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Executive Summary

The role and significance of the pharmaceutical industry in Mauritiugrarensein the efficient

provision of healthcare service#t is an int@ral part of thehealth sectorthat contributesto the

well-being of people. The health sectqrwhich compies both public and private healthcare
institutions, is equally important for the economyin 2017, for instancesome Rs 26 billion or

around 5.7% of the Gross Domestic Product (GDP) were spent on healftl@hatkeis amount,

around Rs 15 billion or 60%lates to private healthcare expenditurewhichwere met mainly

FNR Y-ofdai SG4Q FyR (2 | fSaaSNJ odzi AyONBFaAay3a S
corporate schemes. The remaining Rs 11 billiamere spent by the government for healthcare

services provided free of chargeall public healthcar institutions.

Mauritius is heavily dependent on importation of pharmaceutical products for supply to both
public and private healitareinstitutions. In 2019,the marketvalue of pharmaceutical products
imported and distributedin the countrywasestimated to beoverRs 5 billion 020% of the total
healthcare expenditureGovernmentexpenditure on pharmaceutical productmounted to
aroundRs 1 blionwhereassomeRs 4 hillioror 80% of the total pharmaceutical expenditwrere
private, financed mainl fromW 2-dzliJ2 01 S Q

Thebulk of pharmaceuticgbroductsavailable in both public and privathannels of distribution
are imported and suppliedby registered wholesale pharmaciefsof July 2020, theravere 40
registered wholesale pharmacie€f these, 4are found to bethe major ones witha combined
share of supply exceedir%andbeing representatives and/or appointetistributors ofl4top
international pharmaceutical companies. White assessmentof the broader wholesale
pharmaceutical marketioesnot indicatesuch ahigh degreeof concentration a more indepth
analysis of the market would inevitably reveal sevemalcentratedsubor relevantmarkets This
is because, nlike other commodities, substitubn between pharmaceutical productss very
limited, even formolecules withequivalenttherapeutic value Amongst other factors his can be
attributed to, for instance,R2 O 2 NBA Q LINB & O Nikettkd o Bwitch LloductsSiNYy & | y |
account ofrisksof provoking side effecter patient intolerance

In public healthcare institutiongpharmaceutical productare distribued at various points of
healthcare delivery.In the private channel of distributionthere are presenty 354 retail
phamacies across the island3 of theseretail pharmaciesire owned by wholesalepharmacies
In this regard,it has been submittedthat vertical linkagesbetween retail and wholeale
pharmaciescould provide strong incentivef®r those retail pharmacies tpromote their own
productsto the detriment of other non-integratedwholesale phamacies Thisissue however,
does notappear to raisenajor concernin so far agprescription medicines are concernedhis is
so becausealoctorsare the oneswho decide onthe choice of medicinesather thanusersor
pharmaciesRetail pharmacies cannot promote their own produatdess doctors are incentivised
to do sa It should,however, be noted thaadvertisingof pharmaceutical products not allowed
by law.

The market for pharmaceutical products in Mauritius is a highly regulated one. The principal
legislations and their various revisiopsovide for aformal process forthe registration and
commercialisation of pharmaceutical produgdisensing obperators across the supply chain; and
pricing of pharmaceutical products.

1See WHO Global Observatory Database. Available at:
http://apps.who.int/gho/data/node.main.HEALTHFINANCING?lang=en

1



http://apps.who.int/gho/data/node.main.HEALTHFINANCING?lang=en

In relation to the registration of pharmaceutical products, concerns have been raised by several
stakelolders about the lack of transparency and predictability of the proc&ks. guidelinesof

the Pharmacy Boardn the registration procesare not publicly available This sitation could

result inan information asymmetryalso known asnformation failure which occurs when one
party to an economic transaction possesses greater material knowledge than the otherSiaty
circumstancesreate uncertainieson applicable criteria foapproval or norapprovalto register
products This mg somehow underminghe competition process

Another issue raised by some stakeholdsra situation of perceived conflict of interegtven that
the Pharmacy Boarénd its Trade and Therapeutic Committeeuld comprise ofprivate
pharmacistghat may beinvolved in the wholesale pharmacy businegss such, they magrm
part of the decisiormaking process whichcould involve their own products and that of
competitors. Also, these private pharmacist®uld be privyto information such asnames of
applicants, productetails and other commercial data that aseilbmitted in the registration
process They may also have access to liseof registered producte/hichis currentlynot in the
public domain Therefore, in line witlinternational best practices, it has been suggested that the
pharmaceutical products registration guidelindge made more transparent, and that the
composition of thePharmacy Boardnd its susCommitteesdoes not includeprivate pharmacies
whichareinvolved in thewholesale business

Goncerrswere alsoexpressedy stakeholders in relatioto the quantum of the registration fees
introducedin 2016 It was submitted that the registration feagere high whichwould raise the
costs ofwholesalepharmaciesand be at thedetriment of smallewholesalers with orphan/low
selling drugs on the market. However, an assessment of the situhtismevealedthat the
number of wholesale pharmacies and registered rmaeducts have both increasesince 2016
when the rew registrationfees were introducedAs suchno such foreclosure effedtas been
noted.

Under the current regulatory framework, the pricing of pharmaceutical prodisctsased on a
mark-up system. Prices afixedby applyinghe maximum applicable markp of 35%on thecost
priceof medicinesinclusive oinsurance and #&ights andproviding foraspecial allowance of 2%
on landed costs The concern arising from thecurrent pricing mechanism is tha fixed
percentagemark-up is appliedirrespective of the value of the product#\s such, the higher the
cost priceof medicineghe higheristhe quantum of markup and conseqgently priceof medicines
to buyers

Thepricingissuearising from theapplication d the fixed percentagemark-up to arrive at the final
retail price of mediciness compoundedby the depreciatingtrend observed in theMauritian
rupeevis-a-visthe principal trading currencies such as the D@&lar andEura In consequence,

the cog basefor the application of thdixed percentagaemark-up has been risingghichhasmerely
amplified the burden of final consumers in terms of higher retail prickoreover, the current
pricing modelmay also incentivise wholesalers and retailers to stobigherpriced drugs,
eventually favouring more expensive options over cheaper alternatives with equivalent
therapeutic value, to the detriment of users of pharmaceutical products.

Another issue related t@ricesof pharmaceutical products iMauritius is the extent to which
these are competitive.The pricecomparisonanalysis on &elected sample of pharmaceutical
productscompared totheir international reference price tends to indicatethat local medicine
prices arehigh. However the result ofprice comparison based dnternational reference prices
as benchmarkhould beinterpretedwith caution. There are various factors suchthe small size
of the Mauritian market,the significant adebn coss like: insurance freight, andlocalchargesas
part of the mark-up systan mustbe factored in. These factoc®uld potentially account for the
higher retail price of pharmaceutical products in MauritiusTo address the pricing issues, a
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regressive markip system, as recommended by the WbrHealth Organisationmay be
considered. Atthe same time, generic medicines could be promoted through a mix of policies and
strategies.

Giventhe intellectual property (IP&xhaustionregimeadopted in Mauritius, it is at the discretion

of owners of registered trademarks to withhold their consent for parallel import of registered
pharmaceutical productsRestrictionon parallelimportsmayin itselflimit competitionand could

lead todual pricing to the detriment otustomersIn other wordsrestriction on parallel imports
can potentiallyreduce intrabrand competition andorecloses potential competitorsfrom the
market. Thus, another potential reason fdigher pricesof pharmaceutical irMauritius, along
with mark-up regime and the volatility in exchange ratempared taheir international reference
prices could be attributed to our IP exhdies regime which somehow confemarket powerto

the IP holdes.

In this regardparallel importationof pharmaceutical producthay be considered as a potential
avenue Thatbeing said, the right institutional and legal framework must be thoroughly assessed
by the concerned authorities and policy makers to guard against the various health and safety
risks in relation to the supply chain, liability issues ensuing from such health and safety risks,
increased risk of counterfeit products on the market and monendauing risks.



1. Introduction

1.1.

1.2.

1.3.

1.4.

1.5.

Pursuanti 2 { SOGA2Yy ono6KO 2F GKS /2YLSGAdGAzy 1 0O
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The objective of the Study is to understand and publicise the conditions of competition in the
pharmaceutical sector; the reasons for any lack of competition and if necessagmi® up

with recommendationgo make the market more competitive. Our focus is therefore solely
on competition. The Competition Commission has no authority or expertasgdess issues

and makerecommendations on matters other than competition in the market.

As part of process of undertakinthe Sudy, the Executive Director hasngaged into
consultationwith the variousstakeholderdy inviting them to submit their written views on

a preliminary Report The wews and comments receiveftom inter alia wholesale
pharmaciesconsumer associatigrprofessioml pharmacy societiesninisties,government
departments and other regulatoreave beenappraisedon the basis of their relevance,
pertinence, and coherenceand reflected in this Reporbf the Executive Directod Wi K S
w S LJ2 Nihe fsb ofsubmissions for which the concernsthkeholdershave provided their
consent for publication is provided AnnexA, I-Vllof the Report

The comments, views and suggestions recenastlbecategorised inwofold, namelythose

made on the analysis and recommendations enumerated in the present Reporthasel
proposing new suggestions and recommendations. There are certain averments and
comments made which falls outside the purview of competition law, but which are
nonetheless reproduced for the sake of completeness.

The recommendations arising from this market study can provide a basigrfsideration of
potential changes in the regulatpframework to improve the conditions of competition in
the supply of pharmaceutical products in Mauritius. bringing any regulatory changes,
Governmentmay take any wider public interest concern into account

A. Motivation and Scope of the Study

1.6.

1.7.

The Study was launched by the Executive Director follovdognplaints by two wholesale
pharmacies and issueamised by consumer organisations, in relation tbe registration
processand priéng of pharmaceutical products

It aims at undertaking an assessmaaitthe conditiors of competition in the supply of
pharmaceutical produst in Mauritius. In this regard, it provides for the market background
and regulatory framework characterising the pharmaceutical sectdihe competitive
assessment of theharmacaitical market is then undertakento identify any potential
competition concern that may be arising therefromlore specifically, the Study aims at:

A understanding the pharmaceutical market structure and supply chain in Mauritius;

A understanding the regutary framework governing the sector in particular the
framework governing the licensing of economic operators, product entry and pricing
of pharmaceutical products; and

A assessinghe conditions of competition in the supply of pharmaceutical products

2CKNRdzZAK2dzd GKA&E { 0@ERENNISSSdAX OF dzalINEIREO @ SMING 2 Ay Of dzR
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1.8. Itis to be highlighted thathte Studyneither seek to identify anywrongdoing by individual
companies nor reaas any conclusion as to whether certain practices infringe the Act.
may, however, provide the Competition Commission with a factual basieciding whether
any enforcement action is needed.

B. Structure of the Report

1.9. The rest of the Report is structured as follows:

A Section 2 provides an overview of the healthcare sector and the pharmaceutical
supply chain.

A Section 3 describes the regulatory framework governing the trade and sale of
pharmaceutical productdt includes the licensing, product registration and pricing
framework.

A Section 4 provides an assessment of doaditionsof competition in the supply of
pharmaceutical products and an identification of potential competition issues.

A Section 5 concludes and provides recommendations to addesys potential
competition issues identified



2. Overview of healthcare sector and pharmaceutical sector in
Mauritius

2.1. Besidecompetenthealthcareprofessionals and medical equipment, pharmaceutical products
are essential in the provision of healthcare servidesarmaceutical producire paramount
in the diagnosis, treatment or prevention of diseases and hence contribute to thébwialy
of peode and the general prosperity of the economy. The pharmaceutical industry is
therefore an important part of the health sector and as such to better appreciate its
contribution, this sectionprovides a brief overview of the sector. Thereaftethe
pharmaeutical supply chain and markbackgroundare covered.

A. Healthcare sector

2.2. In Mauritius, like in many countriebealthcare services are provided by both public and
private healthcare institutons.Thea A YA &G NE 2F | SIfGK 9 2S8ffySa
thereafter), being the responsible ministry, itag purview on the services provided by both
public and privaténealthcare institutions According to the latest National Health Accounts
(NHA) Repoft around 73% of the healthcare nee(isclude health edoation, disease
prevention, diagnosis, treatment, rehabilitation, and terminal casé}he population are
catered by public healthcare institutions while the remaining 27%dmlevered by their
private counterparts.

2.3. The public healthcare network, administered by the Ministry of Healbmsists of 23 area
health centres, 130 community health centres, 5 mediclinics, 5 regional hospitals, 4
specialised hospitals and 2 cardiac centr&scording tahe latestavailable figureghe total
bed capacity of public hospitals stands at 3,691

2.4. Theislandwide public healthcare network providescamprehensive range of healthcare
services free of charge at all pultiealthcare institutions With respect to those sgrialised
medical treatments which are unavailable locally, the government opertitesmeans
tested Overseas Treatment Scheme. Under the scheme, the government provides financial
assistance of up to Rs 1 million to cover all medical expenses for a pediegiting overseas
for medical treatment, including cost of airfare and other services

2.5. The contribution of pvate healthcare institutionss equally significant in the delivery of
healthcare services ithe country They providéhealthcare servicesn a user fee basis,
financed mainlyi K N2 dz3okLJ242efénditure and to a lesser but increasiextent
through private health insurance schemes. As at end of 2018, there were 19 registered
private healthcare institutions with a total bed capacity of 724

3 See National Health Accounts 2017 at
http://health.govmu.org/English/Documents/2018/NHA%20Report%202017%2024%20September%202018.PDF

4 See Health Statistics Report 2018. Available at:
http://health.govmu.org/English/Statistics/Health/Mauritius/Documents/HEALTH%20STATS%20REPORT%202018.pdf

5 Cabinet decision of 13 March, 208@ailable at
http://pmo.govmu.org/English/Documents/Cabinet%20Decisions%202020/%E2%80%8BCabinet_Decisions_taken_on_%E?2
%80%8B13 MARCH_2020.pdf

6 Supra note 5.
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2.6. Table 1 below provides an overview of the number of health professionals and infrastructure
in both publicand private healthcare institutions.

Tablel: Health professionals and infrastructure2011 and 2018

Resources 2011 2018
Public | Private | Total | Public| Private | Total
Doctors 970 571( 1,561 1,525 1,685| 3,210
Dentists 66 202| 268 66 345| 411
Pharmacists 23 385( 408 38 470| 508
Quialified Nurses and Midwive| 3,089 581| 3,670| 3,907 4931 4,400
Bed capacity 3,415 706 | 4,121 3,691 724 4,415

Source: Compiled frohlealth Statistics Report, 2018tatistics Mauritius

2.7. As illustrated above, i2018, there were 3,210 doctors, 411 dentist®8Hharmacists and
4,400 qualified nurses and midwiviesMauritius Except for the latter, the majority of health
professionals are employed by privdiealthcare institutions.

2.8. Health expenditure has been rising significantly over time in both public and private sectors.
For instance, for the period 208817, total healthcare expenditure has more than doubled,
rising from around Rs 11.3 billion in 20@8reach aound Rs 26.2 billion in 2017 (sdable

2).

Table2: Healthcare Expenditure, 20082017 (Rs bhillion)

Year 2008 | 2009 | 2010 | 2011 | 2012 | 2013 | 2014 | 2015 | 2016 | 2017
Government 40| 4.7 6.2 5.9 6.7 7.3 9.7 9.8| 11.0| 11.2
Private 7.2 7.4 7.6 7.9 8.1 99| 11.7| 13.1| 14.0| 14.7

Out ofpocket 7.0 7.2 7.4 7.6 7.8 9.3 10.8 11.6 12.0 12.8
Others 0.2 0.2 0.2 0.3 0.3 0.6 09 1.4 1.9 19
Externafinancing| 0.1 0.2 0.3 0.6 0.3 0.2 0.1 0.6 0.1 0.2
Total 11.3( 123 | 141 | 144 151 174 215| 235 251 | 261

Source: Compiled from WHO Global Observatory Database

2.9. Over thewhole period 20082017, privatehealthcare expenditure has outsized expenditure
in public healthcare institutions. In 2017, for instance, private healthcare expenditure
amounted to about Rs 14.7 billion compared to only Rs 11.2 billion spent on public
(government) healthcare expenditure A general observation is that private healthcare
SELISYRAGAINE Aad Ydf-Way® RS Gved i LIFaNRSYy (idiandzie YC2yNT QH n m
expenditure amounted to around Rs 82billion, representing 87% of the total private
healthcare expenditure.

