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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)
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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
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Definition of ‘Generic Medicine’
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* 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
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The Importance of Generic Pharmaceuticals

The World Health Report (2010) identified the following

ten leading cause for health systems inefficiency: E‘ .
:
|
e Medicines - use of sub standard and counterfeits  Improving health system efficiency as a means
S . . . . - of moving towards universal coverage
 Medicines - inappropriate and ineffective use
* Medicines - underuse of generics = o O & e
« Health care products & services - overuse " World Health Report (2010)

Background Paper, 28

* 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 s e pra
strateg ieS The path to universal coverage Y ®¥ Organization
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The Importance of Generic Pharmaceuticals

Generic
Origina! Paper Medicines

Competition and innovation

Ba) -1

The expanding world market of 6 Mot

Reorints and permission:

Access to essential medicines. QRoEre pranmacelial

jam.sagepub.cam

BSAGE

Lower prices

Yannik Brems™, Jonathan Seville" and Jan Haeyens1

Supply continuity.

Economic development and employment

Abstracl

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

. . national policies are in place, generics are availzble at reduced prices, drive compelition and innovation,

Savin gs for national healthcare SySte NS | enence access to essental medicines, ensure supply continuly, stimulete economic development, and
generale savings for healthcare systems.

This paper reviews the world markel of generic harmaceuticals, wilh special emphasis on the current
sifuation and expected future development, Besides providing a qlobal picture, different regions are sepa-
rately examined by both assessing racent market analyses data, and by including recent Litarature on gensrics
and their role in enhancing access to essenlial medicines. In view of the challenges in developing countries,
the Republic of South Africa is dealt with in more detail. The analysis stresses the importance of this highly
dynamic and competitive market, expected Lo continue Lo grow in the future, thus remaining an alfractive
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 Selvaral Rachel Kiddell-Monroe, Faith M Mwangi-Fowell,
Tido von Schoen-Angerer, on behalf of The Lancet NCD Action Group

Lancer 2013: 381: 68083 Access 0 medicines and vaccines to prevent and treat non-communicable diseases (NCDs) is unacceptably low
Published Online  woOTldwide. 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;;p;‘isx;;z'gj:i:]ﬂ;i of experience with policies for essential medicines and 10 years of scaling up of HIV treatment have provided the
’ B  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,
281: 500 low-income and middle-income countries need to increase mobilisation of domestic resources to cater for the many

Shis is the fifth in 2 Series patients with NCDs who do not have access to treatment. Existing initiatives for HIV treatment offer useful lessons
offive papers about 1AL can enhance access to pharmaceutical management of NCDs and improve adherence to long-term treatment of
nor-communicable diseases  Chronic illness; policy makers should also address unacceptable inequities in access to controlled opioid analgesics.
loepartment 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
Unbversity Medical Centre. - nfjers of interest need to be identified and managed, and indicators and targets for access to NCD medicines

[Pr-:.rﬂ:'j:i-ﬁer:;:ii:ﬁ should be used to monitor progress. Only with these approaches can a difference be made to the lives of hundreds of

McCabe Centre for Law and _ millions of cu
—

Imncrease efficiency in selecticn, procwremmeerntdt,
sup Py, amnd vse To promote acoess To Mmedicimnes
wwiithim the existimng health bhwudoget

Gemneric policies

Ses Comment page &02

See Comment Lancst >F013;

Ref: Hogerzeil, H. ‘/" Liberman, Data_ _‘FI'-EI'I:‘I!‘I seweral countries s Fuomer 1:_]"1:1t access o
rmedicimes for MNOCIs carmn be substantially irmprosced

J., Wirtz, V. J., KlShOl"e, S.P, within existing budgets for pharmaceutical rmedicines
. . by optirmidisation of thhe selection., procurerrmnent, suppely,
SEIvaraj, S., Kldde”'Monroe, R., and use of medicines. For example, legislatiorn cam
& o ProrTLode gerneric rmarket entry arnd substitutior, ssehick
eoe LanCEtNCDACt’on Group- are further facilitated by guality assurance sSysSterrns toe
reassure prescribhers and the public, price inforrmatior

(2013)" Thel'ancet’ pPrormmoting the Anancial adrantages of generics,. arnd
reirmburserment sChermes Prorricotireee Terueric s1rl-

stitutiorn amnd redoaced patient copayvyments for generic
products. Policies that promote generic mmedicines can
generate laroe savings; in France, implermentatiorn of a
mereral EeTIE T substsitlatiore Stratemy =g e rearhs
Is42 billiormn i 20002 alomne.™ Policies promoting the
use of safe, affordable, effective, amnd guality germneric
rmedicimnes should address the effect of rmark-uaps and of
poor purchasing practice, and any perception that Loswse
price egquals lowes gualitye =53

Kami Memimpi
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CGeneric Medicines: Solutions for a Sustainable Drug Market?

