 20 msied ehrucuns seesd 1 snend ina rescns e presra eicse. MO [€ @lSO iNCreased the doctor's knowled ge of
tate F1INL The inlervention imgroved the keondedge of physicians regarding the bosquivilence regulalory

requiremants (L% v 32 1% for pre- and post-inlervention respectively, o =0.003). Meoreover, it improved

ther knowledge about several aspects of generic medcines including their biceguivalence, elficacy and safety

g L= A s el T e e e et - gqfety biochemistry, efficacy of generic

Conclusion: The study findings showed that & simple, educational inlervention could imgrove the knewledge
and perciplions of physicians towards generic medicines.

i drugs

Generic medicines, prescribing, physicians, Malaysia

Rohit Kumar®, Mohamed A Massali', Alian A Alrasheedy?,
Fahad Saleem’', Navneet Kaur' and Zhi ¥ Wong?

Introduction N ok, - sl knowledge a=d appeogp L E d t. h -t- - t th
Oczeric medicmes are defimad by the World Health :cvrﬂ!us‘. ;}k;;amnn.'.;:"” This :: E':j:: u Ca IO n a S a pOSI Ive I m pa C O n e
Organization (WHO) 3 “a phasmaccutical product, for morc thoory-beacd rescasch to bemer mfors the

uwsally ded to be rch ablc with a= innov-  demign of imterventioss in arder to change physiciza’

ator product, that & mansfactured without = licence  bohaviows.'™ Educxsonal stratopes wach ax academic L} t' 8
e e e octor's perspective on generic drugs.
expiry dame of the patent o ofher cxclueve nights™.*

I= meoat coummrxs, scveral stracpex and plasa
were inkited to promote generc modicines boecause Dhdaliae of Scdal and Asrurkiradve P

they provide the mamc boalth outcomes = coypnal el Schences,

brand medcnes, bat wlrh,_:-;h-umul coat xavings ::':;" Pracsce D S—_— o P %

to the healthcare wywteme Dapite that, @ =0 e erus, Dursydsh, Seed Arsss

cocmtnics, Sucre are atdl moscomccpoons amd noga-  Vaarmacy Departmens, Hospital Telax Intan, Persc, Malaguls
tive perccptions towards groerx medhomes among

physiciane ™" Similardy, = Malyyes, some physcass  Corresssading asthan
Misn A Mrscheedy, Praom Pra. mwet, College o
hawve wmome nogatave perocpuions about  gemenc - ey iy Klnptuch

medcne in srms of Ger qualy, iy nd e e e, Mamewhi Mot | Noghens Ref: Kumar, R., Hassali, M. A., Alrasheedy, A. A., Saleem, F., Kaur, N., & Wong, Z. Y.
il S S s (2015. Journal of Generic Medicines, 12(1), 4-10.
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Good References For Busy Practitioners

Australian Prescriber Vol. 26 No. 4 2003

Frequently asked questions about generic
medicines

Generics - equal or not?

Andrew J McLachlan, Professor of Pharmacy (Aged Care), Centre for Education and
Research on Ageing, Concord Repatriation General Hospital and Faculty of Pharmacy,
University of Sydney; Igbal Ramzan, Professor of Pharmaceutics, Faculty of Pharmacy,
University of Sydney; and Robert W Milne, Associate Professor, Sansom Institute,

Donald J. Birkett, Professor, Department of Clinical Pharmacology, Flinders
University and Flinders Medical Centre, Adelaide

School of Pharmacy and Medical Sciences, University of South Australia, Adelaide

Summary

In Australi
In Australia

Bioequivalence is then determined by comparing the peak
plasma concentration (C

max), time to achieve a maximal

SYNOPSIS

seneric products must be bioequivalent to the innovator
brand before they can be marketed in Australia. There are
nogeneric formulations of drugs with anarrow therapeutic
index as it would be difficult for them to meet the required

Generic prescribing

In Australia writing the non-proprietary (generic) name on a
prescription allows the pharmacist to dispense any brand of
the drug. The pharmacist does not have to dispense the
cheapest brand.

concentration (T__) and the extent of absorption (area under
the concentration-time curve, AUC) of the products (Fig. 1).

standard of bioequivalence. In Australia most generic
drugs are marketed with a brand name. Some generic
brands are manufactured by the same company that
produces theinnovator brand of the drug. Although generic
brands are usually cheaper the proliferation of brands
may cause confusion.