2.10.1t can ttus be observed thathie health sector in Mauritius has been continuowstpanding
both in terms of infrastructure and expenditure. Public and private healthcare institutions
are both major contributors to the health sector



B. The pharmaceuticasector

2.11.Having provided a brief overview of the health sector in Mauritius, sketion below
describes theharmaceutical industry in terms of its supply chain aochemarketstatistics
on importation of pharmaceutical products

I. The Supply chain
2.12.Based orinteraction withthe various stakeholderst is gathered that playersin the local
pharmaceutical industrare principallyinvolvedat wholesale importation and distribution

and at retail distribution levek. Currently, here isno pharmaceutical manufaaring
company that carsfor the local market as such.

2.13.Figurel illustrates a simplified supply chain for pharmaceutical products in Mauritius.

Figurel: Simplified Pharmaceutical Supply Chain

Manufacturers
(Patented/Generic)
A 4
Wholesale importers and Tender
distributors Process
A 4

Public
Provders (MOH)

A\ 4 A 4 l A 4

Private Retail Public Health Centres/
Hospitals Pharmacies Hospitals Mediclinics

Users/
Patients

A

\ 4

2.14. As depicted in the supply chaiabove pharmaceutical productsre made available to
users/patientsin both public and private healthcare institutions. In the public network,
pharmaceuttal products are provided free of charge atmlblic hogitals, health centres
and mediclinics In this regard the Ministry of Healthprocures pharmaceutical products
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based on national and international competitive tenders. In most cases, the magdrity
medicines are procured from local wholesale importers and distributors. For instamce, f
the fiscal year 2019/20, the Ministry of Health spent around Rs 1.1 billion on medicines,
drugs, and vaccines representing around 74% of its supplies fromaloevholesale
pharmacies. Direct imports made up the remaining 19% and the residual 7% were sourced
from international suppliers.

2.15.In the private channel of healthcare distribution, patients purchase medicines mainly from
retail pharmacies which are supplidy wholesale pharmaciedn 2019, it is estimated that
around Rs 4 billion worth of pharmaceutical produatare supplied in the private chain, the
majority of these being prescription medicines supplied through retail pharmacy outlets to
users Privae hospitals also procure most of their supplies from local wholesale pharmacies
and to amuchlesser extentely ondirect imports.

2.16.As established in the supply chain, there are three distieegls namely manufacturing,
wholesale importation and distribution and retail distribution whialhll be examinedn
further detail.

a. Manufacturing

2.17.At local level, it has been gathered that there is currently only one licensed manufacturer of
pharmaceuttal products in Mauritius, namely Ajanta Pharma (Mauritius) Ltd which
possesss a WHOGood Manufacturing Practice (GMP) compliant manufacturing facility.
Incorporatedon 17 October 1994, Ajanta Pharma (Mauritius) Ltd is a wholly owned subsidiary
of AjantaPharma Ltd, an Indiabased specialty pharmaceutical company engaged in the
developmentmanufacturingand marketing of quality finished dosages of branded generics
and generics Issued with an Export Enterprise Certificate, Ajanta Pharma (Mauttificis)
exports a major part of its production to African countries As of December 2018, the
company had generated a turnover of Rs 636.4 miffion

2.18.Assuch pharmaceuticamanufacturingcompanies supplying their products in Mauritare
essentially intemational.

b. Wholesalemportation and distribution

2.19.As emphasised earlier, we rely mainly on importation for our supply of pharmaceutical
products. Wholesalepharmacies itMauritius are engaged in the wholesale importation and
supply of pharmaceutical prodts to public as well as private channels of distribution. There
are currently 40registeredwholesale pharmacies in the country and some of these also
operate retail outlets. It may also be noted thaé of the 40 wholesale pharmacies supply
mostlyveterinary products.

2.20.Wholesale pharmaciesrethe largest importer of pharmaceutical products in Mauritius with
ashareof 94%in 2019 Other importers include the government mainly through the Ministry
of Health retail pharmaciesprivate clinicsandresearch companies

7 Submitted by the Ministry of Health

8 Ajanta Pharma Ltd, accessed frorhttp://www.ajantapharma.com/AnnualReports.aspx

9 Submission duringneeting with Department of Pharmaceutical Servioa®7" August 2014.

10 See Registrasf Companies. Available at: https://companies.govmu.org:4343/MNSOnlineSearch

9
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2.21.Table3 illustrates theevolution inthe share ofimportation of pharmaceutical productsy
category of imprtersbetween 2017 and 2019.

Table3: Importers of pharmaceutical products, 2012019

Importers 2017 2018 2019
Wholesale pharmacies 94.0%| 93.5%| 94.1%
Government 4.3% 4.8% 4.0%
Private Clinics 0.0% 0.1% 0.1%
Others 1.8% 1.7% 2.0%

Source: Computed from data from MRA
c. Retall distribution

2.22.Pharmaceutical products arprovidedfree of chargeto patientsin all publichealthcare
institutions.  For outpatients,medicines are dispensetly trained pharmacistsat the
pharmaceutical dispensing unitgthin the public healthcare network

2.23.In the privatechannel of digibution, pharmaceutical products amold by registered retail
pharmacies Thesgharmaceutical retaibutletsareadministeredby registered pharmacists
in-charge on the private liceed premises. In 2019, there were 3%dgistered retail
pharmaciesn Mauritius.

ii. Market statistics

2.24.As highlighted earlieimportation is the main source of supply of pharmaceutical products
in Mauritius. In 2019 the total CIHcosts,insurance and freights)value of pharmaceutical
products imported into the countryor local distributionamounted to Rs 4.billion!* (an
additional Rs 80 million of pharmaceutical productaas imported bufor re-exportation)
It is estimated that themarketvalue ofthe productsimported andsupplied to bothpublic
and privatehealthcare institutionss likely to be above Rs 5 billion

2.25.1t has also been observed that the @fue of pharmaceutical products imported for local
distribution has been increasinigy line with the increasing demand for healthcare services
For instance, between 2017 and 2019, this value has fisemRs 33 billion to Rs 4.1 billian
As regards volumeround 5,745 tons were imported in 2019 compared to around 5,000 tons
in2017. Ovethe period 20172019, this represents an increase of 24% and 15% in terms of
value and volume, respectively.

2.26.Figure2 shows theevolutionin the importation of pharmaceutical products between 2017
and 20109.

11 Trade Statistics, Statistibdauritius,and data from the MRA
10



Figure2: Imports of pharmaceutical products, 2012019
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Source: Compiled from Trade Statistics and MRA

2.27.In 2019, pharmaceutical products were imported into Mauritius from 66 countries for inland
supply as well as for vexportation. The products intended for local supply were sourced
from 57 countries, with India being the principal onerigure3 illustrates the shares of
pharmaceutical products imported by country of origin.

Figure3: Imports of pharmaceutical products in 2019, by country of origin
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2.28.Imports from Indiarepresented58% of the total volume and 25% of the value of total
imports. France and South Afridallowed in terms of the major source of imporisith
sharesf 13% and 8% in volunand20% &d 15% in value terms, respectively. Imports from
the remaining 54 countries made up for 22% of the volume and 40% of the value of
pharmaceutical products.
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3. The Regulatory framework for the pharmaceutical industry

3.1. Like inother counties,the pharmaceuticaindustryin Mauritiusis hghly regulated There
are various regulations which collectively are aimed at ensuring the availability, safety,
efficacity and affordability of pharmaceutical products for users

A. EnablingLegislations

3.2. The principal legislations are the Pharmacy Act 39831 KS &t K I NJ th@rdacy! Ol ¢ 0 =
Council Act20186 G KS &t KI NJY I,@e CohskrdeyRbokettion (idesand Supplies
Control) Act 1998 (the &Consumer Protection (Price aBdipplies Control) Actand various
regulations made by the responsible Minister through those Acts.

i.  The Pharmacy Act 1983

3.3. The Pharmacy Act provides for the main framework for regulating the manufacturing,
importation, distribution, and sale of pharmaceigial products in Mauritius.

3.4. Since its initial enactment, the Pharmacy Act has been revised by the Economic and Financial
Measures (Miscellaneous Provisions) Act 281he Pharmacy Council Act, the Business
Facilitation (Miscellaneous Provisions) Act1%@ and the Covidl9 (Miscellaneous
Provisions) Act 2020 As a whole, these revisions were aimed at formalising the registration
and commercialisation process of pharmaceutical products supplied in Mauritius.

3.5. Section 3 of the Pharmacy Act establishési&l NY' I O& . 2 NR O0GKS &. 2 NRé
with several functions. Those arger aliato:

1 exercise control over the manufacturing, importation, distribution, sale and
possession of any drug or poison, dangerous drug, and psychotropic substance;

1 license any person wishing to operate a pharmacy; and

1 more generally, take such measures as the Board thinks fit to ensure the
implementation of the Pharmacy Act.

3.6. The statutory functions of the Board are exercisable subject to the approval of the Mifister
The Board is assisted by several committees established by the Pharmacy Act in carrying out
AGad TFdzyOGAz2yaT yzaGrofe | We¢ENIFRS YR ¢KSNIL
I 2YYAGGSSQ 6{SOGA2Y yO YR I WtflyyAy3a [ 2YYA
3.7. The Board is statorily composed of:
f 0KS / KAST aSRAOFIET hFFAOSNI 60GKS W5ANBOG 2N
Chairman of the Board;
f 0KS / KAST D2OSNYYSyd tKFENYIOAAG O6GKS W5AN

1 5 pharmacists appointed by the Minister; and

12 Act No. 60 of 1983
13 Act No. 13 of 2015
14 Act No. 12 of 1998
15 Act No. 27 of 2013 (Section 34)
16 Act No. 14 of 2019 (Section 25)
17 Act No. 1 of 2020 (Section 41)
18 Section 4 of the Pharmacy Act 1983
12



1 alaw officer designated by the Attornegeneral.

3.8. The 5 pharmacists are appointed by the Minister for an initial period of two years and are
eligible for reappointment. The Pharmacy Act also provides for a government pharmacist
(designated by the Ministetd act as the Registrar of the Board. The Registrar is responsible
for implementing the decisions taken by the Board, after approval of the Minister in
accordance with the provisions of the Pharmacy*#Act

ii.  The Pharmacy Council Act 2015

3.9. The Pharmacy CouihcAct transfers the regulatory function regarding the pharmacist
profession toa recently established professional bodg 1t KS Wt KI NX I O& [/ 2 dzy
G/ 2dzy OAf € 0d ¢KS / 2dzy OAf FAYa G2 LINRPOARS | oS
in Mauritius

3.10.Fully operational since November 2017, the Coumasl the main functions of:

1 controlling access to the profession of pharmacist through proper registration
procedures, approved training and examinations for-pggistration trainees and
the publishingof an annual official list of pharmacists,

1 ensuring that pharmacists are fit to practise by providing for continuing professional
education, and

1 maintaining discipline through guidelines contained in a Code of Practice and
through clear disciplinary procddNB a8 Ay Ol aSa 27F LIKINXYIF OAad

3.11.As per the Pharmacy Council Act, the Council consists of 15 members as follows:
1 3 elected pharmacists from the public sector;
5 elected pharmacists from tharivate sector,
1 representative of pharmacigiosted at the Ministry of Health;
M NBLINBASY(GlIGAGS 2F GKS t NAYS aAyAadSNRa
1 representative of the Attorney General Office;

1 representative of a tertiary education sector, to be appointed by the Minister; and

=A =4 =4 =4 -4 =4

3 other persons to be appointed by thdinister, where 2 shall be registered
pharmacists and not from the public sector.

iii.  TheConsumer Protection (Price and Supplies Control) Act 1998

3.12.The Consumer Protection (Price and Supplies Controljwadtes provision for the control of
trading practicesand prices in Mauritius and establishes a Profiteering Division at the
Supreme Courtwhich shall have the exclusive jurisdiction to try any person charged with an
offence under this Act

3.13.In substance the Act grants powers to the Ministeto whom resposibility for the subject
of commerce and consumer protection is assignedoverseeprices of goodslenoted as

19 Submission during eeting with Deputy Director of Pharmaceutical Services and Registrar of PharmacyoBdafti
Auqust 2014.
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G 02 y i NP . 3MBre @exigeR,athe responsible Minister can eithigx the price
directly?! or determine themaximum markup?? that a controlled good is subject to.

3.14.Pharmaceutical products are classifigsl controlled goodws/herebythe maximum mariup
is fixed through the Consumer Protection (Consumer Goods) (Maximum -Mgark
Regulations 1998

3.15.Accordingly, it can be observed thatgulatory controlis exercised in a comprehensive
manner through the Pharmacy Athhe Pharmacy Coundict,and the Consumer Protection
(Price and Supplies Control) Attthree levels, namely the

a. registration of pharmaceutical products,
b. licensing of economic operatorand

c. pricing of pharmaceuticgroducts.

B. Registration Framework of Pharmaceutical Products

i. The Requirement for Registration of Pharmaceutical Products
316.¢ KS t KI NXI Og& I Ol gARSE @ RSTAYy Sa mudidkd, NYI OSd.
LINBLI N} GA2YyS LIA&2Y 220B AT SS NG EStddzR Oy 34 diolayid y ¢
product based on the principles of ayurvedic or Chinese or homeopathic medicine and
OSNIAFTASR | a drozCitie purnview of KsGmbit.2 I NR ¢
3.17.Duringthe consultative process, stakeholders have highlighied certain issues of general

nature regardinghe trade of pharmaceutical productsut alsoproductsfalling outsidethe
ambit of the lharmacy Act. Theesubmissions are summarised betow

A The law does not make any distinction between generic and branded products
However, the entry of generics is often constrained in so faegistrationof several
products have been refusedTle reason put forth by the Pharmacy Boardhat
there are too nany such productw/ith the same therapeutical value on the market.

A More than 80% opharmaceutical productavailablein public health institutionsre
not listed on the schedules of the Pharmacy Act.

A There is nodgal frameworko regulate
0 health supplements,
0 cosmetics,
o medical devices and consumables, and
o traditional medicines (TMs).

A The Ayurvedic and other Traditional Medicines praivides fofframework governing
practitioners of traditionamedicine butthere are no regulations to corit imports
and sales of TMs in Mauritius.

20 A list is available in the First & Second Schedule of the Consumer Protection (Price and Supplies Control) Act
21 Section 3 of the Consumer Protection (Price and Supplies Control) Act

22 Section 4 of the Consumer Protection (Price and Supplissdl)oAct

23 GN No. 150 of 1998

24 Section 2 of the Pharmacy Act.

25 Section 46(b) of the Pharmacy Act.
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A The requirement fora pharmacisto be in chargeat localmanufactuing plant of
pharmaceutical productsasbeenquestioned. It is submitted that there are various
ways for quality control, including the involwent of professionals such as
chemical technologist

3.18.The Board is mandated to regulate entry of pharmaceutical prodantshe Mauritian
market Prior to the amendments brought to the Pharmacy Act in 2016, the Pharmacy Act
did not specifically requirehe registration of pharmaceutical products but prohibited the
importation of any pharmaceutical product without a permit delivered by the Bafichese
amendments instituted a practice of requiring the registration of any pharmaceutical product
for commecialisation in Mauritius or individual consumption.