FPieter Idvist - Armsold Wiolto - Briamn Gocmmas -
Steven S i s

2 Sprineer Intemaationa ] Poblishdne  Seed e ar]anadl 2000103

Ahstract Geenerive  medicimnes offer egually high-aguoa ity
treat roe il as originator rmeedbici mes do at smach lossie s prrices,
Ag such, they represemt a oconsiderabls  opportomity for
authomties W obtadn substamtial sawvinggs, Ad ths meosnent,
the pharmacesmical landscape is changing and many phoar-
maceutical compamnies have altered their development and
cormamerncial | strate mes,  ocombinng both oo ginator and
generic divisions, In spdte of this, the generic rmedici mes
imdustry is currently facing a Doumber of challenges:
delaved market access; the lirmdted price differential swith
originator medibcines ;. the comtimuous downwsands  poessarne
on prices: and the pegative perception regacdi ne generic
meesdicines held by some kew stakeholbder groups . This cooald

. Dryilst =00 - S SHirmoeens

Theyparimend of FPhamac enitic sl and Pharmacooloeieal Sciensoes.,
KLT Leween, Belginasn Herestrast 409, O8N 2

o, Box 521, 30600 Teonwven, Beloiom

e-rma il pdeter dhyd st @Epdhcs kool e ve e b

S, S bmaserns
e il Steven s o s G plheeerrm koo lenven e

A ahes

Haosgyital Pharmacy, Erssamns Thindversity hedical Ce e,
Gra vendijloweal 23400, 3015 CFE Robesdsan, Thes PMether]ands.
e-rma il & v o ers s onsare. nd

B Ceosdirean

T wveisd o o O ical Pharmacolapy, Karclinsks Ensiet,
Faraclinsks LTindversity Fosparal | Fosdd g,

141 826 Stockbhaolm, Sweden

B . Ghosdire s
Tiwverpeoen] Health FEoomsoamicos Centne, Tiwenpeososd T Rndwersity,
Chathmm Swvreet, Liwverpsossl, TIED

B Geoedien s

Strailhcyde Instibwie of Phamacy amnd Biome dical Sciemnsoes,
Thnd wersdity of Strathec]lyade, Glasgow, TIE

Published omline: 12 July 2003

Jeopandismes the long-ternrn sustanabdlity of  the generic

manufacturing imnduastry . Themsfons,  governrment s muast
foscus o dermand-side policies,  alongside policies Lo
acceberate market access, as the gpeneric mesdibcines s ey
will cmly be able o deliver competitive amd soastadnable
prices if they are ensursd a high volurme: . In the futare, the
generic medicines imdustry ewill increasingly ook o bdio-
simmilars and generic versions of orphan drugs o expard
Lheir business,

Key Points for Dwoecisibon ok ers

- iGenenc  meedicimes offer substantial  sawvingges and
comitribute o the long-ternrn sustodnabidilbity of health
L=F-T .

The clear division between Big Phoarma amd  generic
commpanies willl disappeear ower o

Gowermrment s”  continuoas doswmeecarnds pressures on
term sustoadnabdline .

Govermrments should foous on demamd-side  porli cies,
almeside policies o accelerate market aocess, Lo
address the vardous challenges the generic industry is
curmently  fcinge.

1 T ool i o

The dewveloprme nt Of mew rmedh cines s o oostly process weith
a high risk of fadlure [1, 2] For instance, the chameaee off
suceess ful markst lawmch for a medicine entering phase 1
trals decreased from approximately 10 S in 2002 1o 5 %
im 2008 [2]. Imnnmowvalor Sosmpanies incur a great risk in the
developrnent  of e meesdicines and are rmewarded

o Al

Ref: Dylist,P et al. Appl Health Econ Health Policy. 2013 Jul 12.
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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.
o 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,

Engineeting * 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, ¢.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, €.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 for Sales figures for Sales figures
2002 2003 2004 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 panecroa
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 33 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
. o . . Johnson &
Risperdal Risperidone Johnson 2.1 NA 25 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’ Fluticasone; GSK 2 NA 3.6 NA 4.5 4.7 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

PHARMACOEPIDEMIOLOGY AND DRUG SAFETY 2008; 17: 82-89
Published online 19 September 2007 in Wiley InterScience (www.interscience wiley.com) DOI: 10.1002pds 1477

ORIGINAL REPORT

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

Chong Chee Ping BPharm (Hons), MPharm(Clin. Pharm)'
Mohd Baidi Bahari BPharm (Hons), PharmD'? and i
Mohamed Azmi Hassali BPharm (Hons), MPharm (Clin. Pharm), PhD™*

' Discipline of Clinical Phamacy, School of Pharmaceutical Sciences, Universisi Sains Malaysia, Minden, Penang,
Malayda

* Discipline of Social and Adminismative Pharmacy, School of Pharmaceusical Sciences, Universis Sains Malaysia,
Minden, Penang, Malaysia

SUMMARY

Purpose The pupose of this seady was w0 evaluae the generc submtzmion (GS) practices underaken by commumty
pharmacists in the State of Perang, Maaysia with a focus on the extent of communication between pharmacists and
prescribers on issues related w0 GS, comsumer’s acceptance on the GS and estmaton of st saving achieved for paieas
oped for GS

Method A cross-sectiomal descriptve study for 2 period af 2 months using 2 specific questonnaire as adat callection wal
was undertaken with 2 random sample of 40 communzy pharmacies located m the Stawe of Fenang

Results By theend of the sudy periad, 34 0w of 40 pharmacies comacted paxcipated m the seady. Farty- seven per cemof
pharmacasts consulted prescribers while promatmg GS to ther consumers. Mganty of the prescnibers (84 4% ) when
comacted by the pharmacists accepted the suggestion for sshstuion. From consumers’ pespective, 88% (n = 156) of the
comumens imualved m this stady accepted pharmacst's recommendaton to gemercally sabmaume their prescribed
medications. Through acceptance of GS, 2 has been estmated that the overall comsumers’ expemses an drugs can be
reduced to 2 toml of RM&137 (USSI615; USS 1= RM3 20) and this comesponds w0 2 ot saving of 61.1%
Conchsions  The cucome of the pesem seady showed that through GS recommendation by community pharmacis,
comsumers can save the expendinre of their prescribed medicatioms. Copynight © 2007 John Wilkey & Soms, L

KEY WORDS— generic sthst@ution, commamity pharmacist; prescribers; consumers, accepance