Generic substitution

This policy enables the pharmacist, without reference back to
the prescriber, to dispense a different brand of the drug even
though the doctor has written a prescription for a particular
brand. In Australia, doctors can endorse the prescription to

These studies are well suited to identifying potentially significant
differences in the delivery characteristics of the active substance
of different products. The same bioequivalence principles apply

Ation proceaures for ge

medicines based on the internationa to new drugs when different formulations of an active ingredient prevent substitution.
are compared. Index words: bioequivalence, pharmaceutical industry,
i ) ) ) drug regulation. Bi ival
Bioequivalent products are marked with a superscript a or b in Chiat S ioequivalence
Aust Frescr 20U 2000~/ . ¢ o s
the Schedule of Pharmaceutical Benefits.5 e Two pharmaceutical products are bioequivalent if they are
g pharmaceutically equivalent and their bioavailabilities (rate
Introduction :

Is bioequivalence clinically important? and extent of availability) after administration in the same
molar dose are similar to such a degree that their effects, with
respect to both efficacy and safety, can be expected to be
essentially the same. Pharmaceutical equivalence implies the
same amount of the same active substance(s), in the same
dosage form, for the same route of administration and meeting
the same or comparable standards.

From time to time, controversies and claims arise regarding
generic prescribing and generic substitution. For example,
bioequivalent should be used interchangeably. On scientific support group for people with epilepsy issued a news release
grounds there is no reason to be concerned about substituting that stated:

a generic product for a branded product that is flagged as being .
bioequivalent®

Yes, only those products that have been proven to be

(generic) substitution may impair safety and efficacy of
treatment

escribing generics

Key words: bioequivalence, pharmacokinetics.

(Aust Prescr 2007:30:41-3)

Bioequivalence analysis - a hypothetical
bioequivalence study

Mean concentration-time curves for two brands of a drug
after single oral doses

+ (generic) substitution may be dangerous for patients with
life-threatening diseases (like epilepsy)

+ patients for whom a medication has been substituted
should be carefully monitored.

These concerns make it worthwhile to revisit the issues and to

try and sort fact from opinion and fiction.

Product quality and bioequivalence data are required before a
generic product can be registered in Australia or listed on the
Pharmaceutical Benefits Scheme (PBS). The quality data
required include purity, stability, good manufacturing practice
and quality control. These data are the same as those required

for innovator products. It has sometimes been suggested that
2 g i

£ : F.

Ref: McLachlan, A. J., Ramzan, I., & Milne, R. W. (2007).. Australian Prescriber, 30(2), 41-3.

A
\ 4

Ref: Birkett, D. J. (2003). Australian Prescriber, 26(4), 85-7.
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Promoting Quality Prescribing

i |

Caution and Skepticism Regarding New Drugs. New
drugs often appear to be safer—a deceptive impression re-
sulting from more limited experience with their use. Only
when more adequate types and numbers of patients are stud-
ied for sufficiently long periods can a more accurate profile
of their risks and benefits emerge. Although many payers
stress prescribing generic medications for cost savings, an-
other important value of generics is the greater salety knowl-
edge inherent in their longer track record compared with
more newly marketed brand name products.” When using
new drugs, prescribing should be more limited and should
target patients, indications, and situations for which ben-
efit has been demonstrated.

sourcesand {rom colleagues with reputations for conservative —— der entry, relizble [aboratory monitoring) rather than just
prescribing new drugs as ways Lo improve pharmacotherapy

inform their thinking about pharmacotherapy to help

them hetome more careful, cautious, evidence-based Principles for More Conservative Prescribing
—i

Ref: SChlff & Galanther, JAMA 2009
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Issues Related to Generic Medicines Use: Generic Manufacturers
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Avalabio oniine at www scioncadroct com
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Original Article
Generic industry’s perceptions of generic medicines
policies and practices in Malaysia

Omotayo Fatokun“*-*, Mohamed Izham Mohamed Ibrahim®,

Mohamed Azmi Ahmad Hassali®

* Dacipiiow: of Social ard Admbhissatie Fhemady, Sooa of Mamnaced val Scimoes, Unfnesds Saies Maliysda, 13300 Revang,
Maapea