3.19.S%ections 25 an®B6C of the Pharmacy Act, as amended under the Economic and Financial
Measures (Miscellaneous Provisions) Act 2013, have introduced a formal registration process
for both imported and loally manufactured pharmaceuticptoducts,respectively

3.20.The reasons put forward by the Department of Pharmaceutical Services of the Ministry of
Health in support of the introduction of the proposed registration proéessre to:

a. control the number of generics entering the market given the relatively small size of
the pharmaceutical sector in Mauritius;

b. ascertain the source of the different pharmaceutical ingredients and ensuring the
traceability of the eneproduct (across all stees of the manufacturing process);

c. ensure that proper product handling mechanisms and distribution channels are put in
place to safeguard the therapeutic equivalence of the product thereby collectively
helping to secure good quality products for consumers

d. standardize the registration system with international good practices (especially
among Southern African Development Community (SADC) member states); and

e. meet administrative costs involved in the market authorization process (which is a
service currentlypeing provided free of charge).

i. Pharmaceutical Products Registration process

3.21.Any person wishing to register an imported pharmaceutipabduct, or a locally
manufactured pharmaceutical product is required to make an application, in duplicate, to the
Boardas per the prescribed form (as set out in First Schedule of the Pharmaceutical Product
(Fees) Regulations 206 The application form must be accompanied by a-refandable
processing fee and the corresponding registration file, in duplicate, contpialh the
technical information and specifications in the Common Technical Document (CTD)#ormat
The registration file should normally contain the following information:

a. authorisation from Licensing Authority of country of origin;
b. 6 KS YI ydzFlI OGdzZNENDRa 21 h OSNIAFAOFIGARZ2Y 2F T
others.

26 Prior version of Section 25 of the Pharmacy Act
27 Submissiomf factual meeting dated X7February 2016vith representative oPharmaceutical Services Department
28GN No. 47 of 2016.
29The CTD format is an internationally agreed format for the preparation of applications for registrations of new medicines
and was developed by respective medicines regulatory authorities in th&BJand Japan. The CTD assembles all the
Quality, Safety and Efficacy information in a common format and is intended to assist in the implementation of good review
practices. (Source: International Council for Harmonisation of Technical Requirements fmaPéaticals for Human Use,
2017)
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c. Certificate of Analysis (COA) and Certificate of Pharmaceutical ProdOBB),C

d. label to specify country of origin (manufacturer and country marketing the
product);

e. description of processes of manufacture (including those not carried out in country
of origin);

f. information regarding full composition of the drug (including raw material sourcing
and their quality control);

g. information on registration status in country ofigin and other countries;

all quality and safety processes including quality control process, in process testing,

stability testing, bieequivalence/bieavailability studies, pharmacological tests and

toxicology tests.

i. price of drugsexfactory/retail price in country of origin, and wholesale/retail price
in Mauritius; and

j-aminimum of two samples.

=

3.22.Upon submission of the application (including a complete registration file) and payment of
the processing application fee, a receipt is delivered to theiegpl. The Board will then
refer the application to the Trade and Therapeutics Committee for its recommend&ions
following which; the Board may approve or reject the application. Where a complete
registration dossier is submitted to the Board, the r&gison process is normally completed
within a month?,

3.23.Under the new registration process, the manufacturer/pharmaceutical laboratory is
considered as the person applying for registratioe. (the applicant) and, upon approval of
registration, it is 8 F LILX AOFy i é6K2 06S02YSa GKS W25y SN
administrative purposes, the registration process requires the applicant to assign one
gK2f SartsS LKFNXYIFOe G2 FO4G Fta Ada wtsS3art 4GS
representative ats on behalf of the applicant and represents the manufacturer/laboratory
during the registration process and is responsibleawiss the Board on pharmacovigilance
issues. As part of the registration process, the applicant also needs to specify deitsls o
Wi dzii K2 NR&A & S Rin NRadiriéius dlkechizpradhdd isirégitergd

3.24.Where the Board approves the application, the applicant pays the prescribed registration fee
and a receipt is delivered to the applicant. The Board will then register thenpteutical
product and issue to the applicant a certificate of registration, on such conditions that it may
determine. The certificate of registration is valid for a period of one year and may be renewed
subject to payment of the renewal fee.

3.25.Section 20of the Pharmacy Act, as amended by tBasiness Facilitation (Miscellaneous
Provisions) Act 201%nandatesthe Permanent Secretary of the Ministry of Health to issue
guidelines:

a) setting out the requirements, the applicablaw, and the procedure for an application

for, or renewal of, clearance, a licenceparmit.

¢KS ¢NIRS YR ¢KSNI LISdziAOa /2YYAUGGSST Saidlrof AakSdy dzy RSNI {
matter relating to the manufacture and importation of pharmaceutical products; any area which isdrohaepharmacy;

the compilation and maintenance of a National Drugs Formulary; any reported adverse effect caused by any drug and
measure requiring to be taken to protect publiche@ittt 6 { SOGA2Y TomM0O 2F GKS t KFENYIFOe ! O
31 Submissions akepresentativeof the Ministry of Healthduring a meeting held on 25.05.2017.

32 Supra note 31.
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b) available for consultation at the Ministry;

c) posted on the website of the Ministry;

d) listing every fee leviablender the regulations;

e) listing every pharmaceutical product registered for import with the Board, together with
their corresponding importers;

f) listing every person eligible to import any poison; and

g) listing every licensee;

3.26.1n addition to drug registratiorgertain category of medicines and pharmaceutical products
as well as chemicals (dangerous drugs) require a licence for their import or export. These
include:

a) antibiotics,vaccinesand any therapeutic substance, listed in the Sixth Schedule of the
Pharmag Act; and

b) dangerous drugs as defined under section 3 of the Dangerous Drugs Act 2000 (to ensure
that the goods are destined for legitimate use (medicinal, scientific, educational).

3.27.For each consignment of antibiotic, vaccine and therapeutic substanperted into
Mauritius, the importer is required to submit an application for a permit as specified under
section 25 of the Pharmacy Act indicating the name of the product(s) and quantity in respect
of each product being imported. An import permit is thaéelivered within 24 hours to the
importer. The permit is issued at time of arrival of the product(s) in the country, on a
consignment basis. In the absence of a valid import permit granted to the importer, Customs
may seize and detain a consignment of ortpd pharmaceutical products.

ii. ¢KS . 2FNRQa tKINYIOSdziAOFf t NRPRdzOGa wS3IAadNI
3.28.The Board has product registration guideliffeghich outline the technical documents that

an applicant is required to submit and the factorkigh the Board will normally consider
when assessing an application.

3.29.The Department of Pharmaceutical Services has submitted that when determining an
application, the Board considers different factors such as:

a) Quality: The quality of a product may be astned through production of technical
documents such as certificates issued for products moving in the international commerce
(COPP, WHO Good Manufacturing Practice). Although laboratory facilities are available in
Mauritius for quality control testinghe laboratory is not a functional aspect of the Boérd
The Board does not systematically submit samples of pharmaceutical products for drug
testing/analysis for the purposes of product registrafion

33 Although the Competition Commission has, upon request, been provided with basic information relating to the product
registration guidelines (by way of oral and written sulsioss), ti is not clear whether the guidelines are publicly available
(whether gazetted, published on a relevant website or otherwise) or provided to (potential) importers of pharmaceutical
products.

32 | hY Wal dzNAGAdzA t KIF NYF O81diigh Cel6f Adccdilzy iiWitiBstry tofNdR &Rt shrfiple anédzf @  H
collected by government inspectors for undertaking posirketing surveillance testing. For the period 2002011,
approximately 120 samples were taken for quality control testing. Of the Emmpsted, 2 (i.e. 1.7 %) failed to meet the

quality standards.

35 Submissiorof Meeting with Deputy Director of Pharmaceutical Services and Registrar of PharmacyBoa@dAugust

2014, para 8.
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b) Efficacy Products should have beapproved in country of origin after clinical evaluation.
Bioequivalence against original drugs (Innovator) may be required for critical products.

c) Safety Benefit to risk ratio must be acceptable. Products, which have been banned,
adverselyreported, or restricted for use in other countries may be refused registration.

d) Nature of product Preparations that have no proven therapeutic valampoule buvables
tonics, etc.), those that are liable to abugeq.,Benzodiazepines), or for which there already
exist too many on the markete(g., analgesics, antacids, afiiflammatory) may also be
refused registration.

e) Number of existing products already on the markebo many gnilar productswith no
advantage in price or pharmacological action as@mparable existing products of the same
therapeutic class are not considered; and

f) Price Price has to do with compliance to treatment, affordability, and availability. Similar
products of proven value at lower or comparable prices may be considerbdugt certain
life-saving drugse.g.,clot-busters, cancer drugs, anttrovirals are costly; their registration
may however be prioritised in the interest of public heditht has been further submitted
that there should be no monopoly for any singl@duct or class of products

3.30.The Board also assesses the standards under which pharmaceutical products are
manufactured or imported in Mauritius.

3.31.Firstly, the Board requires that all pharmaceutical products submitted for registration
O2y F2N)Y T4 8 RWYA LIS gidvdandRcdrdained in British, French, United States or
European Pharmacopoéfd K SNB A Yy I T4 SNJ NB T S NNESRlefinedl undeit ¢ . C! ¢
the Pharmacy A&, in order to ensure that pharmaceutical products on the market meet
required quality standards. The Pharmacy Act prohibits any person from selling any
pharmaceutical product that does not conform to a prescription or to specified standards.

3.32.Secondly, certain pharmaceutical drugs (in particular, highly critloads) need to be
f AOSyaSR Ay O2dzyiNARSa GKIFIG NS YSYOSNA 27F
countries) where scientific evaluation is strict as a means of ensuring their quality

36 Information submitted by the Department of PharmaceutiSarvices, dated 07.08.2015.

37 Supra note 36

¥ O02NRAY3 (2 GKS 21 hT Wol 6 LIKFNYFO2LR2SAFT LIKIFNYIFO2LISALY 2
collection, prepared by a national or regional authority, of standards and quality specifications for medicines used in that

countryorrey O6X0 ¢KS NRtS 2F | Y2RSNY LKINYIFO2LR2SAIF A& (2 FdaN
ingredients (APIs), FPPs and general requirements, F 2 NJ R2al 3S FT2N¥YaQo 21 hy WYwS@ASsH
(Working document QAS/12.512/Rev.1), March 2013

<http://www.who.int/medicines/areas/quality safety/quality assurance/resources/ImtationalMeetingWorldPharmaco
poeias QAS1812Revl 25032013.pdf

39 Section 2 of the Pharmacy Act.

40 The Pharmaceutical Inspection Convention of 1970 is a legally binding treaty between countries aimted alfia
harmonising Good Manufacturing Practic@\MP) requirements, establishing uniformutual recognition inspections, and
allowing member countries to have mutual confidence in the results of inspections carried out by inspectors of other member
countries. In 1995, The Pharmaceutical Inspectiomggration Scheme (PIC/S) was founded as an extension of the PIC
1970 to provide a more flexible and informal-aperative arrangement between regulatory authorities in the field of GMP

of medicinal products. As at 31 December 2016, PIC/S comprised 49pa&irtg Authorities from all continents.
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iv. The Registration fees

3.33.The fees payable under the new regisiost regime have been prescribed under The
Pharmaceutical Product (Fees) Regulations, in force since 01 April 2016.

3.34.As shown in Tablel, the above reulatiors provide a flat fee for registration of a
pharmaceutical product, notwithstanding its type (ongtor, branded generic or generic).

Table4: Overview ofregistration-related feesof pharmaceutical products

Pre-Registration Fees Quantum (Rs)
Nonrefundable processing fee 2,500
Registration fee for importegharmaceutical product 5,000
Registration fee for locally manufactured pharmaceutical product 5,000

PostRegistration Fees Quantum (Rs)
Annual renewal fee for imported pharmaceutical product 2,000
Annual renewal fee for locally manufacturptarmaceutical product 2,000
Change in Shelf Life 2,000
Change in Manufacturing Site/Distribution Channel 2,000
Extension in Line of Product 2,000
Change in Trade Name 2,000
Change In/Additional Pack Size 1,000
Change in Pack Design (Primaack) 1,000
Change in Pack Design (Secondary Pack) 1,000
Change in Packing Material 1,000
Change in Label Design 1,000

Source: Second and Fourth Schedules of Pharmaceutical Product (Fees) Regulatiofs of 2016

C. Import of Pharmaceutical Products Undehe Currentintellectual Property
Regime

i.  The Patent, Industrial Designs and Trademarks Act 2002

3.35.Theintellectual property protectionframework for pharmaceuticgroductsin Mauritius is
found inthe Patent, Industrial Designs and Trademarks Act ZaD2i KS dat L5¢! ¢ 0 ®
relatively low or no domestic pharmaceutical R&D and manufacturing capapditgnts are
rarely applied for in respect of IP protection of pharmaceuticetsls trademark registration
of pharmaceutical brand® relation to importis the most prominent form of IP protection
in Mauritius®.

3.36.According to the Acting Controller tife Industrial Property Office, pharmaceutical products
are grouped under Class 5 of th&ernational Classification of Goods and Services for the
Purposes of the Registration of MatkS he registration of a trademark grants its registered
owner the extusive right to use that mafk Any interested person, other than the registered

41GNNo. 47 of 2016

42 Act 25 of 2002

43 Submissiomf meetingheld on 13 February 2014vith the Acting Controller of the Industrial Property Office.

44 Submissiomf Factual Meetindpeld on 13 February 2014 with the Acting Controller of the Industrial Property Office. The
International (Nice) Classification of Goods and Services for the Purposes of the Registration of Marks was established by an
Agreement concluded at the Nice Diplomatic Coaefiee, on June 15, 1957 (Nice Agreement). Although not party to the

Nice Agreement, Mauritius nevertheless applies the classification provided therein for the purposes of national registration
of trademarks.

45 Section 36(1) of the PIDTA.
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owner, who intends to use a registered mark, in relation to any goods or services for which it
has been registered, shall first require the agreement of the o#neFheregistration of a

mark is valid for a period of 10 years (from the filing date of the application for registration)
and may be renewed for consecutive periods of 10 years upon payment of a renewal fee and
on such condition as may be prescribed

3.37.The aforcement of protection of registered trademarks againparallel import,

counterfeiting and piracy is done mainly at the level of MRA Customs, through the Customs
and Border protection of IP rights (pursuant to section €6Af Customs Act 1988) The
procedure set forth therein enables a right holder (or his nominated representative) to apply
in writing and subject to the approval of the DirectBeneral of the MRA, for Customs to
suspend clearance of goods suspected of infringing their IP rights.alilgyvperiod of an
application for suspension is for a maximperiod of two years.

3.38.When MRA Customs identifies goods suspected of infringing IP rights for which an application

3.39

3.40.

3.41

for customs action has been filed, it suspends the release of the good$etaids them. The

right holder is informed of the suspension and invited to inspect the suspect gdbdserm

of the suspension is of 10 working days (or 3 working days in case of refrigerated goods) and
may be extended up to a maximum of another 10 king days if necessary. Within these
terms, the right holder must assess whether or not the suspect goods infringe his IP rights,
inform the DirectorGeneral of MRA, for Customs, in writing, confirming the infringement and
take the necessary legal actiolVhere no written objection is submitted within the
prescribed delays, MRA Customs may release the detained goods.

Parallel Impostion

.An interesting phenomenomwbservedacross all jurisdictiongvorldwide in regard tothe

importation of pharmaceutical puctsis known as parallénport. Unlikecounterfeitingor
piracy, @rallel imports are defined as genuine goods produced or sold abroad with the
consent of the owner of the applicablBright ¢ copyright,trademark,or patent¢ that are
subsequently soght to be imported into the domestic market without the consent of the
intellectual property right ownef.

CKS £83Ff LINAYOALE S dzy RSNI&Ay3d GKS O2yO0SLi

.
z

SEKIdzaGAZ2ZY 2F NAIKGAQ® oh yeBifieNJonteythe Ansliecubly/ | G A 2 y

property right has been registered and the product sold, the rights are exhausted on that
product and any person can source the product from any other country in which the product
is commercialised so as to import and ghé product in Mauritius. On the other hand, a
national exhaustion regime dictates that the intellectual property right is deemed to expire
only in the country of first sale, making it possible for the right holder to prevent resale of its
product in othermarkets.