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

Rasmived |8 ravissd ke Ind Septaber, 1000

Asgrul Alkmal Shafie

Fraduted wich 1 pharmacy dagres from tha Univerdty of Sclares, Makysie in 2001 ard was regivared o 2 profssional pharmad = in Malaysia
In 200 Hawas awarded LEM Elowship in 2003 to pursus 1 doctoracs degres in phammacceconomizs which hasuczesdully complonad &
Carclf Univarsity, LK in 2007 Eljrhg,r}ll(tnqlﬂdﬂourdnwokapawﬂmdﬂmnlnkhﬂh Econamics ac che Unkmarsicy of

Hes current ressarch Interests ars in the area of health sconomics, ard social and adminsrathes pharmacy. Cumrantly, Dr Shafis b atadhed to the
Ciedpling of 5odal &Adminematva Pharmacy, ichool of Pharmacsarticl Sdances, Universd Sains Mabyda.

Mohamed Azmi Hassali

praduatad with a pharmacy degres fom cha Univarsicy of Szience, Malapsia in 1998, Following hie pharmacy pre-regkcration caining
at Heapial Taluk Intan, Perak, ha underteck his Mastar's studies In tha fisld of dinical pharmacy at Y5M and graduated n 2000

In 200, ha wae suceessfully awardid 1 PhD degres from thaVicortan College of Phammacy, Monach Univarsity, Mobourna in tha
fiald of pharmacy practica. Hi cumrant ressarch Interests ans in the arsas of clinial pharmacosconomics, sodal pharmacy and cha
pharmackes’ rele i public heakh Corrercly, Dr Aol b atached o cha Dedpling of Sodal & Adminktracies Pharmacy, School of
Pharmazeucizal Sotencas, Universid Sans Malzysia,

Absoract  Generk medicines play a key role In the afordabllicy of prarmaceaticals. This study aims
compare price and to documnent the acual savings that can be achleved If generics are used by consumers
In the sme of Perang, Malaysk. This s a crosssectlonal pllot study on the price of Innovator and generk
medicines for the 20 most-used medications in Mabysla. Upon consent, 20 reall phamacles were
corwenlkently sslected. A pre-valdared data collection form was used to collect thelr sslling price from the
commun ity pharmrackr. The aralysie was imived @ medicines In the @ame dosage form and dosa. Those
stll under patent protectlon or comblned with other actve Ingredents were excluded from the sudy.
This study found that most Innovator druge are 27-20 per cent more expenche than generics. Some
generlc drugs are, howewvar, more expensive than thelr nnovator counterpars (40 per cent higher). Some
locally produced generice are also more expengdye than foreign products. The current findings suggest
that consumers can sEwe up o 20 per cent of the cost of thelr medication by using generic products,
Further Investigation k needad to explore the caumlty of the observed differences in price of producis

In order w Increase thelr accessiblliy o the general population.

Jowrnal of Ceneric Medidne advance online publication, 21 Cctober 2008; doi: 10,1057 Sgm. 2008.25

Keywords:  generic madidnes, pricing. saving aost, Malgysia
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Generic Pricing: Experience From Malaysia

o Subjected to similar regulatory control

o Much cheaper
— Clopidogrel 76mg 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

RANBAXY 30 Tablets

Clopidogrel 75 mg F CERUMINEL”

Clopidogrel Bisulphate Tablets

14 film-coated tablets
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Generic Medicines Policy in Malaysia

m MINISTRY OF HEALTH MALAYSIA
IRYOIAN
RIIONAL
IEDICINES
FOLIGY

SAR UBAT NASIONAL (DUNas)
ISl 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

® .-

icsvoucx 1. Procurement of multi-source products by generic
names shall be promoted to foster healthy
competition in drug pricing.

CONTENTS
ACKNOWLEDGEMENTS
PREAMBLE
INTRODUCTION
1. GOVERNANCE IN MEDICINES
1.1 AIM
1.2 STRATEGY
2. QUALITY, SAFETY AND EFFICACY OF MEDICINES
2.1 AIM
2.2 STRATEGY
221 LEGISLATION AND REGULATIONS
2.2.1.1 National Pharmaceutical Control Bureau (NPCB)
2.2.1.2 Regulating Premises that Supply Medicines

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

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

2.21.3 Effective Enforcement
2.21.4 Medicines Advertisement and Promotion
2.21.5 Counterfeit Madicines

222 PHARMACEUTICAL QUALITY ASSURANCE

2.2.21 Post-Marketing Surveillance

L I e e T B TS B IR

2.2.2.2 Management of Complaints about Medicines
3. ACCESS TO MEDICINES
34 AIM
3.2 STRATEGY
3.21 AVAILABILITY OF MEDICINES
3.21.1 Selection of Medicines

HEE B

B

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

i

321141 National Medicines Formulary

=

3.2.11.2 National Essential Medicines List (NEML) 12
3.21.1.3 Drug and Therapeutic Committee 12 b ra n d n a m e o
3.21.1.4 Traditional and Complementary Medicines Formulary 12
3.21.1.5 Life-saving Medicines and Orphan Medicines 12
3.21.1.6 Halal Medicines 13

i

Generic prescribing and labelling should be

3.2.1.2 Supply of Medicines

3.21.21 Procurement 13 . . . .

32122 Diswibuton and Sorageof Mediines 1 encouraged, and generic substitution permitted and
3.21.23 Disposal of Medicines 13 . . .

32124 g:::t:iluni Supply in Emergency Situations and Medicines 13 eve nt u a | |y Ieg I S I ated’ I n O rd e r to I m p rove

affordability of medicines.

| |  MINISTRY OF HEALTH MALAYSIA
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Malaysian Economic Transformation Program (ETP)

RATED FOR EXCELLENGE
2016
# & .