" Facslty of Fharsasasond Scewes, UCS] Unduesity, Kuda Luwpus, Mdaysia

“ Colge of Flamnacy, Qatar Underady, Doka, Quar

AZSTRACT

Avelabin crire & febezazy 2001

Kepaondx

= zn

Bixited By Seed Lioewer inda Mo Lud Allsugex

i

ol md Adzreate e Pisemmacy, Schod of Mo mroce wizoxd Scesoex, Unsw ses Sazo Malepes

Generic Manufacturers: Major barriers to local
production includes:

= Patent clustering (i.e. acquisition of multiple
patents surrounding the basic patents of the
drug products) by innovator companies

= Market competition from imported generics

> Earlier entry of imported generic medicines into
the Malaysia drug market was due to trade policy
initiatives and the difficulty of local generic
drug manufacturers in conducting bioequivalence
(BE) studies.

>  BE centres are mostly university based and
non-profit orientated

> Asof 28.4.2016, there are only 5 local
accredited BE centres.
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Role of Universities In Establishing BE Studies Centres

* The Working Committee for BE Studies
which was formed in September 1999,
comprising of representatives from
Universiti Sains Malaysia (USM), University
of Malaya (UM), National University of
Malaysia (UKM), International Medical
University (IMU), National Pharmaceutical
Regulatory Agency (NPRA) and the
pharmaceutical industry. The members
were officially appointed to undertake the
task of formulating an action plan for the
conduct of BE studies in Malaysia through
collaborative efforts.

Lab

* Publication of the 'Malaysian Guidelines for
the Conduct of Bioavailability and
Bioequivalence Studies' marked the first
outcome of this committee's objectives.

Lab Photos : Thanks to Prof Yuen Kah Hay, PhD

Plasma sample preparative room at USM BE
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Bioequivalence in Malaysia

The Malaysia Drug Control Authority (MDCA) at its 92nd meeting in 1999 decided
to include BE studies requirements for the registration of generic products of

certain  categories

MALAYSIAN GUIDELINES FOR

THE CONDUCT OF
BIOAVAILABILITY AND
BIOEQUIVALENCE STUDIES

MINISTRY OF HEALTH, MALAYSIA

of oral, immediate-release
interchangeability between innovator and generic medicines

Adopted from the ‘Note for
Guidance on the Investigation
of Bioavailability and
Bioequivalence , The
European Agency for the
Evaluation of Medicinal
Products. ..with some

adaptation for Malaysian and
ASEAN

products to ensure

ASEAN GUIDELINES FOR

THE CONDUCT OF
BIOAVAILABILITY AND

BIOEQUIVALENCE STUDIES

FINAL DRAFT : 21 JULY 2004

Adopted from the

“NOTE FOR GUIDANCE ON THE INVESTIGATION OF BIOAVAILABILITY AND

BIOEQUIVALENCE"{The European Agency for the Evaluation of Medicinal Products,
London

26 July 2001 , CPMPIEWPIQWP/1401/98 )

with some adaptation for ASEAN appiication.




UNIVERSITI SAINS MALAYSIA TET L

Press Release

PRESS RELEASE BY THE MINISTER OF HEALTH MALAYSIA IN
CONJUNCTION WITH THE “PHARMACEUTICAL INSPECTION CO-OPERATION
SCHEME (PIC/S) SEMINAR 2010” ON THE 10™ NOVEMBER 2010 AT THE LE
MERIDIEN HOTEL, KUALA LUMPUR.

REQUIREMENT OF BIOEQUIVALENCE STUDY (BE) FOR ALL GENERIC
PRODUCTS

The Ministry of Health (MOH), Malaysia started registration of pharmaceutical
products and licensing of manufacturers of pharmaceuticals in 1985, with the
enforcement of the Control of Drugs and Cosmetics Regulations 1984 to ensure
products marketed in the country are safe, efficacious and of quality. Since then, the
local pharmaceutical industry has undergone huge fransformation to upgrade their
manufacturing faciliies in accordance with Good Manufacturing Practice (GMP)
requirements. Recognising that Malaysia has a licensing and a GMP inspection

system well in place, the Pharmaceutical Inspection Co-operation Scheme (PIC/S)

accepted the country as its 26™ member in January 2002.

Within the last decade, the pharmaceutical product market has charted an average
growth of 10-15% yearly. Presently, the pharmaceutical product manufacturers in
Malaysia export their products to about 70 countries throughout the world. The
export numbers are increasing by the year. Due to our strict regulatory surveillance
system that complies with international standards and the industry’s willingness to
comply to these requirements, Malaysian pharmaceuticals are widely accepted and
recognised for their quality by the importing countries.
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Holistic Approach for GS
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« Agreement, cooperation and communication between pharmacists and medical
practitioners are important for the successful substitution.