.It is worth noting that Article 6 of the Agreement on Traelated Aspects of Intellectual

Property Rights (TRIPS Agreement) has provided WTO Members with leeway in deciding upon
the exhaustion regime which best fits their domestic policy oljest

46 Section 40(1) othe PIDTA.

47 Section 41 of the PIDTA.

48 Mauritius Revenue Authority, Customs and Border Protection of Intellectual Property Rights, <
http://www.mra.mu/download/NoticetoRightHoldes1512014.pdf

“h9/ 53 t2fA08 w2 dzgZdnpdiitiord ahd Redulai®MiBsoes in thetPharmiaceutical IndEiFFE/CLP
(2000)29available at <ttp://www.oecd.org/competition/sectors/1920540.pd#.
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3.42.While the PIDTA allows the parallel importation of patented products, it does not, at present,
cater for the international exhaustion of rights relating to marks/trademarks. For industrial
design and trademarks, the PIDTA establishes a nationalistib@a regime such that parallel
importation of a good registered for trademark protection would in principle be against the
PIDTA’ unless authorised by the owner of the registered mark.

3.43.Notably, Section 2{4)(b)of the PIDTA in relation to rights conferred by a patent, provides
i K [ajny right under the patent shall not extend to adtsrespect of articles which have
been put on the market in Mauritius or in any other country or imported into MauétiDa
the other hand, Section 4Q)of the PIDTA, in relation to trademarks, provides ttfany
interested person, other than the registered owner, who intends to use a registered mark, in
relation to any goods or services for which it has been registered, shalre the agreement
oftheownedbé ¢ KAAa A& T dzNBeCtHNIOE adzhdl BIDFAS fhy éffécRthad &
GOGKS NAIKGA O2y FSNNBR o0& NBIAAOGNIXrdAzy 27
which have been put on the market in Mauritiong the registered owneor with his conserit.

3.44.To illustrate this notion of national exhaustion regime adopted in Mauritius, the Supreme
Court of Mauritius dealt with the issue of parallel importation of a pharmaceutical product
registered for both traderark protection and Customs border protection in the case of
Reckitt & Colman (Overseas) Ltd v. M.N. Dauhoo and The Mauritius Revenue Authority

345.Ly GKAA OFraSz (GKS LIFAYOGATTFE $K2 ¢la GKS
Mauritius, had beeninformed by the Mauritius Revenue Authority (Customs) that the
defendant, a wholesale importer of pharmaceuticals, had imported Maairitiusantiseptic

2 9

t218y38a 08SFNAY3 GKS YIN] G{ONBLEAfAE 6ALKE2dz

owner. The Courtheld that parallel importation as it stands currently under the lagan
only be possible with the consent, express or imply, of the trademark owner.

D. Licensing~rameworkof Economic Operators

3.46.The Pharmacy Act establishes distipebvisions for regulating market players operating
along the pharmaceutical supply chain in Mauritius. Control is exercised in terms of licensing
at the level of manufacturing, importation, wholesale trade and retail tr&de.

i. Manufacturing

3.47.At the manufaatring level, the Pharmacy Act mandates the Board to assess both the
production facility®> and the manufacturing proce¥sfor the purpose of licensing any
LIKF NYF OSdzi AOFf YI ydzFlF OGdzNRy3a 2LISNFGA2yaod
inrelation 2 I LIKF N¥YI OSdzi A OFf LINRPRdzOGXZ Aa 3IABSY

y

F2NNdzE F 0SS FAEES LI OTF3AS FyR t106St 2NJ LISNF 2N

3.48.With respect to licensing a pharmaceutical manufacturing facility, the Board exercises
regulatory ovesight over the installations to be made, details of the type of machinery and

50 In the case of Polo Lauren Co V Tejoo M N 2012 SCJ 134, the Supreme Court, quoting from Section 40(5) of the PIDTA,

Of S NX & riobotlyicah Rut én khe IGcal Warket goods bearing a trademark registered under our law unless authorized
by the owner 6the trademark® @
512012 SCJ 495.

52 Part IV and VIl of the Pharmacy Act deals with Pharmaceutical Trade and the Manufacture of Pharmaceutical Products

respectively
53 Section 35 of the Pharmacy Act.
54 Section 36 of the Pharmacy Act.
55 Section 2 of théharmacy Act.
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energy sources, details of pharmaceutical products sought to be manufactured, among
others®. In considering an application made in this regard, the Board may have recourse to
the advice/recommendations of the Planning Committee. The Board grants any approval on
payment of the prescribed fee and on such terms as are deemed necessary. Where the Board
refuses to issue a licea for building a manufacturing facility, the Board hias explicit duty

to notify the applicant of the reason(s) of its reftial

3.49.Regarding the manufacturing process, the applicant must furnish documents regarding (i)
GOGKS F2Nydz | 2F SI OK LI NXYI OSdziAOF € LINE RdzO |
descrii A2y 2F GKS LINPRdAzOGA2Y LINE OB dhkeBoatdWiR 6 A A A (
assess the application only upon the fulfilment of these prerequisites and may even require
the applicant to provide such other information that the Board deems necgd®a the
purpose of assessing the application.

3.50.The Pharmacy Act also prescribes three mandatory criteria to be met by the applicant, failing
which the licence will not be granted. These factors include adequate facilities for
manufacturing sterile preparations, appropriate quality control both at the level of the
therapeutic substance and the finished product, the supervision of the manufacturing
process by @harmacologist, pharmacist or chemist possessing relevant expeffence

3.51.Even when a person has been licensed to manufacture pharmaceutical products, the
Pharmacy Act imposes several duties upon the licensee to ensure: (i) constant supervision of
the factory by a properly qualified person, (ii) adequate quality control; and (iii) proper
storage, recordseeping,and sampling faciliti€&

3.52.The recent revisions to the Pharmacy Act by the Ga9idMiscellaneous Provisions) Act
2020 provide the framewrk for the marketing authorisation process and
commercialisation of pharmaceutical products manufactured in Mauritius. Under the new
Sections 36A, 36B and 36C, a manufacturer licensed under the Pharmacy Act is not allowed
to sell a manufactured pharmactcal product, whether on the local market or not, unless it
is registered with the Board.

ii. Importation

3.53. The revised Sections 25 and 25A deals with the requirements to be fulfilled concerning the
import of pharmaceutical products. Any person who wishesdaoy out such import must
first make an application for registration of the pharmaceutical product with the Board. In
the event that such an application is successful, cleafdmeest then be obtained from the
Board in regard to the consignment of thegrmaceutical product crossing the Mauritian
border. When this twefold process is complied with, only then a pharmaceutical product
may be commercialised through wholesale or retail trade.

iii.  Wholesaldrade

3.54.Concerning the wholesale trade of pharmaceuticalducts, the Pharmacy Act prohibits the
operation of a wholesale pharmacy unless: (i) the person operating the pharmacy holds a

56 Section 35(2) of the Pharmacy Act.
57 Section 35(5) of the Pharmacy Act.
58 Section 36(2) of the Pharmacy Act.
59 Section 36(5) of the Pharmacy Act.
60 Sections 339 of the Pharmacy Act
61 Act No. 1 of 2020

62 Section 26A(1) of the Pharmacy Act
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duly issued licere; (ii) there is a pharmacigt charge of the wholesale pharmacy on a-full
time basis; and (iii) the premisesed for the wholesale pharmacy are distinctly separate
from those of any other pharmagi(including a retail pharmacy).

3.55.As per guidelines issued by the Bd4ravholesale pharmacies are also required to meet the
set standards for the warehousing ingtaucture, safe handlingstorage,and distribution of
pharmaceutical products, as a licensing condition.

iv. Retail trade

3.56.Section 17 of Pharmacy Act prohibits the sale by retail of any medicine or drug in any place
other than a pharmacy. However, there esgistrict exceptions to this provision, notably
Section 17(3) and (4), whereby a medical practitioner is authorised to perform such sale if
KSkaKS aR2Sa y2i0 1SSL) 2Ly akKz2L) F'yR GKSNB Aa
the place where he attends LJF G A Sy G ¢ 2NJ A F { KSauthokisiid sudh S NI Y I |
sale.

3.57.All retail pharmacies require a licence obtained from the Board to operate in Mauritius.
some countrie®, doctors and manufacturers are not allowed to own a pharmacy due to a
conflict of interest as prescriberk Mauritius, restriction on the ownership of a pharmécy
is reflected in sction 40(2) of the Pharmacy Ashichstipulates that no authorised person
which is defined as beirggmedical practitioner, a dental surgeona veterinary surgeon in
the exercise of his professidfishall have any share, participation or other financial interest
in the manufacture or sale, whether by wholesale or retail, of pharmaceutical prodists.
such, ay individual or legal entitptKk SNJ (G Kl y (G KS Wiayzi princhile, D8R LIS N&
pharmacies in Mauritius.

3.58.Following receipt of a written application for operating a retail pharmacy, the Board will
usually require theTrade and Therapeutics Committee TTC) to carry out ogite
visit(s)/inspection(s) of the proposed retail outlet. The process usually involuss an-site
visit from members of the TTC to assess the location and the building structure, following
which the TTC sends its recommendations to the Board. The members of the TTC will usually
conduct a second visit with a view to ensuring that the pissms ready to operate as a full
fledged pharmacy so that the Board may grant a licence to operate the pharmacy. It can take
a minimum of six months to process an application for the registration of a retail phatinacy

3.59.Section 18(4) of the PharmacytAists three criteria which the Board is required to take into
account when considering such an application, namely:

a. the number of pharmacies in the area in which the applicant intends to operate;
b. the needs of the area for an additional pharmacy; and

8¢ KS t KFENYIFOe ! O RSFAySa LKINXIOe G2 AyOfdRS Wiye LINBYAAS
LINE RdzOG Yl & 068 RAALISY&aSR: &2f Rz SELIASR 2NJ 2FFSNBR T2NJ &l f
64 The Competition Commission has, as at date, not received a copy ofléwant guidelines issued by Board (regarding

wholesale pharmacy licensing) despite several requests made to the relevant department at the Ministry.

65The General Retailers (Sale of Simple Medicines) Regulations 1989 allows any person who holdsReEsleeimLicence

G2 aStf LKFNXYIOSdziAOlIt LINPRdzOGa RSYy2(GSR Fa GairAyYLX S YSRAOAY:
First and Second Schedule of the Regulations.

66 The countries are Iceland, Irelafdgrway,and Sweden.

67 OECD,Competition Issues in the Distribution of Pharmaceuticals (DAF/COMP/GF(2014)6)(18 March 2014), p. 4<
http://www.oecd.org/officialdocumens/publicdisplaydocumentpdf/?cote=DAF/COMP/GF(2014)6&docLanguage=En

68Section 2 of the Pharmacy Act defines an authorised person as demaglical practitioner, a dentalirgeon,

or a veterinary surgeoimn the exercise of his profession.

69 Submissiorof Meeting with Deputy Director of Pharmaceutical Services and Registrar of PharmacyBoafdAugust

2014.
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c. the recommendations of the TTC

3.60.In September 2017, th#linistry of Healthpublished updated guidelines for opening of a
retail pharmacy*. The guidelines establish infrastructural requirements and set out
demographic and geographic criteria that theaBd will consider under section 18(4)(a) and
(b) of theAct, respectively.

361LLY F LI @Ay3a GiKS ydzYoSNI 2F LIKIFNYIFOASA Ay GKS
criterion, the Board will have regard to the pharmacy to population ratio, which is one
pharmacy for 2000 inhabitants.

362wS3IF NRAY3I aiGKS ySSRa 2F (GKS FNBIF F2N Iy | RF
requires that the minimum distance between the proposed pharmacy and an existing one
must be 200 meters apart in a linear direction.

3.63.Theabovetwo criteria will not be applicable with regards to applications for the opening of
a pharmacy in shopping malls and smart cities.

3.64.Furthermore, the Board has established both indoor and outdoor design requirements for a
retail pharmacy, in terms othe minimum area, floor space and height requirements,
separate storage and dispensing aréasAlso, the pharmacy should be separate from any
other business by a concrete patrtition.

3.65.The guidelines prohibit the applicant from subletting any parbefpharmacy to any doctor,
20KSN) KSIFfGKOINB LINRPFSaaAirzylf 2NJ Fyeé 20GKSNJ
completely separated from the pharmacy by a concrete partition. The name of the
pharmacistin-charge should be clearly displayed and must be tgadlammediately when
there is a change.

3.66.The guidelines further state that the use of a signboard to feature an advertisement is
prohibited. This goes in line with the general advertising prohibition contained at section 41
of the Pharmacy Aét

3.67.Any liense (manufacturingyholesalingpr retailing) granted by the Board is valid for a ene
year period upon payment of the relevant fee and the license is renewable on a yearly basis
(upon payment of a renewal fee). Tableshows the evolution of the respective fees
applicable at different levels of the pharmaceutical trade in Mauritius. It can be observed
that the annual fees considerably incredse 2010.

70 Section 18(4) of the Pharmacy Act.

TaAyAaidNE 2F ISF{GK FyR vdzZafAde 2F [AFS DdZARSt AySa WDdzA RSt |
72 According to the amendeMlinistry of HealthguidelinesWi KS ' NBI 2F (GKS LIKI NYIF 08 aKz2dzZ R
metres;it shall consist of at least two adjoining rooms, each having a minimum floor space of 134.5 square feet and a
minimum height o2.75 metres; one room of the pharmacy shall be used as a service room and either two other rooms or

one other room divided into two sections by a partition of not less than 2 metres in height for dispensing and for storage
respectively;

and the height of anezzanine is to be equivalent to 2.75 metres, if floor space is to be included in the area of the pharmacy.

73 According to section 41 of the Acip person shall advertise any pharmaceutical product intended for human or veterinary

use except in suctechnical or professional publications, as may be approved by the Board.
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Table5: Evolution of Licensing Fees in Pharmaceutical Trade, 12820

Annual Fees Annual Fees Annual Fees
Type of Licence Applicable Applicable Applicable
1985 (19852009) (2010- present)
(Rs) (Rs) (Rs)
Registration of Pharmacist 250 303 1000
Licence for Retail Pharmacy ir 920 324 4100
Town
Licence for Retail Pharmacy ir 60 164 2100
an area, other than a town
Licence for Wholesale 400 904 5100
Pharmacy
Licence for Manufacture of 200 452 5100
Pharmaceutical Products

Source: Department of Pharmaceutical Services

E. Price Regulation of Pharmaceutical Products

i. Evolution of the pricing control mechanism in Mauritius to date

3.68.A markup system regarding pharmaceutical products was first introduced under Section 5 of
the Supplies Control Act 1974y the Medicines (Maximum Makp) Regulations 1977
and then replaced by the Medicines (Maximum Mag) Regulations 1984 In essence,
the wholesale and retail components of pharmaceutical products prices are regulated by
establishing maximum allowable maumps. Such a system is aimed at ensuring the
affordability of pharmaceutical products while allowing room for wholesalers/retailers to
cover relevant costs and also earn an element of profit.

3.69.The Supplies Control Act 1974 was then repealed and replaced by the Consumer Protection
(Price and Supplieso@trol) Act 1998. Consequently, The Medicines (Maximum Mgk
Regulations 1981 was revoked by the Consumer Protection (Consumer Goods) (Maximum
Mark-up) Regulations 1998.

3.70.t KI NI OSdzi AOF't LINPRdzOG& USNB GKSNBO&he Of  aaA
responsible Minister may determine the maximum magk The Price Fixing Unit of the

Ministry of Commerce and Consumer Protection is the relevant body responsible for
controlling the prices of pharmaceutical products in Mauritius as of now.

3.71.Provisionis made by the Consumer Protection (Consumer Goods) (Maximum-Wfgrk
Regulations 1998 not only for wholesale and retail components of pharmaceutical products
prices by establishing maximum allowable mags but also for a special allowance of 5%
for wholesale importers to meet costs such as bill of entry fees, transport and storage costs,
handling,and clearance charges.

3.72.The new categorisation was in terms of pharmaceutical products and simple drugs with
maximum markup, inclusive of special allowancet st 50% and 45% respectively.