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 USS15,000.

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

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

The ETP represents the catalyst for economic growth and
investments needed for Malaysia to achieve high-income status by
2020.
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ETP Official Website
&« C | [ etp.pemandu.gov.my/default.aspx
I
ECDMOMIGQ HOME MVEST IN MALAYSIA ABOUT ETP SECTORS IN FOCUS SUPPORTING POLICIES GLOBAL RECOGMITION MEDIA ROOM
TRANSFORMATION
PROGRAMME

GET STARTED

o G W ) TS0

NOTES FROM AN ISLAMIC
(FINANCE) REVOLUTION

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

Starting a business here is simple

+" Read More

sukuk?
"This {getting a trillion smart devices
: connected to the Internet) provides i
M. great opportunities for Malaysians RBEISter tﬂ
and Malaysian business to create RECﬂiVE 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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GNI by 2020 (mil} 1 3853? ;‘szn}ée:.tedjcbs by 1244{} HTI;}F;I}S;{:

‘ Medical Devices
| Corporation

HF HEALTHGARE BEFHAL

EET STARTED

Whetheryourean
individual or a corporation,
the process of startinga
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EPP 3: Malaysian Pharmaceuticals — Increasing Local
Generic Manufacturing for Exports

A few of the strategies under EPP were to:

RATED FOR EXCELLENCE
2016
# & .

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
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C f [ www.picscheme.org

-

PIC/S @ Role Benefits Members & Partners

Welcome to the PIC/S Websitel

B B B B A A A A A A A

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

PIC/S" mission is ™o lead the international development,
implementation and maintenance of harmonised Good
Manufacturing Practice (GMP) standards and quality systems of
inspectarates in the field of medicinal products.”

This is to be achieved by developing and promoting harmonised
GMP standards and guidance documents; training competent
authaorities, in particular inspectors; assessing (and reassessing)
inspectarates; and facilitating the co-operation and netwarking for
competent authorities and international arganisations.

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

The current web site provides an overview on PIC/S' histary, its
role, Members, publications and activities. For any enguiries,

B D S T T T = e T (= T = P T

Search

Adtivities

Expert Cinzle on

Training

|Q. Contact | Site Map | @@ Members Area

Members area

Username

This area is reserved fo PICIS

Publications

Blood & Tissue

All the Publications
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» Inspeciorates
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Systems
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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.

RATED FOR EXCELLENGE
2016
# & .

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 Espafola 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 Umte(.j R 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];
Avadilable from: http://www.picscheme.org/members.php.
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Members of PIC/S

o4 | Latvia Za|u Valsts Agentira (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 1st 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.




™ SOARING
UEWARDSSS

UIVERSITI SAINS MALAYSIA

Issues Related To Generic Medicine Use
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I Consumers: Major barriers to acceptance

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

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

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

Abstract

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

Methad 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 authors” institution library.
The tollowing keywords were used for the search: bmnd, generic, multisource,
medications, medicines, drugs, pharmaceuticals and consumers, customers, and patients.
Electmonic databases seanched were Madling, Inside Web, 151 Web of Knowledge, Scence
Drirect, Springer Link, JSTOR, Proguest, Ebsco Host and Google Scholar. These electronic
databases wene searched for full text papers published in English trom 1970 to October
20008,

Key findings Twenty studics were identified. Eleven were from the USA, four were from
Europe, two wene from Canada and one each was from Australia, Brazil and Malaysia. In
genenl, consumers showed mized reactions towards the use of generic medicines. This
was cvident from the divergence of views ohserved by country development level,
consumers sociocconomic characteristics, drug product charactenstics, pharmacentical
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
imcreased over the past four decades, especially in developed countries. Mass educational
cttors, financial incentives, and greater communication among patients and health care
professionals wem seen as major dnvers to the uptake of genenc medicines among
CONSumers.

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
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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 is possible that the therapeutic efficac
medications is affected by commercial features such as lower
prices. Because such features influence patients’ expecta-
tions.!' they may play an unrecognized therapeutic role by
influencing the efficacy of medical therapies, especially in
conditions associated with strong placebo responses.?? To
investigate this possibility, we studied the effect of price on
analgesic response to placebo pills.

Methods. In 2006 we recruited 82 healthy paid volunteers
in Boston, Massachusetts, using an online advertisement. Each
Pparticipant was informed by brochure about a (purported ) new
opioid analgesic approved by the Food and Drug Administra-
tion: itwas described as similar to codeine with faster onset time,
but it was actually a placebo pill. After randomization, half of
the participants were informed that the drug had a regular price
of $2.50 per pill and half that the price had been discounted to
$0.10 per pill (no reason for the discount was mentioned. All
pParticipants received identical placebo pills and were paid $30.
Participants were blinded to the study purpose, and resecarch-
ers were blinded to group assignment. The study was approwvecl
by the Massachusetts Institute of Technology institutional re—
wview board . and all participants provided swritten informed con-
sent and were debriefed after the studyw

The protocol followed an established approach for studying
pain.”* Electrical shocks to the wrist were calibrated to each par-
ticipant's pain tolerance. After calibration. pardcipants received
the test shocks, rating the pain on a computerized visual ana-
log scale anchored by the labels “no pain at all™ and “the worst
Ppain imaginable.” Participants received all possible shoclks in
2.5-WV increments between O % and their calibrated tolerance.
Stimulation at each intensity level was carried out twice for each
participant (before and after taking the pill), and the change
in reaction to the stimulation was assessed. Visual analog scale
ratings were converted to a 100-point scale, the postpill score
for each voltage was subtracted from the prepill score, and the
mean of these differences was calculated for each participant.