 Physicians should be able to disallow generic substitution for the cases in which
generic substitution is not appropriate

 Patients should be given the opportunity to make an
informed choice to consume either branded original medicines or generic
medicines.

» Need of guide on therapeutically interchangeable drug products to help
healthcare professionals to perform generic substitution appropriately and to
avoid any pitfalls or errors that may arise from inappropriate generic substitution

E.g. British National Formulary (BNF) in the United Kingdom (UK), the Schedule of Pharmaceutical Benefit
Scheme (PBS) in Australia and the lists of interchangeable products in Finland and Sweden
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Generics Medicine Policy in Qatar

1/15/2018 Generic medicines policy in Qatar - GaBl Journal
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Abstract:
Qatar’s pharmaceutical market is likely to remain highly dependent on imports. The use of generic medicines remains a great challenge
to the country.

Submitted: 18 December 2014; Revised: 28 January 2015; Accepted: 1 February 2015; Published online first: 13 February 2015

Qatar is the world's richest country per capita. The country established its National Health Strategy 2011-2016 in line with the Qatar National
Vision 2030, which aims to advance Qatar’s Healthcare Vision of creating a world-class, patient-centred healthcare system [1, 2]. There has
been a huge increase in public spending on health care in Qatar, giving it the highest per capita health expenditure in the Middle East. The
National Health Insurance Scheme is a strong platform to ensure a healthy population with access to affordable health care

Public sector drug procurement is camied out through closed international tenders, Gulf Cooperation Council (GCC) bulk procurement and
direct purchasing. The Qatari pharmaceutical market reached a value of Qatari Rial 1.43 billion (US$392.6 million) in 2010. Spending on
medicines and pharmaceuticals in 2009 and 2010, as a percentage of total public sector spending, was US$138 million (9%) and US$143
million (8%), respectively [3]. Medicines dispensed at the Hamad Medical Corporation (HMC) health institutions are priced differently for
Qataris and non-Qataris. The development of the pharmaceutical market is shaped by the decision of the Supreme Council of Health (SCH)
to abolish government controls over the pricing of medicines and to allow more imported goods and suppliers in the country. Qatar has
adopted an open market system. The retail prices of medicines remain among the highest in the Middle East

There is no official policy on the bioequivalence of generic medicines, although the government is promoting their use [3]. Nevertheless,
Business Monitor Intenational (BMI) has reported that there is extensive use of branded medicines in Qatar’s healthcare facilities [3]. HMC is
using brands mainly because of prescriber’s preference, patient trust and unavailability of a bioequivalence centre in Qatar, where
bioequivalence could be studied and tested
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* The Qatari pharmaceutical market
reached a value of Qatari Rial 1.43
billion (US$392.6 million) in 2010.

* Spending on medicines and
pharmaceuticals in 2009 and 2010, as
a percentage of total public-sector
spending, was US$138 million (9%
and USS143 million (8%), respectively.

* The retail prices of medicines remain
among the highest in the Middle East.
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Generics Use in Qatar

* Currently, there are no national generic medicine prescribing and
dispensing policies in Qatar, and the obligation of prescribing and
dispensing brand-name or generic products, especially in
community practices, lies with the general practitioner and the
pharmacist, respectively

e There is no official policy on the bioequivalence of generic
medicines, although the government is promoting their use.
Business Monitor International (BMI) has reported that there is
extensive use of branded medicines in Qatar’s healthcare facilities
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Qatari Generic Drug Market Forecast

BMIResearch

w2, FitchGroup Company

e Sespioom

Q12018

www.bmiresearch.com

QATAR
PHARMACEUTICALS & HEALTHCARE REPORT

INCLUDES 10-YEAR FORECASTS TO 2026

BMI View: Despite their relatively small
market share, generic drug sales in
Qatar will experience significant
growth over the forecast period.

Pro-generic policies, as well as the
effects of patent protection loss, will
contribute to generic medicines
market expansion.