74 Act No. 20 of 1974
75GN No. 68 of 1977
76 GN No. 338 of 1981
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3.73.1n 2004, the maximum madilp for both pharmaceutical and simple drugs was reviewed and
set at 35% with a special allowance of 2% on landed costs. Duties are neither levied on
imported Active Pharmaceutical Ingredien®KI3 nor are prices of finished pharmaceutical
products subject to any form of taxeise(,import duty and VAT).

3.74.Table 6 shows the evolution of thenew markup system applicable on pharmaceutical
productssince 1998

Table6: Evolution of markup systemfrom 1998 to date

Product Maximu Special
Regulation EffectivePeriod cateqorisation | ™ Mark- | Allowance
° up (%) | (%)

The Consumer
Protection (Consumer | 8" September Pharmaceutical
Goods) (Maximum 1998 to 18 June products 45
Mark Up) Regulations | 2004 5
1998 Simple Drugs 35 5
TheConsumer
Protection (Consumer | 18" June 2004 to
S/IOOI? E) (Maximum date Pharmaceutical 35 5
(Aarl;endp%ent) products and

: simple drugs
Regulations 2004 P g

Source: Compiled

3.75.Table 7 illustrates the price structure of a pharmaceutical product using a hypothetical
Y| ydzF I OG dzNB NI &, inadlBivefofinguandelnidtl Def)hufdrsl OO0t

Table7: lllustrative Price MarkUp system in Mauritius

From 19980 2004 After June 2004
CEEL ERmE Mark Up Price Mark Up Price
(%) (Rs) (%) (Rs)
MSP(CIF) 100.00 100.00
Customs Duty 5.0 5.00 0 0.00
SpecialAllowance 5.0 5.00 2.0 2.00
Landed Cost 11000 10200
Wholesale MarkUp 14.0 15.40 11.0 11.22
Wholesale Price 125.40 113.22
Retail MarkUp 27.0 33.85 21.6 24.48
Retail Price 159.25 137.70

Source: Price Fixing Unit

3.76.1t is to be noted that he Consumer Protection (Consumer Goods) (Maximum Nk
Regulations 1998, establishes two regimes for the purpose of determining the cost price of a
pharmaceutical product (subject to the approval of the Minister):

i.  where themaximum prices are fixed on a consignment basis, the importer shall use
the currency conversion rate prevailing on the date of submission of the required
form to the Minister; and

7GN No. 82 of 2004
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ii.  where the maximum prices are fixed for a minimum period of 6 months, theitep
shall use the currency conversion rate approved in writing by thestéin
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4. Conditions of Competition

4.1. Theprevious sectioaprovided an overviewof the pharmaceuticahdustryin Mauritius in terms
of the supply chainkey maket playersand the governingregulatory framework Against this
background, an assessment ofhe prevailing competition conditions is undertaken The
assessment ibasedon the analysis of thenarketstructureand concentratiorievelsacross the
supply chainand discussion ofpotential issuesthat could be arisng from the reguldory
frameworkwith respect tocommercialation and pricingof pharmaceuticaproducts andthe
licensing okconomic operatorén the industry

A. Market structure and concentration

4.2. An assessment dhe market structure acoss thepharmaceuticabupply clainin terms of the
number of playersand concentration leved provides a broadindication ofthe competition
dynamicswithin the concernednarkets. In general, higher number oplayersin amarketand
lower concentration leveiend to indicateconduciveconditions ofcompetition.

4.3. With regard to market encentration two estimates used@re: the concentratiorratio (CR) and
the HerfindahtHirschman index (HH1§ The CR measures how much mfrket share is
accounted for by the top firms (for example, the top43,0r 10 firms). The HHJ on the other
hand measures the size of firms in relation to the industry and is an indiaatthe level of
competition in that industry. Both measurements indicate the level of mdrkgimentation and
potentialmarket power.An HHI of close to zero indicates perfect competitidrere no firm has
any influence over market price, while an HifilL0,000shows that there is only orfi'm in the
market. An HHI of less than 1,500 denotes an unconcentrated (competitive) man&isteen
1,500 and 2,500 denotes a moderate level of concentration; and over 218006tes a highly
concentrated market?

4.4. As market concentration is in relation to market shari is therefordmperative todefine the
relevant market(s) in which firms competefrom the product and geographic dimensions
Conventionally, liis isdone by undertaking thesubstituion analysison both the demand and
supply sides.In relation to pharnaceutical products, howeverhis approach of delineating the
relevant markeis found to be inappropriate for various reasons.

4.5. Unlike other commodities substituion betweenpharmaceutichproductsis less likely This is
becausemedicines used ithe treatment of a particular health condition cannot be substituted
with medicines usedn the treatment of another health conditionForinstance, following an
increase (even substantial) in the priceaodrugto lower blood pressureuserswould not shift
to other drugsthan those meantd control blood pressureIn other words,productsneed to
have sameherapeutic valudo be consideed as interchangeable.

"8 The HerfindakHirschman index is a commonly accepted measure of market concentration. It istzddoy

squaring the market share of each firm competing in a market, and then summing the resulting numbers. The
HHIfigure can range from close to zero to 10,000. Empirical evidence suggests that, other things being equal,

the concentration of firms in anarket is an important element of market structure and a determinant of

competition. TheK A IKSNJ 4 KS 11 LX GKS KAIKSNI Aa GKS YIFIN]SiGQa

a monopoly.
®DOJFTC Guidelines on Horizontal Mergers.
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4.6.

4.7.

4.8.

4.9.

4.10.

In this regardthe World Health Organization (WHQO) Anatomical Therapeutic Chemical (ATC)
classification system provides a useful framework for the assessment of substitutability of
pharmaceutical products. The WHO ATC systessiiles drugs in 5 categories, with ATC 1 being

the widestand ATG being the most specific: ATC 5 indicates the chemical substance of a
particular drug and is commonly used to determine substitution of products for defining the
relevant market and estdishing dominant position in the market. If the example of
cardiovascular drugs is taken, ATC 1 indicates the cardiovascular system. ATC 2 shows the
therapeutic main group such as atiypertensive medicines used for the treatment of high blood
pressure ATC 3 is the therapeutic/pharmacological subgroup, for instance, plain ACE inhibitors
(such as benazepril, enalapril, ramipril, lisinopril and perindopril) as opposed to other anti
hypertensives such as beta blockers, diuretics, calcium channel bdoekel angiotenshhl
receptor blockers, which form their own individual subgroups. For ACE inhibitors, there is an
overlap between ATC 3 and 4. At ATC 5, which indicates the chemical substance, an example
would be perindopril aloneAt this level, the onl substitute for the drug would be its
bioequivalent generic.

In practice even substitution betweenchemical substances witkame therapeutic value
(originatordrug andits bioequivalent genericanay not be evident for various reasenOne of
them could be attributed tgorescription patteris. In most casest is doctors who deciden the
choice ofmedicinesrather thanusersthemselves In their prescription decisiog doctorstend
to give higher weight tgroduct attributesrather than price For instancedoctorstend notto
switch medicinedor cheaper substitutable moleculesn accountof risks of provokingide
effects Thisphaomenoni & 2 TG Sy NBH S QNSRRI Gidilarly, dctorRofe
of medcinesmay be influesed bybranded drugmanufacturer§inarketing efforts It is common
practice fortheir sales representative® discussproduct claims and clinical evidenedgth
physiciansaaind provide them withsamples®

It follows from the abovediscussionthat there potentially exist several relevant markets in
relation to the supply opharmaceutical productslt requires anin-depth subgitution analysis
to definethose relevant marketbased onactualmarket informationon, inter alia, molecues
with equivalenttherapeutic value andoctor<prescription patterns Such an exercise is beyond
the scope of this studgiven the complexitycompetence, and resourcesquiredto do sa

For the purpose of th&udy therefore, the assessment of ehstructure and concentration level
will bedoneat the broaderevels in thegharmaceutical supply chain.

As highlighteckarlierin Figurel, the pharmaceuticasupply chain consists tifree leves, namely
manufacturing, wholesale and retait manufacturing of pharraceutical productdevel it is

gathered thatAjantaPharma (Mauritius) Lt the onlyactivefirm in Mauritius Howeverthe

latter ismainly involvedn exportation of its productsand as sucldoes not influencehe local
competitiondynamicdor the supply of pharmaceutical product¥hus the market structure and
concentrationandysisfocusat the wholesaleandretail leves.

80 Competitionand Regulation Issues in the Pharmaceutical Society 2000, OECD Policy Roundtables, DAFFE/
CLR2000)29, 6 February 2001, para 4.6, page 45: https://www.oecd.org/competition/sectors/1920540.pdf
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4.11. At the level of wholesale supply of pharmaceutical productgholesale pharmacies import
originator and generic products from international pharmaceutical companies and supply these
to both public and privatéealthcare institutiosin Mauritius

4.12. The number ofegistered wholesale pharmacies has progressively incrddsam 24 in 2010 to

4.13. With regards to potential entry in the market, the following factors have to be taken into
consderation: wholesale pharmacies require a ligento operate their businessvhich is
conditioned @ having afull-time pharmacist ircharge, warehousing infrastructure, safe
handling,storage,and distribution of pharmaceutical productdheseconditions for ograting

as wholesale pharmacie® not appear to beonstraining, as evidenced by the incsean the

4.14.

a) The wholesale pharmacy market

40in 2019, as illustated inFigured below.

Figure4: Evolution of number of wholesale pharmacies, 262019
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number of players in the market.

Table8 illustrates the indicative share of supply for wholesale pharmacies over the period 2017
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2019, with particular emphasis on those having more than 5% share.

Table8: Share of supply of wholesale pharmacies for the period 21019

Wholesale Pharmacies 2017 2018 2019
IBL Ltd 24-26% 23-25% 19-21%
MSJ Ltd (Unicorn) 16-18% 18-20% 18-20%
Pharmacie Nouvelle Ltd 11-13% 11-13% 10-12%
Scott Health Ltd 10-12% 8-10% 11-13%
Anichem Pharmacy 5-7% 5-7% 5-7%
Ste A.E. Patel & Co 4-6% 4-6% 4-6%
Otherwholesale pharmacies 23-25% 24-26% 26-28%

Source: Compiled from data from the MRA
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4.15. It is observed that 4 wholesale pharmaciagmely IBLtd, Unicorrt, Pharmacie Nouvelle Ltd
and Scott Health L{dnaintainedconsiderablgroportions of their share supplyver the period
2017-2019 Thoseof Anichem Pharmacy arfste. A.E Patel & Candivduallyaround 5% were
also found to besignificant relative to theemaining34 wholesale pharmaciesThe latter had a
combined share asupplyin the range 026-28%by 2019.

4.16. Analysis of the concentration ratios shows that the degree of market concentration has
progressively been on the decline (see T&)lbetween 2017 and 2019.

Table9: Evolution of concentration ratios

Concentration ratics 2017 | 2018 | 2019
HerfindahtHirschman Index (HHI) 1,303 | 1,302 1,126
Threefirm (%)¢ CR3 53.9| 554 50.6
Fourfirm (%) CR4 65.1| 64.2 61.2

Source: Compiled based on MRA figures

4.17. With an HHI of lesghan 1,500, thewholesalemarket falls in the unconcentratedcategory
However, as highlighted earlighe actual market shares @fholesale pharmaciesn particular
the 4 major onesare likely to be higher if the various relevant markets are defined according to
ATC 5i.e.,terms of chemical substance and their bioequivalent generics.

4.18. Notwithstandingan indepth definition of the relevant markets, a closer examination of the share
of supply of individual wholesale pharmacies tends to demonstrate that there could be higher
concentration levels in the wholesale market. The bulk of pharmaceutical products that are
supplied by 4 major firms namely, IBL Ltd, MSJ Ltd (Unicorn), Scott Health Ltd and Pharmacie
Nouvelle Ltd with amounts to around 60% over the period 220Y9. The rmaining 36
wholesale pharmacies, a 90% representation of the wholesale market, supplied less than 30% of
pharmaceutical products.

81 MSJ Ltd (Unicorn) has submitted that its market share is lower than #&%8having regard to its turnover
compared to other wholesale pharmacies. It should be highlighted the figures have been computed based on
imports dataon pharmaceutical productss categorised by their HS codes. Thus, this excludes other potential
products, such as cosmetics, supplements, etc, that wholesale pharmacies may also have in their trading
portfolio.
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Tablel0: Distributors of top international pharmaceutical companies

Localwholesale companies TopInternational pharmaceutical companies

IBL Ltd Johnson & Johnson, Roche, Pfizer, Bayer,
Novartis, AbbVieNovo NordiskTakeda Pty Ltd
Pfizer, Bayer GlaxoSmithKlineAmgen B.
Ingelheim

MSJ Ltd (Unicorn) Bayer,Novartis, GlaxoSmithKlin&lerck & Co
Sanofj Astra Zeneca

Pharmacie Nouvelle Ltd Gilead B. IngelheimPfizer, GlaxoSmithKline,
Abbott LaboratoriesMerck & CoEli Lilly B.
Ingelheim

Scott Health Ltd Johnson & Johnson

Chemical & Technic8luppliers (1.0) Johnson & Johnsermgen

Ste A.E.Patel & Co Roche Merck & Co

The Mauritius Pharmacy (Seegobin) Ltq GlaxoSmithKlineMerck & Co

Vetopharma Ltd Bayer B. Ingelheim

Inicia Ltd B. Ingelheim

Anichem Ltd B. Ingelheim

Source: Compiled froMRA data

4.19. Another indication of the market position of these 4 wholesale companies and potential
concentration level can be viewed in terms of the branded products they import and distribute.
These 4 firms are distributors for 14 of the top 16 international laboratoties supply their
products in Mauritius. Tabl&Qillustrates the local wholesale pharmacies which are distributors
for the top international pharmaceutical companies.

4.20. It is also observed that most of the top pharmaceutical products have more tharlocaé
distributor, i.e. they have cdistributors. Only 5 out of the 14 top pharmaceutical companies
have an exclusive distributor. Actual imports data, however, tend to show that the majority of
the products imported from a particular international phaawy is by its primary local distributor
which serves as its legal technical representative rather than thdistabutors®?,

4.21. In conclusion, the wholesale pharmamarket tend to show competition in terms of the
increasing number of players in the markend volume of products supplied. However, to
ascertain the actual level of concentratioan indepth assessment of the various individual
marketsis required. Such an exercise is outdliescope ofthis Study.

b) The retail pharmacy market

4.22. In the private channel,&tail pharmacies generally obtain their supply of pharmaceutical products
from wholesalepharmacies The latter also suply private hospitalsfor their requirement of
drugsdispensedht the point healthcare delivery

4.23. Over time, thenumber of retail pharmacies in Mauritius has followed iacreasing trend As
depictedin Fgure5, the number increased from 263 in 2010 to reach 354 in 201891 outlets
over the 10year period.

82 Based on information gathered from MRA.
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4.24.

4.25.

Figure5: Evolution of numter of retail pharmacies, 2012019
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The rumber of retail pharmacies in Mauritius is currently well above the WHO recommended
ratio of one pharmacy for every 50@8habitants. In the year 2019, for instance, the pharmacy
to population ratio in Mauritius is estimated to be approximately 1: 3500 inhabitants.