The percentage of participants experiencing a mean Score re-—
ducrion vs increase was compared betvween the 2 groups using
a 2-miled x? test. Because stronger pain may be associated with
stronger placebo responses.” we also compared results for the
S50% most painful shocks for each participant. In addition, mean
differences at each voltage between the 2 groups were comparecl
owverall with a sign test and individually with F tests. A P value
of 05 was considered statistically significant. Analyses were per-
formed using SPSS version 15 (SPSS Inc, Chicago, Illinois).

Results. Patient characteristics are shown in the TABLE. In
the regular-price group . 85 .49% (95% confidence interval [CI].
TH.6%%-96_2%) of the participants expericenced a mean pain re-
duction after taking the pill, vs 61.09% (959 CI1, 46.19%-75 .99%)
in the low-price (discounted) group (P=.02). Similar results

@2008 American Medical Association. All rights reserved.

occurred when analyzing only the 50% most painful shocks for
each participant (80.5% [05% CI, 68.3%-92.6%] vs 56.1% [95%
CI, 40.9%-71.3%], respectively; P=.03).

Consideringall voltages tested, pain reduction was greater
for the regular-price pill (P<C.001). In addition, for 26 of
29 intensities (from 10 to 80 V), mean pain reduction was
greater for the regular-price pill (FIGURE).

Table. Comparison of Participants Assigned to Regular-Price Placebo
vs Low-Price (Discounted) Placebo

Comment. These results are consistent with described phe-
nomenaof commercial variables affecting quality expectations’
and expectations influencing therapeutic efficacy* Placebo re-
sponses to commercial features have many potential clinical im-
plications. For example, they may help explain the popularity
of high-cost medical therapies (eg, cyclooxygenase 2 inhibitors)
over inexpensive, widely available alternatives (eg, over-the-
counter nonsteroidal anti-inflaimmatory drugs) and why patients
switching from branded medications may report that their generic
equivalents are less effective. Studies of real-world effectiveness
may be more generalizable if they reflect how medications are

Regular Price Low Price P
(n=41) (n=41) Value  sold in addition to how they are formulated. Furthermore, cli-
Women, No. (%) 27 (65.9) 24 (58.5) .50 nicians may be able to harness quality cues in beneficial ways *
Age, mean (SD), v 30.0 (12.4) 30.0(11.4) 74 for example, by de-emphasizing potentially deleterious com-
Calibrated maximumn tolerance, 51.8(18.7) 54.9(23.3) 50 mercial factors (eg, low-priced, generic).
mean (SD), V 5 These findings need to be replicated in broader popula-
Shocks received, No. (SD) 18.2(7.2) 18601 £0 tions and clinical settings to better understand how commu-
Change in pain scores® . o
Al shocks, nicating quality cues with patient populations can maximize
No. (%) [95% CI] treatment benefits and patient satisfaction.
Pain reduction 35 (85.4) 25 (61.0) Rebecca L. Waber. BS
[74.6-96.2] 46.1-75.9) | coeced L aher, A
Massachusetts Institute of Technology
Pain increase 6(14.6) 16 (39.0) 2y
[3.8-25.5] [24.1-54.0) Cambridge, Massachusetts
Highest-intensity shocks only Baba Shiv, PhD
No. (%) [95% CIl° Stanford University
Pain reduction 33(80.5) 23 (56.1) Stanford, California
— [623“’9925)6] [‘:C;i’g;] 03 Ziv Carmon, PhD
ain increase
[7.4-31.6] [28.7-50.1] INSE'\DC

Abbreviation: Cl, confidence interval
AGomparison of participants experiencing a mean reduction in pain after vs before the
placebo pil was administered (visual analog scale point reduction bstreen 0.01 and
48.4) and those experiencing a mean ncroase in peain (vieual analog ecale point in-
crease bew'eel'\ O and 29
DTNo tailed ¥* te
ighest 5096 ofshod(a by intensity.

> I
Dan Ariely, PhD

ariely@mit.edu

Massachusetts Institute of Technology
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10 15 20 25 30 35 40 45 50 55 60 65 7O
Shock Intensity, ¥

No.
Reguiarprice 41 41 41 40 37 81 27 23 21 20 18 14 12 @ &
Lowprice 41 41 41 40 33 31 29 27 24 19 17 H T 5 4
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Issues Related To Generic Medicine Use
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income countries towards generic medicines:
A narrative review
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Possibility of patient confusion and a low
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.

Cormarts 123 svatacee & ScrercmDwect
A Health Policy
e B
journal homepags: waw slisviers comlocate mealtspol

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

Ref: Hassali, M. A., Wong, Z. Y., Alrasheedy, A. A., Saleem, F., Yahaya, A. H. M., & e o e s S
Aljadhey, H. (2014).. Health policy, 117(3), 297-310. amTiciE amr rmac
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) 223-235
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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?®

2 Discipine of Chinical Phormaocy, School of Pharmaceutical Sciences, Universit Smins Maloysia, 17800 Minden, Penang. Malmysia
® Discipling of Soctaf and Administrative Prarmacy, School of Pharmaceutiool Sciences, Universit Sams Makaysia, 17800 Minden, Penmg, Malaysia

ARTICLE INFOD ABSTRACT

KFV*D_”J-SZ _ Objectives: The objective of this study was to evaluate the general practitioners” [(GPs™)
C'E"“'E":I :nfd'f'_:'_"“ knowledge and perceptions towards generic medicines in a northern state of Malaysia.
C.‘m‘,"' practitianers Method: A postal cross-sectional survey involving registered GPs in Penang, Malaysia was
Piysicians . . . - o

Knowledge undertaken. A 23-item questionnaire was developed, validated and administered on the
Perception GPs. Eighty-seven GPs responded to the survey (response rate 26.8X).