The gradual development of drug
manufacturing facilities in the country,
albeit still insignificant, will also
contribute to support generic
medicines sales over the long term
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Community Pharmacist Study On Generic Medicines in Qatar

Int J Clin Pharm (2014) 36:394-404
DOI 10.1007/s11096-013-9909-2

RESEARCH ARTICLE

on generic medicines in Qatar

Maguy El-Hajj * Huda Hazi + Nada Khudair *
Raja Barazi

Abstract  Background The practice of generic medicines
prescribing, dispensing and substitution in developing
countries has been controversial among healthcare profes-
sionals, particularly due to issues on quality, safety and
efficacy. These controversies are as a result of inter-country
difterences in policies and laws as well as individualized
knowledge and attitudes of pharmacists pertaining to gen-
eric medicines. Objective This study primarily aims to
assess the knowledge, attitudes, and practices of commu-
nity pharmacists in Qatar towards generic medicines. Set-
ting Community pharmacy settings throughout the State of
Qatar. Method A cross-sectional study using a pretested
paper-based survey was conducted among a random sam-

Knowledge, attitudes, and practices of community pharmacists

Ahmed Awaisu * Nadir Kheir + Mohamed Izham Mohamed Ibrahim

Received: 2 September 2013 /Accepted: 26 December 2013/ Published online: 15 February 2014
© Koninklijke Nederlandse Maatschappij ter bevordering der Pharmacie 2014

was 10). Years of practice as well as place of obtaining
academic degree did not influence knowledge score.
Approximately 72 % of the pharmacists supported generic
substitution for brand name drugs in all cases where a
generic medicine is available and the majority (93 %)
agreed that pharmacists should be given generic substitu-
tion right. Nearly 61 % of the pharmacists considered lack
of proven bioequivalence to original brands as an important
barrier for selecting generic medicines and 55 % rated
“lack of policy for directing the practice of generic med-
icine” as an important barrier. Conclusion In order to
enhance the quality use of and to promote the practice of
generic medicines in Qatar, an educational program should

72 % of the pharmacists supported
generic substitution for brand name
drugs in all cases

Majority (93 %) agreed that pharmacists
should be given generic substitution
right

61 % o considered lack of proven
bioequivalence to original brands as an
important barrier for selecting generic
medicines

55 % rated “lack of policy for directing
the practice of generic medicine’’ as an
important barrier

Ref: Awaisu, A., Kheir, N., Ibrahim, M. I. M., El-Hajj, M., Hazi, H., Khudair, N., & Barazi, R. (2014). International journal of clinical pharmacy, 36(2), 394-404.
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Qatari National Health Strategy 2011-2016 Targets

\ELile EINEL N Healthcare

products

Outcomes/ Outputs
Objectives Baseline and

Targets to 2016

To ensure Education Target:
effective use, program for Establishment
safety, and health of

quality of professionals national
healthcare on formulary
products by narcotics and (milestone)
enhancing generic use

healthcare

products

regulation

danl Gyt dgaiul
National Health Strategy
2011-2016
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Recommendations to Encourage Generics Use in Qatar: A
Personal View

* Policymakers should establish a sound generic medicine policy and
guidelines for the State of Qatar

* There is a need to assess the knowledge, attitudes, and practices on
generic substitution, and the need for educational interventions of
physicians and other healthcare professionals in Qatar

* There is a need to build consumer confidence with generics

 There is a need to educate the final year pharmacy and medical students
regarding generic medicines where they will be the future drug
dispensers and prescribers
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Current Malaysian MOH Effort in Promoting Use of Generic Medicines

* Review of current policy - Master Plan of Action

* Nationwide educational road show
— Generic Medicines Awareness Program (GMAP)
— Know Your Medicine Campaign

* Development of educational booklet for
— Healthcare Providers

— Consumers
* Addressing The Missing Part
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Master Plan of Action

* In September 2013, a workshop involving
relevant stakeholders from the government
agencies and private institutions was
conducted towards preparation of Master
Plan of Action for second term of MNMP.

Alongside the formation of the revised
edition of MNMP, an appropriate and
practical Plan of Action was developed based
on the newly-organized components and the
strategies outlined in the policy.

With the reconciliation of efforts from all the
stakeholders, it is very much anticipated that
the implementation of the Plan of Action will
bring a remarkable impact to the health of
the nation.
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Generic Medicines Awareness Program (GMAP)

PENGENALAN

Koz penjagaan kesihatan semakin meningkat setiap
tahun dan In merupakan satu cabaran kepada keraaan
untus memastikan pengauna mampu mendapat ubat umuk
rawatan

Penggunaan ubat geners merupakan satu altermattf
untuk mengurangkan perbelangaan ubat. Namun, secara
umumnya, pengRrunaan ubat generik dil Malaysia mash
beraca pada tahap rendah.