Toassess concentration at retail level, an analysis ofyiegraphic dimension &ssential This
is becauseconsumers would buy theipharmaceutical productdasedon immediacyand
convenienceather than shopingaround the whole island. Asah,therearelikely to beseveral
relevant markes. Assessing the degree of concentration at retail level may thoughbac
fruitful exercise in so far as prices of pharmaceutical productsragelated andcurrent
regulationsimpose restrictions on advertisingNonetheless, an assessmeot pharmacyto
population ratio at district level is undertakerfor a better view of pharmacy coverage and
somehowa proxy forconcentration
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Tablell: Retail pharmacy to population ratio

District Estimated Number of Pharmacy to
resident retail population ratio
population (2018) | pharmacies
Black River 82,961 13 6,382
Flacq 138,701 31 4474
Grand Port 112,853 26 4,340
Moka 83,676 22 3,803
Pamplemousses 141,261 25 5,650
PlainesWilhems 367,576 124 2,964
Port-Louis 118,815 63 1,885
Riviére du Rempart 108,034 33 3,274
Savanne 68,391 12 5,699
TOTAL 1,222,268 349 3,502

Source: Compiled with data from Statistics Mauriing submissions by tldepartment of pharmaceutical services

4.26. As illustrated in Tablellabove,the pharmacy to population ratiéor mostdistrictsis within the
WHO benchmarkThe exeptions areBlack River, Pamplemousses and Savalisteictswhich
haveslightly higherratios. Instead the ratio for high convergingegionssuch asPort Louis and
Plaines Wilhemare much lower i.e.,there are more pharmacies in those regions

4.27. Based on the above figures, it can safelycbacludedthere is anadequate number of retalil
pharmacies scattered all over the islaadd which somehow does not raisencentration issue
as such.

c) Vertical linkages

4.28. With respect to the functional dimension of the pharmaceutical market, the letefkrtical
integrationacrass the supply chain has been analysed

429.TKS t KIF N¥YI O0& ! OG R2Sa y20 LI I OSielofite peSan@NA Ol A 2
who are allowed to own a private pharmacy. There is also no limit on the number of retail

pharmacies in a chain. Hence, any individual or legal entity may, in principle, own pharmacies in
Mauritius implying that wholesale pharmacies also legally allowed to own retail pharmacies.

4.30. In 2019, 9 wholesale pharmacies were operating a total of 43 licensed retail pharmacies,
representing 12.2% of the existing base of retail pharmacies, as shown in & logloav.
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Figure6: Number of retailoutlets owned by wholesale pharmacies
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4.31. Some concers have been expressadrrounding thesupply ofpharmaceutical products to retail
pharmacies. It has been submitted that certaiholesale pharmacie®nd to restrict supplyof
productsto their own retail outlets Suchpracticecould potentially lead to foreclosure of access
to key productgo other retail pharmacies.

4.32. A cursoryanalysis of the degree of vertical linkages between wholesale and retail pharmacies
does not tend to support the claim that integrated wholesale pharmacies would have an
economic incentive to favour their own retail outletsthe detriment of other retail pharmacies.

The top 3 wholesale pharmacies own only 18 out of the 354 retail pharméigegver, the retail
outlets operated by wholesale pharmaciase locatedin shopping malls&nd high converging
areas Such outletsare likely togenerate significant salesompared to those located itow
convergingareas Neverthelessthere does not seem to be an incentive for integrated wholesale
pharmacies to restrict supply of key products to other retail pharmacies.

4.33. Certainaverments werealso made during the consultative proced® the effect that some
integrated wholesalgpharmacies are currently engaging in unfair competition and unethical
practices so as to gain bigger market shditgese submissions are summarised below.

A Someintegratedwholesak pharmacieswhich are part ofargergroup ofcompanies, are
using their financial strengtto incentivise customers to buy pharmaceutical products
from their retail outlets. Tothis effect, they areffering loyalty cardsto offer discounts
on pharmaceuticdproducts, including precriptiondrugs.Thisisputting thesmallerretail
pharmacies at a competitive disadvantagsthey are not able to offer same.

A Integrated pharmacies are able to negotiate better terms withnufecturersin termsof
bonuses discountsand credit facilitiedased on volumef pharmaceutical products sold
through their wholesale and retail outlet$his enables integrated pharmaciesdtier
up to 12.5% discounts schemes to major custonbgrasing finds fom thosebonus and
discount schemes Also, these wholesale pharmacies are also appointing marketing
teams to influence prescribers to channel prescriptions to their retail outlets.

A Another concern raiseds that retail pharmacies in commercial cees tend to be
concentrated in the hands of two integrategholesale pharmaciesThesewholesale
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4.34.

4.35.

4.36.

4.37.

4.38.

4.39.

4.40.

pharmacies have strong bargaining power to impdsading conditions on retail
pharmacies.

Nonetheless, lie Executive Director has taken note of theserments andshould such claims
disclose ay competition concers, he shall act in accordance with the provisions of the
Competition Act 2007In this regard, hle Executive Director invites any individual or entity
aggrieved by such alleged practiceshotding information to this effect to come forward and
make a formal complaint to the Competition Commission.

B. Regulatory Framework

a) Registration and CommercialisaticamRework

As discusseeéarlier, theamendments broughin 2016to the Pharmacy Act have instituted a
formal registration process andtroducedfees for the registration of pharmaceutical products
imported/manufactured in Mauritius for commercialisation purposes (see Paragf@phs.33).
However, he manner in whickthis new model of registratiois being implemented hasrought
about several criticism from applicants.

Compositiorof the Pharmacy Board

It has beenimplied by various economic operatotBat the manner in which theBoard is
constitutedmay give rise ta potential instance of conflict of interestotably through the vested
interestin the wholesale markedf some membersThs could potentidly have an incidencero
competition in so faras some Board membarmay be privy to commercial informatioron
competitors andpatrticipate in the decisiommaking process towards the approval or rRon
approval ofthe registration oftheir own productsand thatof rivals

In order to ascertain the veracity ofé¢hdaim of conflict ofinterest, it is of utmost importance to
examine the compositionf the Board. The latteconsists o8 members from both the public
and private secta collectively Members from the public sectoare currently the Director
General Health Services, the Director Pharmaceutical Senic&sincipaPharmacistand 1
Principal StateCounsel. The remainingd membersfrom the private sectorare pharmacists
designatedoy the responsible MinisteSince 201%hese appintmentsaremadeup of 4 private
retail pharmacists

Thisperception of a possible conflictf interest regarding the 4 private retail pharmacists as
Board membersmay find its roots in the fadhat some retail pharmacieare wholly owned
subsidiarief wholesalepharmaciesThisrelationshipmay potentially give rise to a situation
whereby these privateretail pharmacistsin their capacityas Board members may give
preferential treatment to registration applications made by their respective wholesale
pharmaciesr providethem with information not publicly availablas of date such athe list of
registeredpharmaceutical prducts.

Access to mucial information of this nature caallow wholesalepharmaciesto make better
informed commerciatlecisiorsin relation to importcompared to their cometitors with no such
accessregarding theregistration processThis information asymmetry has the potential to
undermine the level playinfield on which all competitors are supposed to operate.

A parallel may bédrawn tothe previousmportation regimebefore 2016wherebyonly a permit

delivered by the Board was require@dthout a formal registration process in plac&rom the

year2006 to 2016, he then Boardtonsistedof 2 wholesale pharmacieand 2 retail pharmacies
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as Board membersoncerning the requirement fgrivate sector pharmacisf8 This may be seen
as a potential conflict of interest since the whedde pharmaciesitting onthe Boardwere
involved in theapplicationprocess ofallocating permitdo wholesale pharmaciesgarding the
import of pharmaceutical products.

4.41. Thecurrentcomposition appointed as of 201%as no suclissue,however. The 4 private retail
pharmaciegpresent on the Boardre not vertically linkedo any whdesale pharmag, thereby
ensuring their independence

4.42. Additionally, 1 can be observed that that the Board homogeneously proportioned equally
between the public and private sectothat is, 4 nembers from the public sector and the
remaining 4 from the private sectorMore specifically, with 5 independent pharmacists out of
the 8 Board members, namelypdharmacist from the public sect@nd 4 solely private sector
retail pharmacistsvho are notvertically linked with any wholesale pharnyaand as Board
members, decisions taken by the Board are likely to be fair and unbiased since none of the
members has any vested interest in the sale of pharmaceutical products in the wholesale market.

4.43. Nonethekss, careshould be taken toconsider such aspects when makingpcoming
appointments to the Board. The current compositiointhe Boarddoes not therefore raise any
competition concern at this level.

4.44. During the consultation processstakeholderssubmitted that the mechanismused for the
approval or rejection of an application for licensing of pharmaceutical product is not clear and
transparent enough to remove any perception of favouritism. To address this concern the
following has ben proposed to supplement the recommendation made:

i. A Board Charter which would include obligations for members of the Pharmacy Board to
disclose any 'Conflict of Interest' or 'Related Party Transaction' and abstain from the
decisionmaking process wherdey are conflicted or related.

ii. A list of theregistration of products of members of the Boarthy be keptto showthe
extent of conflict of interest.

iii. A'Board Governance' procedure with the necessary structures to ensure adherence to the
National Code oGood Governance.

iv.  A'Board Evaluation' that would ensure the effectivenéissisparencyand accountability
of members of the Pharmacy Board with regard to board governance.

v. Amending rules governing the internal functioning of the Pharmacy board to refiett
clarify that members will not be able to vote on matters where there is actual or potential

conflict.
Vi. The retail pharmacists would have an advisory-moting function.
vii.  The Pharmacy Board needs to be properly funded with a dedicated secretariat.

4.45. While it has been highlighted that the compositiontbe Board could potentially undermine the
competition process owing to actual or perceived contliet Competition Commission may not
be the appropriate regulatory entity to assess the effectiverdsbe aboveproposalgo address
the issueThe Executive Director believes that geeproposals cabe taken into consideratioim

83 Information provided by tB Pharmacy Board; email dated™.0une 2020.
84 Information provided by the Registrar ¢fie Pharmacy Board; email dated 11th June 2020.
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the decisioamaking pr@essby policy makers when amending the regulatory framework of the

pharmaceutical sector.

ii.  Transparency Issue Regard®eration of the Board

4.46. Several stakeholders haexpressed concerns abotite lack of transparency and predictability
LINE OSRdzNB a ©
absence of clearly defined and comprehensiyarmaceutical productegistration guidance
NEIAAGNI GAZ2Y
considerations that lead the Board to approve or not apprtwe registration application of a
pharmaceutical productSuch asituation maycreate business uncertainties and potentially act
as a barrier to entry and thus stifle competition in the market.
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4.47. One of the ways tgualitatively assess sucl @ssertion is to probe into the grounds$refusal

concerninghe registration of pharmaceutical products. An analysis of this nadiltdsring about
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a clearerview as tothe extent to which applicantsare able to meet the threshold set by the
Board In this optic, mformation has beengathered from the Department of Pharmaceutical
Serviceand compiled irTablel2 below toillustrate the numerous reasons for not approving the
registration of pharmaceutical products between 2013 and 2019.

Tablel2: Reasons for nibapproving pharmaceutical products registrations, 202819

Reasons for not approving registration | 2013 | 2014 | 2015| 2016*° | 2017°¢ | 2018 | 2019 | Total
Existing molecule on the market 2 1 3
Incomplete dossier 1 22 4 27
Innovator not yetregistered 1 1
Innovator still under patent 1 1 2
Lack or no comparison with a reliable 2
trusted generic product or innovator 2
Lack or no marketing experience in other 2
countries 2
Lack or no comparison with a reliable 4
trusted generic product or innovator 1 3
No added therapeutic advantage 3 3
No clinical evidence for efficacy 3 3
No clinical experience in Mauritius 4 4
No evidence based therapeutic benefit 4 4
No evidence oforeign registration 1 1
No reason given 1 2 2 )
Not yet sold in developed countries 2 2
Not registered in EUR or PIC or GCC coul 4 3 1 8
Total 7 | 4 1 12 5 34 | 8 | 71

Source: Compiled from information submittedgpartment of Pharmaceutical Services

4.48. Table12 shows thatan Whcomplete dossig@vas the main reason for not approving registration
between 2013 and 201®otably,27 aut of a total of 71 registrationapplicationg38%)were not
approvedon this groundAn incomplete dossieistypicallythe result ofmissing documentsuch
as theBioequivalence Study, Dissolution Study, Certificate of Analysis of finished product and/or

85 Data submitted by thlinistry of Healthpertains to period between April to December 2016.
86 Data submitted by thlinistry of Healthpertains to period between January to June 2017.
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Free Sale Certificate, information on marketingpeence in other countries, Registration
Certificate from country of origin (India), certificates to establish safety in patients and stability
test,among others.

4.49. Thisiswhereaccess t@comprehensive pharmaceutical product registratguidance document
would proveto be crucial inpalliatingthis lack of essentiainformation regarding the minute
details ofevery keyaspect of theregistration processHavingunhamperedaccess tosuch a
document as highlighted by consumer protectionganisations and other stakeholdersould
put applicantson a level playing field as far &dgfilling the procedural requirements of the
registration process$s concernedThis, in turn, would allow thero selfassesand remediate
their registrationapplicationsas required in order tallow the Boardto focus on thesubstance
of the application rathethan the format.

4.50. On its part, theMinistry of Healthhas submitted that the product registration guidelines issued
by the Pharmacy Board are available for consultation at its of\dale this migt technically
fulfil the requirementof disclosure it should also be made available on tivebsite of the
Ministry as a means of best practice. Thidl havethe effect offurther redudng the likelihood
of any possible instance of information asymmedtyapplicationsseeking product registration

4.51. Another anomalynoted fromTablel2 regardingtransparencyelates to the fact that total of 5
applications for registration were refusedand apparently no reasotls were given to the
applicants.In fact, the duty to give reasons is one of the fundamentals of good administration.
Omitting to do so deprives the appdiet from understanding the rationale behind the decision
making process and thus prevent any corrective measures that might have been envisaged.

4.52. Such a state of affairs furtheeinforcesthe existinginformation asymmetry(different level of
information available taifferent players in the marketyvhich prevailsand mayin turn cripple
G§KS | LILX A O y i Qo effe@ively iStiddidelorf exp&ntl @ognpeditidn relation to a
particular pharmaceutical producthe® issueshould be addressed expeditiously

4.53. In this regard, lte following proposals have been made by various stakeholders:

i.  The publication of an official guideline with clear timelines for approval of requests.
It will also include a check list informirgpplicant all the documents required to be
submitted at the time of application.

i.  Acknowledgement of receipt of registration dossiers and updates on status of application.

iii. Fasttracking the online registration process of pharmaceutical products to ensure
transparency in the application process and allow importers to monitor the status of their
application. The reasons for rejection of applications should be given to importers and that
there is right of appeal so as to ensure transparency in the process.

iv.  The Ministry of Health and Wellness published reasons for not approving pharmaceutical
products registrations on its website.

v. The abolishing the additional permit for Therapeutic Substances as there is unnecessary
G5dzl fAGeeE 2F /2yiNRE YR 0KS a0NBy3aGKSyAy3d
process is in place.

4.54. While the Competition Commission may not be the appiate regulatory entity to assess the
effectiveness of these proposals, the Executive Director beleisy makers could have regard
to those proposalsvhen amending the regulatory framework of the pharmaceutical sector.
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iii.  Unavailabilityof the List of RgisteredPharmaceutical Products

4.55. Thelaw makesoncreteprovisiorsto this effect, notably Section 2 of the Pharmacy Act requires
the Permanent Secretary of the Ministry of Health to make publicly available guidelines

(a) setting out the requirements, the applicablaw, and the procedure for aapplication for,
or renewalof, clearance, a licence or permit;

(b) available for consultation at the Ministry;

(c) posted on the website of the Ministry;

(d) listing every fee leviable under the regulations;

(e) listing every pharmaceutical product registered for import with the Bo#&wdether with
their corresponding importers;

(f) listing every person eligible to import any poison; and

(g) listing every licensee

4.56. While the registration guidelinesight be available for consultation at the Ministithe list of
pharmaceutical produstregistered for imporwith the Boards neither available for consultation
at the Ministry nor on its website.

4.57. Theabsence of accessible and periodic information on the evolution of pharmaceutical products
registered by the Board creates an information asymmetry which magmumine the ability of
wholesale pharmacies/importers to effectively introduce or expand competition within any
particular market segment.

4.58. Wholesale pharmacies, unless being or having been a Board membgnot have sufficient
industry information (suclas the number of existing registrations for a particular molecule, their
respective dosagdorms, or overpopulation of any particular class of drugs) to guide their
commercial efforts and strategic decisions to bringing in new and innovative drugs oratket.
For instance3 applications for registratiofrefer to Table 3jvere refusedoy the Boardecause
the concerned pharmaceutical prodsdiad Wo added therapeutiadvantage®d g KAt S | y 2 (K€
FLILJX AOF A2y a 6SNB B&yhg Sdeculk drthe inarkelb ifie dbdemtdSdf R& W
the list of registered products, applicants may not necessarily be in a position to fully appreciate
the decisions of the Board.