Resuits: 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 “bicequivalence”, “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.

0 2009 Elsevier Ireland Led. 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

Orjgiral Article

Does educational intervention improve
doctors’ knowledge and perceptions

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

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

and Hisham & fadhey?

Abstrace

Ohjectives: To Inwestigats the impact of an educarioral intereenton on doctors’ knowledge and perceptons towards
generic medicines and their generic (internatonal non-proprisany name) prescribing pracoics.

Methods: This iz a singlecohort pre-fpest-intervencion plot study. The study was conduceed in a terdary care hospical
in Perak, Malaysia. All doctors from dhe Intermal medkine departrent wers insited to pardcipate in the educatonal

Ircervention. The intervention consisted of an interactwe lecture, an

educatonal booklet and a drug kst Doctors’ knowledps

and perosptions were assessed by wing a valdated questionraire, while the Interraticnal ron-proprietary name presaribing
practice was assessed by screening the prescripdon befors and afeer the Intersntion

Results The interventdon was effecdwe in Improving doctors’ knowledge towards biesquivalence, similarity of gereric
meedicires and safety standards required for generic medicie registration (p=0034, p=0.034 and p= 0022, respectively).
I terms of percepions towards pereric medidres, o significart changes were noted (p >0.05). Similardy, re Impact on
Irterrational ron-propriemry ame prescribing pracoios was observed after the Inbervention [p>0.05:|

Conclusion: Doctors had Inadequate knowledge ard misconceptons about generic medicine bzfork the Irbervercion.
Morsower, intermatioral mor-propriecany name prescribing was rota common practice. Howeeer, the sducatioral |

was only effectwe in Improvirg doctars’ knowledge of generic msdicires.

Keywords.

Educarion, gereric resdicire, gererc prescribing, doctor, Makiysia

Dincn rucabenck 26 urs 2014 acosposd: 12 Sepoarsbar 2014

Introduction

Healthoare expendimre was sscalating throughout the
years.1? Maorecwver, pharmaceutical sxpenditure had been
reported as the sscond main driver far healtheare cost esca-
lation after healthcare professional wages 3 & similar scs
nario was observed in Malaysian healthcare sy stem. * In this
ever challenging scenario of healthcare provision, utilizs-
ficn of generic medicines is identifisd as one of the effec
tive mechanisms to curb the escalating pharmaceutical
cost.3 ¥ Indeed, wide use of generic medicines led o sub-
stantial o rlmmg 5.%-¥ [n fact, in Malaysia, generic medi-
cines are uppcmo( m.ﬂ ely F0%-90% o heﬂpe r than criginal
brand medigines.!

In viesr of the costsaving benefits of generic medicines,

various policies were formulated o improve the use of

Duecipling of Socal & &drmintrerattva Plarmssy, Scho of Pharmracsursesl
Sciencar, Universiifaina Mabysia, Panang, Mabsysis

Fhurmacy Dapartrant. Huqir.i'[ddchm Parsk, Habysia
+Callugn of Parmscy, KingSmdlniv sraty, Riysdh, Ssedi Arabia
Corrapanding sutharn

Hoharsad #omi Haall, Dicipling of Socal & Sdminicraties Pharmssy,
Schi ol of Pharrrassutical Ssarena, Univaram Sane Madeyais, 11800
Farang, Mabuysb

Errvail: acrs sl iurm my

m Craadve Commora OC-BT-NC This ardch it dirtribtad undar the tarms <F tha Cresths Commarns At nben Cemmardal

30 Licaras fhog

by-nel3.0) which parmics nen-commarced we, rapredusdon ard

Amtrumon of s wark without further parmbsion previded the srigral werk 13 acebated o apscfied on the SACE and Opan feoem pags
k. hrtra )
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Ref: Hassali, M. A., Wong, Z. Y., Alrasheedy, 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.



8k M " OMRING S mSTARS |

- MALAYSLAN HIGHER EINUCATION 2016
UNIVERST SARS WALAYSA ryraryy

Educational Impact among Prescribers on Generic Medicine Use

Ceneric
Original Fuper Medicines

Education increased the doctor's

Impact of an educational program on .
e o o P oiclans  Zommme= knowledge of the biochemical standard of
Lumpur, Malaysia o

the National Pharmaceutical Control

Bchit Kumar', Mohamed A Hassali', Alian A Alrasheedy?®,
Fahad Saleem’, Havneet Kaur" and Zhi ¥ Wong?

Bureau of Malaysia (3.6% vs. 32.1% for pre-
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BN Frequently asked questions about generic
“2 medicines

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

Bioequivalence is then determined by comparing the peak
plasma concentration (C___,), time to achieve a maximal
concentration (T__) and the extent of absorption (area under
the concentration-time curve, AUC) of the products (Fig. 1).

Summary

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
ta new drugs when different formulations of an active ingredient
are compared.

Bioequivalent products are marked with a superscript a or b in
the Schedule of Pharmaceutical Benefits.5

Is bioequivalence clinically important?

Yes, only those products that have been proven to be
bivequivalent should be used interchangeably. On scientific
grounds there is no reason to be concerned about substituting
a generic product for a branded product that is flagged as being
bioequivalent

Fig. 1
Bioequivalence analysis - a hypothetical
bioequivalence study

Key words: bicequivalence, pharmacokinetics. Mean concentration—time curves for two brands of a drug

{Aust Prescr 2007,30:41-3) after single oral doses

Australian Prescriber Vol. 26 No. 4 2002

Generics - equal or

not?