Saz pxmmran ubat d Malays=a acaiah sebamyak
RM3.22 billon mellputi sektor awam can swasta. Sebanyak
RM1.15 bilion (30%) merupakan nilal pasaran udat generik
dan sebanyak SM2. 650 (70%) merupakan produk inowvator.

Oieh Ity langkah yang lebih agresif perfu damb
untuk meningsatian penggunaan ubat generk sekalgus
membantu mengurangkan perbelanjaan ubat-ubatan

usteru Sanaglan Perkh.amatan Farmasl,
Lementerian Kesihatan Malayza (3XM) mengamd Inisiatif
untuk melaksanakan sxXu program berbemtuk it jelajah
sefuruh negara  atau  jerayawara  (roodshow) untuk
mempromos penggunaan ubat generik

Peningkatan pPeN@RUNIIN ubat pgenerk yang
oersualitt adaiah satu strategl wama umuk membdolencan
ubat diperolen pada hargs yang derpatutan dan mampu
dimilk cleh sefurunh rakyat Malaysia.

Dinarapkan seminar inl dapat meyakinkan preskrider
terhachp alktt ubat generk dan seterusnya mampu
meningkatsan pengRunaInnya ke arah penjimatan
perdelaniaan ubat paca masa akan datang.

Objektif Program

Objekeif Am
*  Untuk meningkatkan keyakinan preskrider terhadap
kuaizl, kese'amatan dan kedberkesanan ubat generik
AR3Ar pengRUNIINTya dapat dipertingkatikan

Objektif Khusus
- Menyedbarian makiumat berkaitan penggunaan ubat
secara rasiona! dan ubst-ubatan generik & Malaysa
calam kalangan preskriber.

. Memberi pencdedanan kepaca preskrider beraitan
ubat-ubatan generik lams kezetaraan bio
(blocquivalence), keberkesaman dan keselamatan
produk, pendaftaran produk dan kawalan wualitl
produk farmaseutical & Malysia.

. Member! penerangan berkatan faedah dan manfaat
pengunaan ubat-ubatan generik bercasarkan kajan
farmakoekonomik dalam penjimatan L33
perbelangaan ubat-ubatan.

ATUR CARA SEMINAR

Maza Perkara

07300830 Pencaftaran & Kajp selidik Pra-seminar

Ketibaan Penceraman dan Jempazan

asan
o830 Kenormat (VIP)

oBa0 0=2s Bacaan Do

Ucapan Alualuan & Perasmian Pengarah
Kesnatan Negeri

YBhg. Dato' Dr. Hjh Zallan Bimtl Dato' Hj.
Adnan

0845 0900

09000930 Minum Pagl

Toplk 1 : “GENERIC MEDICINES: THE 8BIG
PICTURE™

Profesor Modya Dr. Mohamed Axml 8
09301015 Ahmod Hassol

Timbolan Dekan, Rusat Pengayion Soins
Formasi, Unwwersit) Sains Moloysio

10151025 Sezl soal awab

Toplk 2 : “ENSURING QUALITY, SAFETY AND
EFFAICACY OF GENERIC MEDICINES :
MANUFACTURER'S PERSPECTIVE™
1025-1110 Enclk Memmy Piong Tock Onn

Executhve Council, Maoloysion Orgonisation of
Pharmaceutical Industries

11101120 Seszi zoal pwab

Toplk 32 : "ENSURING QUALITY, SAFETY AND
EFFICACY OF GENERIC MEDICINES :
REGISTRATION PROCESS REQUIREMENT™
Puan Mazuwin Bint! Zoinal Abicin

Ketua Penolong Pengaraoh Konan US4,

Biro Pengawalan Farmaseutikal Kebangsaon,
Kementerion Kesthatan Maloysio

H203220 | yopik 3b : “ENSURING QUALTY, SAFETY AND
EFFICACY OF GENERIC MEDICINES : POST
MARKET ACTTWTTES™

Puan Rokioh Binti Isohak

Ketuo Penolong Pengarah Konan US4,

Biro Pengowalan Formaseutikal Kebangsoon,
Kementerion Kesthatan Maloysia

12201220 Se=l zoal pwab

1230-1200 |l sel idx Post-seminar & Makan Tengahart

Laman sesawang Kenall Ubat Anda

v knowyourmedicine gov.my.
Tallan Pusat P Slan Farmasi
12800 228 6722 (NPCC-Bcbas tol 28)am)

Nationwide road show to
improve prescribers’
understanding about generic
medicines.