4.59. The practiceof statutory bodiesin other jurisdictions may provide insight as to the good
administration and enforcement of the regulatory framewoifor instance the Medicines
Control Authority of Zimbabwémakes available on its website an updated register for approved
human medicines listing informatioon product brand/generic name, its form and dosage, and
details of the applicant and manufacturer. Similarly, the Australian Therapeutic Goods
Administratiof®® Y AyadlFrAya Iy AYyUiGSNI OGAGS:E 2yftAyS RIEGIFO
Register of Thér LJISdzi A O D22RaQUV O2y iUl AYyAYy3d 620K O2yadzys
information and which allows any person to run searches by INN, brand name and name of
applicant.

87 See Medicines Control Authority of Zimbabwe, Regulations and Guidelines. Available at
https://www.mcaz.co.zw/index.php/downloads/category@gulationsquidelines

88 See Australian Therapeutic Goods Administration, Department of Health, Australian Government. Available at:
https://www.tga.gov.au/requlationbasics
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4.60.

4.61.

4.62.

4.63.

Regarding this particular issuie should be noted that there exists a centraliggdtform known
as the National Single Window (Mauritius Trade Link) which was launched"ala@gary 2016.
The Mauritius Trade link is aimed at acting as a singlelvasied online portal for the submission
and processing of import/export permits and pestive clearance from Government agencies.

TheMinistry of Industry, Commerce and Consumer Protectias indicatedhat the Pharmacy

Board is listed as one of those agencies entrenched in this platform in relation to managing cross
border trade. In fad, during an information sessiom August 201%etween the Mauritius
Chamber of Commerce and Industry (MCCI) and the Economic Development Board (EDB), the
application of the Nation Single Widow (NSW) to the pharmaceutical industry was presented to
the vaiious stakeholders. The NSW would electronically connect the regulatory authorities and
wholesalers/importers.

Figure7: National Single Window

@Liconco B8

Wholesaler/importer Ministry of S Mauritius
Commerce Ministry of Health Revenue Authority

(Import permit)  (Pharmacy Board) (MRA)

SourceMCCHK EDB information session dre Business Facilitation Act 2019 /28ugust 2019

Before clearance for import is givday Board, it is prerequisitethat the pharmaceuticgbroduct

is duly registered with the Boardrhrough this centralige system, harmongsation of data
elements across agenci@sotably the MRAthe Pharmacy Boardhe Ministry of Healthandthe
Ministry of Commerce and Consumer Protecjisrould be greatly enhancedonsequentlyit
would make the process ghathering andcompilingthe listof pharmaceutical produstregistered
for import with the Boardmuch easierand making it accessible to the wholesalers/importers
through this central repository.

The Department of Pharmacy of the Ministry of Health has submitted that piheject is
underway andthe platform will be usedo publish the list of registered pharmaceutical products
onthe MinistnQ a ¢ S dh& Astivélll be a dynamic one, providing instant information on any
changes made to it. Thus, it will address thenformation assymmetry that exists currently
surrounding aspects of pharmaceutical trade in Mauritius by allowing wholesale pharraadies
importers to haveadequateaccess tdhe relevantinformation, therebybeing in full compliance
with Section 2 ofthe Pharmacy Act
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iv.  Transparency Issue Regarding Applicable Standards

4.64. Another issueraised by stakeholdersegardingthe registration of pharmaceutical products
relates to theapplicable standards It was submittedhat it KS . 2 NRQ& NBFdzal f
authorisation to productswvhich do not conform tdBBFUEstandards, in particular to standards
conforming to Indian Pharmacopoeiaasirrational. It was submittedthat, should the Board
restrict registration of pharmaceutical products ®FUEstandards only,0 | 5% Wf the
pharmaceuticals currently on the market will need to be withdrawn as they neither mention any
of the 4 Standards nor that of any other standard on their packaging; and (b) all the
pharmaceuticals bearing no indication of appropriate standaut which have nevertheless been
registered by théMinistry of Healthwill need to be deegistered?®.

4.65. Where the Board refuses to register a pharmaceutical product of Indian Pharmacopoeia or of
Indian origin (on the basis that it does not conformB&UEstandards), the Board should in
principle also refuse to register a pharmaceutical product manufactirdddia under British
Pharmacopoeia standards. This is because pharmaceutical products manufactured in India under
a pharmacopoeia, other than Indian Pharmacopoeia, are not marketed in India. It has been
alleged that such products, although not marketedtiie country of origin, are nevertheless
registered in Mauritiu®.

4.66. That being said, there has been recent developments regarding this particular issue. Most
notably, it was announced in the budget speech 2028/2hat the Pharmacy Act will be
amended?2 SEGSYR (KS RSTAYAGAZY 2F GaALISOATASR &Gl
In fact, the Finance (Miscellaneous Provisiohs)2020”? has already beeenactedand thisis
likely to resolve the issue tied to the import and registration of pharmaceutical products of Indian
origin.
V. Registration fees

4.67. Sveral stakeholdergncluding repesentatives of the Pharmaceutical Association of Mauritius
(PAM) the Small and Mediumharmaceutical Wholesalers Association (SMP@h) consumer
associationdiave expressed concerns over the introduction of registration and several other fees
(per product basis) as part of the formal registration processcording to them, the new
registraion fees were expectetb significantly raise the costs of wholesale pharmaceutical trade
which wereto the detriment of small and medium pharmaceutical importers/wholesalers.
Moreover, tte new requiremend were tolimit the number of wholesale pharmaaémporting a
particular pharmaceutical product, tended to promatgnopolies,and served as a mechanism
to prohibit parallel importation of pharmaceutical produtts

4.68. Actualfigures do not support the claim difie stakeholders thathe increase in rgistration fees
led to foreclosure of small wholesale pharmacies. In fdet,number of wholesale pharmacies
has not decreased in any way whatsoever but in facteasedfrom 39 in 2016 to 40in 2019

89 Submission from th@harmaceutical Association of Mauritigsnail dated 07.10.2014.

9% Submission from th®harmaceutical Association of Mauritigsnail dated 07.10.2014.

91See Annex to Budget Speech, 2221. Available ahttp://budget.mof.govmu.org/budget2020

21/2020 21budgetannex.pdf

92 Section 50 of Finance (Miscellaneous Provisidws)2020 proposes to amend the Pharmacy Act 1983 in this sense.

Available athttp://mauritiusassembly.govmu.org/English/acts/Documents/2020/act072020. pdf

B[ QIELINBaAA o6nn b2Pd HamMcOX Wt KENYIEOASA LINAGSSAY dzyS LISY dzNA ¢
https://www.lexpress.mu/article/292949/pharmaciegriveesune-penuriemedicamentssannonce>; Le Mauricien (08

PLINRE HAamMT 00X WtakRMMO OASS/El atYNIAOAS/SERSa RAFTFSNBYy (1Sa az2dz2NOSa RUA
http://www.lemauricien.com/article/pharmaciepriveesmedicamentsfin-desdifferentessourcesdimportation >;
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albeit marginally(as shown in Figuré). It is worth highlighting thatthe number ofregistered
pharmaceuticaproductshasincreasedoy around 36from 7,563in 2015to 7,825 in 2019.

4.69. Figure8illustrates the evolution in the number of pharmaceutical products registéetaveen

4.70.

4.71.

4.72.

4.73.

2015and 2019.
Fgure 8: Evolution of number of drugs registere@015-2019
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Source: Compiled from submissions of Department of Pharmaceutical Services, 2020

It should be mentioned thahe Departent of Pharmacy has indicated thdatacompilation on
registered pharmaceutical productgarted formallyin 2016 Thenumbersfor the year 2015 have
been compiled on a retroactiveasis andnay thus not provide thenost reliabledepictionof the
number of pharmaceutical products in circulatioifhs is due to the fact thatwhile a
pharmaceuticalproduct has been registeredit does notnecessarily mean that it has been
importedinto the country

A more accurate metric to represethis dat is catered bythe actual fees paidegarding
registeredpharmaceutical productdn order foran importto be endorsed, the registration fee

or the yearly renewal must be paid. Thus, under the negulatory regime,wholesale
pharmacieémporters will orly pay the fees if they are actually importing thlearmaceutical
products.Thus, this data provides a clearer picture as to the number of pharmaceutical products
in circulation in Mauritius.

An assessment in terms of the number of drugs registered shawatin 2019, ait of the 7,825
pharmaceutical drugs that were registered, registration fhage beerpaid for53%(4,164) of
them. In fact, the number of registered pharmaceutical products for which the annual renewal
registration fee has been palths beenincreasing from2,405in 2016 to reacht,164in 2019
notably anoverallincrease of 7%

Figure 9 below illustrates the number of registered products and that for which
registrationrenewal fees have been paid over the period 262@19.
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4.74.

4.75.

4.76.

Figure9: RegistratioiRenewalfees paid for registeredproducts 20162019
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The SMPWA also highlighted that imposition of the new registration fees could restrict the
availability and even cause the disappearanoceeofainpharmaceutical productsuch as cheaper
generics (orphan/lowselling drugs) on the market. These drugs are not usually commercialised
by larger wholesalers because of their low sales volume but are nevertheless imported by smaller
importersin some instances

To ascertain the claims tfe SMPWA, information on registration pharmaceuticaproducts in

terms of originator andjenericwere requested from the Department of Pharmaceutical Services.
Analysis of thalata showedhat the number of pharmaceutical registrations approved by the
Board on a yearly basis has fluctuated over the years. It is generally observed that the majority
of pharmaceutical products entering the market pertanostly to generics with few originators
being registered for commercialisation purposes.

Data gathered for the year 2013 to June 2019 has been compikdunelO. it can be seethat
from 2013 to 2015a total of113 applicatiosfor registration were approved, out of whi@® or
around 88%were generics Similarly for 2016 to 2019, out of 242 approved registration
applications201 or 83% were generics.
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Fgure 10: Breakdownof Registrations approved by the Board, 20¢3une 209
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4.77. With the overallincrease in thenumber ofpharmaceutical productsahich are mosthgenerics),
there is therefore little evidence showing that the new registration fees could have potentially
impacted the wholesale markéd the manner claimed by th8MPWA

b) Licersingcriteriafor retail pharmacies

4.78. Underthe revamped guidelines issued sponsible Ministrythe Boardmust nowconsiderthe
pharmacy to population ratio, which is one pharmacy for every 2000 inhabitAdtitionally,
TheBoardrequire that the minimum distance between the proposed pharmacy ameéxisting
one must be 200 meters apart in a linear direction (except for shopping malls and smart cities)

4.79. The introduction of a geographic dimensi@oncerning the licensing of retail pharmacies
received a negative response.was submitted that the farmacy to population ratio criteria
(one pharmacy for 2000 inhabitants) established by the Board for licensing purposes would
FANIGKSNI F ALKEEALFGS |y |t NBI R&% Wiklthé deikriieBaR Q NB G |
around 650 pharmacies would bdlaawed to operate on the market, which would further
increase the pharmacy density.

4.80. During the consultative process, several stakeholders have echoed similar concerns and also
highlighted certain issues of general nature regarding the perceived adeéfesgts that these
requirements. These submissions are summarised below

A The Pharmaceutical Association of Mauritius (PAM)mitted that theexistingpricing
regulations are already overburdening the finances of both the retail and whole
pharmacies, where operating margins range between-15%, which were significantly
lower than unregulated SMEs. The Pédvhe up with these operating margibased on
an anaysis of 201819 financial figures for a sample of 45 independent retail pharmacies
and the top 5 wholesale pharmacie®According to the latter, the imposition of any
regulations which would further reduce theperating margins and create new social

w
Q¢
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4.81.

4.82.

4.83.

4.84.

4.85.

problems in terms of loss of jobs and a significant increase in malpractices, including the
sale of illicit or dangerous drugs.

A It was submitted that informal data gathered from large pharmacies situated in malls and
in urban areas with large footfalls show tt@smetics andhealth supplementsccount
for up to 47% of total sales. The exemption for malls and smart cities may thus have a
discriminatory and unfair dimension in this regard coupled with the fact that it would be
only within the reach of bigger magkplayers.

A A complete overhaul of the licensing framework was said to be required in order to better
regulate and protect the thriving pharmaceutical sector of Mauritius.

A Other proposals were to the effect that:

o ThePharmacyBoard should treat licenceequests from pharmacists operating
their own retail outlets on a priority basis as many young unemployed
pharmacists would like to start their business.

o The Pharmacy Act should be amended to allow for provision of Internet
Pharmacies.

A ¥ 4 A x

While thestatutoryLIN2 @A aA 2y a | yR 3JdzZARSf AySa RANBOGSR (2
YySSRaAaQTX (K2dAK SESYLIIAY3I LIKINYIOASE Shrifigh 6f A & K&
about anincreaseof entrants onthe retail market this may not necessarilybring alout
overwhelminglyadverse effects afeared by current operators

Y/ 2y iNBE 2F SYyiNRBQ ONARGSNRI IINB 2F0Sy dzASR ¢
pharmacies and thus, a satisfactory coverage across both urban and rural areas and/or to ensure

the economic viability of pharmacies operating in the marate of thefeared ilteffects ofthis

regulationat entry levelhas been denoted as beirige possible localised worsening of access

due to pharmacies clustering around sources of demand anihdraut outlying pharmacies (in

rural areagarticularly).

However, one cannot make thigvaluation in the vacuum of the theoreticategulatory
framework In fact, the actugburchasingatterns and behavioursf pharmaceuticalisersshould
be factored in.Geographical proximitywhile certainlybeing an important criterionmobility of
consumers should also be factored inConvenience is changing the way peoplop and
understandingthese evolving consumershoppingbehavious is crucial so that the relevant
legislation is adapted to reflecurrenttrends.

Concerning th@ossibledriving out of retail pharmacies in rural areéghat were to truly occur,

this would createa void in this particular geographical market. As suhbls would in turn make

it more attractivefor new entrants or establisheglayers to pursue this geographical market
Consequently, due to theatural operation of competitive forces the market will selfrectify

itself to deliver benefits of choice and access to consumers and stimulate investments and
improvements in service

As a matter of factas of 2019, a total number of 354 retail pharmacies were in operatiuich

is far off thefigure of 650 that wasarticulated Additionally, from 2017the year in which the
geographical guidelinesere devised to 2019, the number ofetail pharmacies in rural arsa
have increasetly only 12j.e.,from 342to 354 Consequently, the current regulatory framework
in which licences for retail pharmacies is being allocalkees not raise any competition concern
in this sense.
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c) Marketingand AdvertisingRestrictions
i. Atthe wholesale level

4.86. Some concerns have been expressedr marketing and promotional activitigdseingpractised
at wholesale level in terms of free samples, financial and other incentives provided to doctors in
exchange for exclusive brand prescription. While the Pharmacy Act prohibits illegal arrangements
between manufacturer/wholesale distributor ofpharmaceutical products and health
professional®, during the consultative processpmestakeholdershave denounced the lack of
effective monitoring of marketing practices by thesponsibleauthority. These sbmissions are
summarised below

A It is common practice for wholesale distributors to employ representatives to discuss
product claims and clinical evidence with physicians and provide thenfre#étsamples.
{ dzOK LN} OGAOS YlIeé& KI@gS +ty AyFidzSyOoS 2y GKS
Some medical practitioners benefit from a number of advantages, in the forms of
monetary gifts or otherwise, to promote particular druds.some cases, such practice
may be tantamount to corruption.

A Certain stakeholders also suspect that the final prices of the pharmaceutical products are
somehow inflated at source to cover for such promotional activities.

A Some wholesale pharmaciese monetary and noAmonetary incetives to promote
their productsto the detriment of other suppliers For instancethey have supply
agreements with private clinider stocking theimproducts and athe same time these
wholesale pharmaciggcentivisemedical practitionersat thoseprivate clinic prescribe
their products only.

A There are many edical practitioners who indirectly flout regulations regarding
ownership of pharmacies by registering the business owning the pharmacy under the
name of their spousechildren, or in-laws Their prescription choice i®ften biased
towards products sold by those pharmac#&gshe expense of patients.