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

SYNOPSIS

Generie products must be bioequivalent to the innovator
brand before they can be marketed in Australia. There are
no generic formulations of drugs with a narrow therapeutic
index as it would be difficult for them to meet the required
standard of bioequivalence. In Australia most generic
drugs are marketed with & brand name. Some generic
brands are manufactured by the same company that
produces theinnovator brand of the drug. Althoughgeneric
brands are usually cheaper the proliferation of brands
may cause confusion.
Index words: bioequivalence, pharmaceutical industry,
drug regulation.

(Aust Preser 203 :26:85-7)

Introduction

From time io time, controversies and claims arise regarding

generic prescribing and generic substitution. For example, a

support group for people with epilepsy issued a news release

that stated:

+ (generic) substitution may impair safety and efficacy of
freatment

+ (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.

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.

Generic substitution

This policy enables the pharmacist, without reference back o
the prescriber, to dispense a different brand of the drug even
though the doctor has writlen a prescription for 4 particular
brand. In Australia, doctors can endorse the prescription o
prevent substitution.

Bioequivalence

Two pharmaceutical products are bioequivalent if they are
pharmaceutically equivalent and their bioavailabilities (rate
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 adminisiration and meeting
the same or comparable standards.

Product quality and bicequivalence 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. Thesa data are the same as those required
for innovator products. It has sometimes been suggesied that

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

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

Caution and Skepticism Regarding New Drugs. New
drugs often appear to be saler—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 sulficiently long periods can a more accurate profile
of their risks and benelits 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.
o gty = = ‘

sources and from colleagues with reputations for conservatfve  der entry, rellsble laboratory monitoring) rather than just
prescribing new driigs as ways to improve phammacotherspy

inform their thinking ahout pharmacatherapy to help
them become more careful, cautious, evidence-based  principles for More Conservative Prescribing
ﬂﬂrﬂwrr
Ref: Schiff & Galanther, JAMA 2009
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Issues Related to Generic Medicines Use: Generic Manufacturers
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Original Article
Generic industry’s perceptions of generic medicines
policies and practices in Malaysia
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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

e 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.

* 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 Lab
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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 of oral, immediate-release products to ensure
interchangeability between innovator and generic medicines

Bl Adopted from the ‘Note for
MALAYSIAN GUIDELINES FOR Guidance on the Investigation
of Bioavailability and
THE CONDUCT OF

BIOAVAILABILITY AND Bioequivalence , The THE CONDUCT OF
BIOEQUIVALENCE STUDIES European Agency for the

: YO BIOAVAILABILITY AND
Evaluation of Medicinal BIOEQUIVALENCE STUDIES

Products, ..with some
adaptation for Malaysian and
ASEAN FINAL DRAFT : 21 JULY 2004

ASEAN GUIDELINES FOR

e

Y Adopted from the
MINISTRY OF HEALTH, MALAYSIA

“NOTE FOR GUIDANCE ON THE INVESTIGATION OF BIOAVAILABILITY AND
BIOEQUIVALENCE"(The European Agency for the Evaluation of Medicinal Products,
ndon,

l 1
26 July 2001, CPMPIEWRICIAP/1401/28 )
with some adaplation for ASEAN application.
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Press Release

PRESS RELEASE BY THE MINISTER ©OF HEALTH MALAYSIA IN
CONJUNCTION WITH THE “PHARMACEUTICAL INSPECTION CO-OPERATION
SCHEME (PICi%) SEMINAR 20107 ON THE 10™ NOVEMBER 2010 AT THE LE
MERICMEN HOTEL, KUALA LUMPUR.

REQUIEEMENT OF EBIOEGQUIVALEMCE STUDY ({BE} FOR AlL GENERIC
PROOUCTS

The Ministry of Health [MCH), Malavysia started registration of pharmaceutical
praducts and licensing of manufacturers of pharmaceuticals in 1985, with the
enforcement of the Control of Orugs and Cosmetics Regulations 1984 to ensure
praducts marketed in the country are safe. efficacious and of quality. Since then, the
lzcal pharmaceutical industry has wundergone huge transformation to upgrade their
manufacturing facilities in accordance with Good Manufacturing Practice (GMP)
requirements. Reccgnising that Malaysia has a licensing and a GMP inspection

svetem wel in place, the Pharmaceutical Inspection Co-operation Scheme [PICIS)

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

Within the last decade, the pharmaceutical product market has charted an average
grawth of 10-15% vearly. Presently, the pharmaceutical product manufacturers in
Malaysia export their products to about 70 countries throughout the world. The
gxport numbers are increasing by the year. Due to our strict regulatory surveilance
svetem that complies with internaticnal standards and the industry’s willingness to
cariply to these requirements, Malaysian pharmaceuticals are widely accepted and

recognised for their guality by the imparting countries.
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Holistic Approach for GS

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
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Abstract:
Qatar’s phamaceutical 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, Z]. 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 camried out through closed international tenders, Guif 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 (3%) 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 International (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.

Search

About GaBl Journal
Editorial Objectives
Editorial Secfions
Govemance
Editorial Board

International Editorial
Advisory Board

Peer Review Policy
Editorial Calendar
Indexation

Curent Issue

Previous Issues

Forthcoming Issue

Information for Authors
Call for Papers
Instructions for Authors
Types of Paper
Manuscript Submission

Submit Letters to the
Editor

Article Processing
Charges

Copyright

Fast Track

Author Resources
HowTo

Submit a Manuscript

Obtain Permissions

Order Reprints

Sponsor a Supplement

Ref: Ibrahim Ml (2015), GaBl Journal

* The Qatari pharmaceutical market
reached a value of Qatari Rial 1.43
billion (USS392.6 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.