Involves different stakeholders
including NPCB, policy maker,
generic manufacturers, doctors,
pharmacists and etc.
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Generic Medicines Awareness Program (GMAP)
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[3 knowyourmedicine.gov.my/en/content/what-you-should-know-about-generic-medicines

The "Know Your Medicine" campaign is a project jointly organized by the
Ministry of Health (MOH) and the Consumers Association of Malaysia
(FOMCA). It was initiated in 2007.

. Official Website of Pharmaceutical Services Division
“*  Ministry of Health for Consumers

Home | Sitemap | FAQ | Conta

DIRECTORY

INTRODUCTION HEALTH INFO PUBLICATION

Home > What You Should Know About Generic Medicines

What you should know about generic medicines

Thu, 2009-08-20

-

Enquiries on

medication may be

cci:lr:cad o l\;a:c;?al The public can rest assured that all medicines, branded or generics, registered by the Drug Control Authority are

L'a nireloll Free safe, efficacious and of good quality. Generics medicines do offer patients with accessible and affordable medicines.
ine

Although generics bypass the expense and time required to demonstrate the drugs efficacy and safety through
1800-88-6722(NPCC) clinical trials, generics still need to conform to same standard of quality, efficacy and safety required of branded
medicines. Therefore, it is important for Malaysians to be aware that 'Cheap Price is not an indicator or a perception
of 'Low Quality” medicines.

Read more
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RATED FOR EXCELLENCE
2016

Know Your Medicine Campaign
Objectives
The objective of this campaign is to: ANDALAH PENGGUNA UBAT YANG BIJAK ...
e increase consumer awareness of the rational use of medicines KERANA ANDA TAHU ...

/ “Invdah ubat untuk penyakir saya®

"Inilch cora penogunaan yang betul®

e provide consumers with information on different issues related

e ensure that consumers know their medicine, what they should

and should not be taken, and why

e improve knowledge in the use of medicine by pregnant

women, nursing mothers and children
e assist senior citizens in the use of medicine

Target Group
To all consumers who are concerned about their health and the health of their loved ones.
Activities

The campaign is conducted by a pharmacist from both public and private sectors, through the following activities:

Workshops for consumers in all countries that target both rural and urban areas

Activities exhibitions and lectures 'Know Your Medicines’
e Reviews and research on consumer perceptions and knowledge of medicine
e continuous promotion in the media

For organizing campaign activities in your area, kindly contact the respective State Laison Officer

CANGRC MEDIONTS AWASONCES PROCaAavve
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Know Your Medicine Campaign
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Publication of Educational Booklet on Generic Medicine
for Healthcare Professionals

Understanding
GMA P Generic Medicines:
- WHAT PRESL MIBER S
"SHOULD KNOW ABOUT
GENERIC MEDICINES

What Healthcare Professionals
Should Know
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Educational Booklet on Generic Medicine for Patients/Consumers

WHAT ==ed]| puee
YOU 2 F3 G"
SHOULD Y .
KNOW "

ABOUT _
GENERIC (| CERERIE
MEDICINES

g MEDIECINIES
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Snapshot of Educational Booklet on Generic Medicine