* 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
BMlﬁﬁﬁsearch  BMI View: Despite their relatively
_I@;m:o": small market share, generic drug sales
Q12018 in Qatar will experience significant
www.bmiresearch.com growth over the forecast period.

* Pro-generic policies, as well as the
QATAR effects of patent protection loss, will
PHARMACEUTICALS & HEALTHCARE REPORT contribute to generic medicines

INCLUDES 10-YEAR FOREGASTS T0 2026 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 10.1007/511096-013-9909-2

RESEARCH ARTICLE

Knowledge, attitudes, and practices of community pharmacists

on generic medicines in Qatar

Ahmed Awaisu + Nadir Kheir + Mohamed Izham Mohamed Ibrahim

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

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

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

was 10). Years of practice as well as place of obtaining
academic degree did not mfluence knowledge score.
Approximately 72 % of the pharmacists supported generic
substitution for brand name drugs in all cases where a
generic medicine 15 available and the majonty (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
oeneric medicines in (atar, 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

Outcomes/ Outputs Baseline
Objectives and Targets to

2016

National health To ensure Education Target:
. Healthcare . .
policy effective use, program for Establishment
products safety, and health of

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

danldythnglldgnylitul
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.

Cing Sl ° Alongside the formation of the revised
MASTER PL. edition of MNMP, an appropriate and

OF ACTI practical Plan of Action was developed based
M 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)
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Eos pEnjagaan kesihatan semakin meninglat setiap
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rasaartan.
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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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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.
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What you should know about generic medicines

Thu, 2009-08-20

Enquiries on

medication may be

gric;d i h;aﬂ{;:”m The public can rest assured that all medicines, branded or generics, registered by the Drug Control Authority are

L'a nire foll 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
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,

1 800-86-6722(NPCC)

Read more
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Know Your Medicine Campaign

Objectives

The objective of this campaign is to:

* increase consumer awareness of the rational use of medicines

* provide consumers with information on different issues related

# zgnsure that consumers know their medicine, what they should
and should not be taken, and why

« mprove knowledge in the use of medicine by pregnant

women, nursing mothers and children

= 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:
» Waorkshops for consumers in all countries that target both rural and urban areas

= fctivities exhibitions and lectures '"Know Your Medicines'

* Reviews and research on consumer perceptions and knowledge of medicine

« continuous promotion in the media

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

CRAMIAIC MITOOMTS AWARTMTED PROCEANUAT
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Know Your Medicine Campaign
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Publication of Educational Booklet on Generic Medicine
for Healthcare Professionals

Understanding
Generic Medit_:_ines:

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

WHAT B ke & "_T""
You ?
SHOULD z
KNOW

ABOUT oo~
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Snapshot of Educational Booklet on Generic Medicine

5. Similarities and differences between generic and branded

medicines
= Active ingredients
. Labelled strength
o Dosage forms
. Mode of administration
. Time of action
» Therapeutic effects
. Bicequivalence
= Side effects
L Label
. Both brand-name drugs and

genenics facilites meet the
same standards of good
manufacturing practices (GM

L

Generic medicines may be
composed of different inactiv
ingredients (excipients) com,
to branded medicines. The i
ingredients* mchde colourm
flavourings, preservatives, an
special tablet coatings.

ASAMPLE LABEL THAT MEETS THE MALAYSTAN

LEGAL REQUIREMENTS

— Mame and ad dress of Clinie or Pharmacy
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Ubat Terkawal / Controlled Medicine

)
)

Date the medicine is supplied

Complete irstruction for taking medicing ———2JI>

Generlc Medlcines Counterfelt Medicines

Definition Pharmaceutical product Medicine that is deliberately
usually intended to be and fraudulently mislabelled
interchangeahle with an with respect o identity and’
innovator prodwct, thatis | orsource. Counterfeiting
manufactured following | can apply to both branded
the expiry of the patent and generic praducts and
and ather exclusivity counterfeit produwcts may
rights. Generic medicines | include products with the
should provide the comeact ingredients or with
samedose as branded the wrong ingredients,
meadicines. without active ingredients,

with insufficient active
ingredients or with fake
packaging.

Legislation Must conform to national | Do not conform o
regulatory standards. national regulatory

standands.

Safety Have the same safety Harmful and unsafe due to
profile as the innovator presence of toxic/inactive
produwet. ingredients that are not

effective.

Packaging Good-quality packaging. | Fakepackaging —

and labelling | Label is written properly | product packaged and
with accurate drug details | labelled to look like branded
and spelling. or generic drugs. Usually

do not bear the name and
address of the manutse turer
and are of poor guality.
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Educational Posters on Generic Medicine for Patients/Consumers
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UBATGENERIK

Apa it Ubat Generik 2 Adakan Ubat Generik lamibert
Uit generic acaiah Sama cengan LBET Ioustoe i< oo ates iU
. e o Ubeat Inowator?
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Lbat Conakan

it Ubat lnovator 7 e e Um s
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sepert yang dislul cleh ubat inowaton.

nMengapa peru ada Ubat
Generike?
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Adakan Ubat Senerik selarmesat lobir KoM EatitH SdDat waHUC . porsaingDn
dan berkesan jika dibandinghear . B
dengan Ubat Inowator? M SOOCRLIN A '

= Ubat Generik

yang lebin muran oo

wakinlah dengan ubat generik, ia
sama sahaja...
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Take Home Messages

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

Allowing effective competition between generic and
innovator medicines is crucial for lowering
pharmaceutical cost and stimulating innovation.

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