Generic Medicines Counterfeit Medicines

5. Similarities and differences between generic and branded
medicines

ASAMPLE LABELTHAT MEETS THE MALAYSIAN

LEGAL REQUIREMENTS

Definition Pharmaceutical product Medicine that is deliberately
Similarities ‘ ° Active ingredients — Name and address of Clinic or Pharmacy r::;lj}::;:;:gleed:lﬁn :?htgxf?:,l.’d':,:::}tﬁd
. Labelled Strength Refe’;en.ce 'j"mbe' innovator product, thatis | orsource. Counterfeiting
— Dosage forms Full na :l;fe“t: d'?:,m: manufactured following can apply to both branded
Y m . - .
. Mode of administration st e the expiry of the patent | and generic products and
o Tk Afaston and other exclusivity counterfeit products may
X rights. Generic medicines | include products with the
¢ Therapeutic effects [_ KI-INIKIFAHMASI *IOM should provide the correct ingredients or with
o Bioeauivalence ) i mowicTag 3 i R same dose as branded the wrong ingredients,
“ Side gﬂ'ects l_ “‘"“’:‘::"‘”“;:;‘:‘e: con medicines. without active ingredients,
i with insufficient active
= Label 2 . ingredients or with fake
. Both brand-name drugs and Mefenamic Acid 25Umgo~ packaging.
generics facilities meet the
same standards of good Ali bin Abu @
rnanufacturing practices (GM MAMA: ... Y s e S s ape Sa Legislation Must conform to national | Do not conform to
o 24 GQ 2:]” _2’\ 2004 o regulatory standards. national regulatory
: - (£ - e standards,
- mr: SV . (EOIEUNE T
— Safety Have the same safety Hamful and unsafe due to
Diffe , Biji Pil Kalrseiyi profile as the innovator presence oftoxic/inactive
rences I ; e e Kassel Sabetrm S 2l2sd product. ingredients that are not
- Generic medicines may be Maizr effective.
composed of different inactiv
: : ne Timas Daily
mgredxents [e“?lplems) Com] ke Tablets -0!‘!!!'157:!'! A Packaging Good-guality packaging. | Fakepackaging —
to branded medicines. The in: Capseles Food— and labelling | Label is written properly | product packaged and
ingredients‘ include colourin — wi:ih &ICllfrale drug details | labelled }o‘iook lilk'e brlalnded
BT E ‘ o and spelling. or generic drugs. Usually
s i Ubat Terkawal / Controlled Medicine oot bear the name and
special tablet coatings. ' address of the manufacturer
and are of r quality.
L— Date the medicine is supplied SRS
Complete instruction for taking medicine —
P 9
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Apa itu Ubat Generik 7

Ubat generic acalah sama dengan ubat ncwvator

darpaca s
e————
- Dos
<=

setamatan
Ietamcan bahan el

ubat csambs 1 borfungs)

Lot Samb
ubat o s N

S rmenamsmana
Uoat baru tersebut setelah menjaleni pelcags

kajan dan peryelicikan

/‘«Q akah Ubat Ino

an can

ator lebin baik

Ha Ubat Generik?

Pon.

usat-ubatan periu meng kut
Pins

ok Boriamsa

P
ubat yang oagal rmernats paveaian

/\(_} ﬂk ahn Ubdl Generik selamat

N j

a dibandingkan

at INnovator?

eaian dan fiSko kesan Samoincan yang sama

dengan uber novator

AHAGIAN PERKHIDMATAN

Adakan Ubat Generik lambat
ert

Ticalk Tempoh tindakan ucat generk ke atas
tubun adalan sama dengan ubat Ncwator

Mengapakah Ubat Generik lebih
murah berbanding Ubat
Nnovator?

Harga ubat genorik iebin mural kerana Syariiat
yang memasarkan/mengoiLankan ubat genernk
tersenun ticax periu Mmengeluaran belanja yang
makal cag membiayal kajan dan pormelicikan
seperti yang dialui cleh ubat incvator.

Mengapa perlu ada Ubat
Generi?
Harga ubat genarik adalan lebin muran carpada
Lot Inovator. Ini Capat Mmermastian Sosuar
Lioat toraaton acaan mampm ot coid
(affardabie) cleh pobagal moean rakyat yana
- > s Ut Geror < yang
it Fosakt, Kosokmatan
an yang Sama dergan ubat owvator,
Farcn Sesuatu Ubot S pasaran akan manjadt
LA Mo Chd ot \wl ot e St
Tios men
cat Gene
Tahe nama banan akif usat anda

Tarya ank fammas! atau dokdor Lntuik pilhan
ubat yang lebih murah con ses

unakan
<

Yakinlah dengan ubat generik, ia
sama sahaja..

x5,
omemn

FARMASI
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Take Home Messages

* Generic medicines provide the same quality, safety
& efficacy as original branded product.

NG MY
Wgs\men
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» Allowing effective competition between generic and
innovator medicines is crucial for lowering
pharmaceutical cost and stimulating innovation.

‘DU ‘Sjedpulg soleas) 9002 wybuldon

 Economically priced generic medicines provide a
cost-effective means of controlling the fastest
growing budget item in the healthcare industry: The
pharmaceuticals!
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THANK YOU