A Firm requests were made to have the activities of medical representatives and medical
practitioners regulated from an ethicg@erspective, as is the case in many European
countries.In France, for example, the involvement of laboratories in the information of
doctors, or their continuous training, is subject to a Code of Ethics.

4.87. It shouldbe highlighted thatsuch practices aretsctly prohibited by the Pharmacy Act 1983. Most
y2ilrofesx {SOGA2Yy nn 27F UK SnomEniuftiaterQlEendedaf a m dpy o
wholesale pharmacy or pharmacist shall enter into any arrangement with an authorised person
(medical practitionera dentalsurgeon,or a veterinary surgeon) under which the authorised
person is to receive any gain or benefit in return for the custom he brings to the manufacture,
licensee of a wholesale pharmacy or pharmagist | R R A (nA autfidried gerSon dHdave
any share, participation or other financial interest in the manufacture or sale, whether by
wholesale or retail, of pharmaceutical produéts

4.88. While monitoring of ompliancewith the law relative tomarketing and promotionahctivities
pharmaceutial product fals outsidethe purview of the Competition Commissiasuchalleged
practicescan potentially have an inciden@s the processof rivalry. This is becausehoice of
prescription drugs idetermined by physiciasand notusers As suchdoctora Q@ LINBEFSNBy OS

9 Section 40(1) of the Pharmacy Act 1983.
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particulardrugas a result of thenarketing effortsof a particularsuppliercanaffectthe ability of
other suppliersto compete on level playing fieldh consequence, users may have to pay more
for higherpriced drugs prescribelly doctorsinstead ofbuying cheaperproducts with same
therapeutic value

il At theretail level

4.89. The Pharmacy Act also impodasitation on directto-consumer pharmaceutical advertisfig
Suchrestrictionisintendedto addresdegitimatepublic interest concerndviost notaby, it aims
at preventing advertisers from rsinforming patientsby overemphasizingertain aspects of the
pharmaceuticaproducts ancencouragngtheir over-utilizationin relation tonatural conditions,
cosmeticissuespr trivial ailmentswhich may resulin an overmedicated society.

4.90. At the same time, it should be recognised tmatvadays thepublic is inceasingly interested in
healthcare matters and willing to play a more active role in its own healthchrehis regard,
non-prescriptionpharmaceutical productprovide a tool to practise setfare. Promotingthe
responsible usage siich pharmaceutidgroductss KA £ S R A Y MERA IOV idgetieey DS £ F
with responsible advertising on the part of pharmaceutical suppliers become complementary
tools in delimitating the boundaries of the marketpon which each market player ought to
compete

4.91. In fact,consumer choice in the setfare sector requires marketplace competition founded on the
development of brands and the advertising of those brands by manufacturerdurn, the
competitive marketplace provides choice for consumers and helps keep prices. di the
consumers do not wish to pay for a particular product, there are alternatives in the non
prescription sgment In this senseadvertisingmay prove to be amssentialtool in assisting
consumers on their choice and thus intensify competifiothe non-prescriptionsegment of the
pharmaceutical market

4.92. The lack of dlexibleregulatory frameworkconcerning thigarticulartype of advertisingn the
non-prescription segmentmay lead to asituation whichmay protect relatively inefficient
incumbents from competition from new entrant§&iven that the choice of the customer is one
of the determining factors regarding neprescription pharmaceutical products, the said
customer must have acces maximuminformation, in the form of advertising, infomercial or
otherwise, in order to guide that choicAs such, there may beeneed to revisit the advertising
framework in respecodf non-prescriptionpharmaceutical products.

4.93. During the consultationprocess, sme stakeholders have highlightethe rationale for
maintaining the estriction on advertising and marketing of pharmaceutical prodigts not
encourggeunnecessary utilisation of the advertised produdtsey, however, denounced the fact
that the prohibition on advertisement of pharmaceutical products to the public is being allowed
on private foreign TV channels rebroadcasted in MauritAss.such, a fraework should be
adopted to enforce advertising restrictions through the various channels.

4.94. It seems that these grievances may find their source to an extent from the aforementiacied
of a flexible regulatory framework concerning advertising in the-pmscription segmenbf
pharmaceutical productsWhile the current regulatory makes provision to cater for such
practices, stakeholders are proposing to outline an Ethical Guidelines of Marketing Strategies

%{ SOGAZ2Y nm 2F GKS tKIFENYIFOe ! 046 mpyo LINPOGARSA (KIFG Woyez LI
KdzYly 2NJ GSGSNRAYI NB dzaS SEOSLII Ay adzOK (GSOKyAOlf 2NJ LINRFSa.
97 The inadvertent andiational use of prescription drugs without the intervention and supervision of a medical dpator

all too common practice in developing countries.
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coupled with Code of Practice for the Pharmaceaitiindustry which further enforces the
WLYF2NXIFGAGBS NRESQ 2F YSRAOIFIfT NBLINBaSyidl GdAaA2yad

4.95. In this regard, a Draft Code of Practice for Pharmacists has been publicly presented by the
Pharmacy Coundibr views and suggestions on the matter. At this point in time, the consultation
process is understood to be still ongoing and further developmawtsits.

C. ThePricingof Pharmaceutical Products

4.96. As explained earlier, ithe current pharmaceuticalegulatoryframework, the regime adopted is
one in which the pricing policy is set by the governmefitie latter regulates the prices of
pharmaceutical ppducts at wholesale and retail levels by prescribing maximum 1upsk Price
regulation is aimed aensuringaffordability and access of medicines to the population. The
current pricingstructure may not only affect users of pharmaceutical products but also the
incentives of market players across the supply chain in their choicgroducts for
commercialisation.

4.97. Given that the majority of our supplies come from importation, the final price borne by users of
pharmacetical products is an aggregate of various componeti$ y dz¥ I O dzZNBNDa a St -
insurance andtreights, localcharges,and mark-ups Wholesale and retail pharmacidmve
limited control overthesecomponents except for the allowable ma#kp. In the current pricing
system they havethe incentive to applythat the maximumprescribedmark-ups. While price
regulation is intended to control prices of pharmaceutical produdis, question that ariseis
whether sameare competitiveor not. Two issuesdve been identifiedn this regard First,
whether the manufecturerSselling price are competitive or not. The second isvhether the
pricing methodology based on the maximumark-up systemnisoptimal.

4.98. To assess whether prices of pharmaceutical products in Mauritius are compeattigesnce is
made to the2008 field study? 02 Yy RdzOG SR o6& GKS al dNAGAdza Lyada
collaboration with the Ministry of Health The MIH 2008tudyreport 6 Wa L |  ywBvidesNI Q0
broad insights into issues related to the priegailability,and affordability of selectedample of
drugs.

4.99. With regard to pricingthe MIH Reporbased on a survey of 50 selected drétsoncludedthat
patientsin the privatesectorpay about 324% more for originattranded medications than for
generics. It also reportedthat prices of drugs in Mauritius were considerably higtiem their
international reference prices (IRPSY The IRPs are the medians of recent procuratrices
offered by forprofit and notfor-profit suppliers to international nefor-profit agencies for
generic products.

4.100The MIH Reportlsoconcluded that originator medicines in the private sector were generally
sold at 19.28 times their IRPs while lowestpriced generic medicinesere sold at 5.93 times
their IRPs. By comparison, tMedian Rice Ratio (MPR,the ratio of local price to the IRP) of
originator and generic drugs in Pakistan were 3.36 and 2.26, respectively. In the public sector

Bal dz2NA GAdza LyadAaddziS 2F 1 SIfGKEZ W wSLI2 NI icé QanpbBedts igtfie a SRA OA
wSLJzot AO 2F al dzNA i A dzal@p:/#nih.ded. dedEnglishiResyatch/Do@imdnts/Raséa&h/Refort pdf

9 Survey of a preletermined baské 2 ¥ LIKF NXY I OSdzi A OF f LINRPRdzOGA& 61+ a O2yRdzOGSR |
P FF2NREFEOATAGE FYR tNAOS /2YLRYySyGa Ay GKS wSLldzmtAO 2F al dzNJ
100 International reference pricing is the practice of regulating fiiee of a medicationn one country, by comparing with

the price in a "basket" of other reference countries.

49


http://mih.gov.mu/English/Research/Documents/Research/Report.pdf
https://en.wikipedia.org/wiki/Medication_cost

however, the MIH Report provided more reassuring resullse majority (about 75%) dhe
productsprocuredin the pubic sector were34%less than their IRPs evidencing a good level of
purchasing efficiency.

4.101To ascertain whethethe pricing concern raised in the MIH repaststill valid,retail prices o6
selectedmedicinessurveyed in 2008vere compared with their coesponding IRPs Tlose 6
selected medicines were among those for which bothiginator brand and lowest priced
generis were priced gnificantlyhigher than their corresponding IRPs. Therefore, this sample
should provide meaningful insights in assegdime competitiveness of prices of pharmaceutical
products in Mauritius.

4.102The retail prices of thé selectecbharmaceutical products were randomly collected franfew
pharmacies across Mauritius. The median local unit potéhe drugsvere compared wih their
corresponding IRPs, based on tlimernational Drug Price Indicator Guide of 2015 (latest one
available)%t

4.103Tablel3 provides information on the MPRf the selected drugs in 2@ (from MIH Reportand
Haun O/ 2YLISGAGAR2Y [/ 2YYAaarzyQa O02YLlzil GA2Y0

Tablel3: Median Price Ratio, 2008 and 2020

Generic Originator
Selected products
20082 2020 2008% | 2020
Albendazole 56.02 3.93 106.79| 28.92
Atenolol 5.69 6.72 31.76| 31.54
Carbamazepine 2.41 7.21 10.25 6.65
Glibenclamide 19.27 13.06 45.58| 15.79
Metronidazole 23.30 13.12 64.03| 23.39
Omeprazole 5.74 16.91 53.1| 41.03

Source: MIH Report 2008y R / 2 YLISGAGA2Y [/ 2YYAAEdA2Yy Q4 O2YLlzilt GAzy

4.104.Comparing theViPRs of the sample drugbetween 2008 and 2020t is observed thaprices of
the 6 selectedoriginators productselative their international reference pricefecreasecdver
this period. For certain products such as Albendazole, GlibenclamidiEMetronidazole, their
respective MPBhave significantly fallen. For example, the MPR of the originator for Albendazole
has fallen from 106.79 in 2008 to 28.92 in 202003é¢0f Glibenclamide and Metronidazole Ve
fallen from 45.58 and 64.03 in 200816.79 and 25.39 in 202€espectively.The decrease in the
MPRof Atenolol ishoweverinsignifcant.

4.105For generics4 out ofthe 6 selected drugs experienced a decrease in theirRMAhat of
Albendazole decreasesignificantly,from 56.02 in 2008 to 3.981 2020 Whereas thosdor
Carbamazepine and Omeprazatereasedn 2020 compared to their levels 2008.

4.106While ageneralimprovement in the MP&is observedcompared to their2008levels the retail
prices charged in Mauritiuemainstill well above the IRFfor both generisand originatorsFor
example, tlat for Omeprazole is 16.91 times for generic and 41.03 times for originator the IRP.

101 Available ahttps://www.msh.org/blog/2015/07/02/newedition-of-internationatdrug-price-indicatorguide-available
10250urce from MIH Report
103 Supra note 100
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4.107Regarding the current price analysis, the views expressed during the consultative process by
several stakeholders weraixedand these are summarised below

A Consumer protedbn organisations endorsed this price analy3iseyfurther submitted
that the currentprices of medicines sold to Mauritius do not reflect the real prices at
production level because it is decided on basis of GDP of import country.

A Major wholesalersand industry players however, submitted that the IRPs, which is
applicable for the sale of pharmaceutical products to {ienrprofit agencies, cannot be
used as a benchmark in normal commercial operations.

A To ensure affordability of pharmaceutical produstsine stakeholders suggested to have
recourse tohealthcare insurancenamely that:

o Government should consider the implementation of medical insurance
scheme for the civil service.

o Private healthcare insurance schecmildresolve the rising costs of drsig

4.108.1t should be reiterated thattte IRPfave beerusedin the current analysi®r merecomparative
purposesandas an indication for likely competitive prices rather thha actual ones There are
several factors which could explain the higlpeices of pharmaceutical products compared to
their IRPs¢ KS&S | NB Ay SaaSyO0S (KS YhopadgF | Ol dzZNB ND a

Q)¢

4109t 2GSy dAFf KAIKSNI YIydzFl OGdzNENBQ &St anglldr LINRKR OS
size of local marketpwer bargaining power of buyerandvolatility of Mauritian rupee vis-vis
major international currenciesOne of the means to secureompetitive prices could be to
considerallowing importation of genuine pharmaceutical products from multiple sourbgs
wholesale pharmacies

4.110.As identifiedin the MIH Reportthe mark-ups andadd-on cost, notablyin the form offreights,
insurance,and local charges represent a significant component of the price of pharmaceutical
products.

4.111 A discussion orhow the current markup, volatility in exchange rate and parallel import can
influence the price of pharmaceuticptoductsis providedbelow.

a) Mark-up regime

4.112Under the current legal frameworlas explained in the prior sectioprices of pharmaceutical
products a@e regulated in terms of the maximum applicable mark up of 35% and a special
allowance of 2% on the landed cd&t. Price regulatiorin this sensds principally intended to
ensure affordability and thus accessibility to medicines to the population at.ldrgoncurrently
createsanincentive for market players in the supply chain to make the product available on the
market.

4.113With a maximum markip system, wholesalers and retailers have strong incentives to stock and
sell highespricedpharmaceutical prducts, which irmost cases are branded originatoighis is
because higher prickproducts result in higher quantum of profits fthre operators. Even though
originators and generics ezxist, the structure of currenhark-up system naycreate an unequal

104 The landed cost includes the CIF, inspection charges, patsigeh as storage, handling and insurance in port, custom
clearing charges and local transport charges to the warehouse.
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playing field among equivalent therapeutic optiofi@ayouring expensive options over cheaper
alternatives to the detriment ofisersof pharmaceuticaproducts

4.114The current markup system also encourages retail pharmacies to sell predaicthe maximum
allowable retail price (usually already affixed by the wholesale pharmacy rodscts pursuant
to its statutory obligations under Consumer Protection (Consumer Goods) (MaximuraMark
Regulations 1998%, thereby undermining price copetition between retail pharmacies.

4.115Consequently, it can be observed thatixed percentage markp has theoveralltendency o
undermine the very purpose it is trying to achieve; namely ensuring the affordabdityl
availability of pharmaceutical prodtsin a competitive manner.

4.116In contrasf a regressive mardp regime may provide some groundto offset those
anticompetitive effectsthrough its influence on financial incentivesSuch aregime makes
provision foralowermark-up percentagdor higherpriced pharmaceutical productse., as price
increases thenark-up percentage decreases.

4.117During theconsultatve processconsumer associations have shown to be in favour of a change
towards the regressive mailip system However, industry players (inparticular PAM and
retail/wholesale pharmacies) have expressed conceynghe proposed regressive matp
system. They have asserted that such a change is not warranted, if not inappropriate in its current
form at the very leastThese are summarised el and discussed #depth in the following
paragraphs

A Certain wholesalgpharmaciesavequestioned the basis on which the recommendations
to move to a regressive matlp system has been reacheficcording to them, 80% of
pharmaceutical products are prescribed igdicalprofessionasd and only 20% sold over
the counter Pharmaciesare thus constrained by prescribing pattearsd not the price of
pharmaceutical products as such

A The imposition of ay pricing regulations that further redus¢he operating margins will
only accelerate the creation of negompetition andsocial problemsuch as

0 the closure of existing small retail pharmacikat may resultin loss of jobs with
no new entrants replaciop them. This may alscstrengthen the position of
vertically integratecpharmacies

o the redudion in capacity to cope with stock holding costs in relation to current
stocks and expired medicines.

0 the decreased incentive to import essential products such ascamiter drugs or
hospitatonly injections that are fairly expensive.

0 asignificant increase in malpractices including the sale of illicit or dangerous drugs
affecting the overall viabilityfahe sector.

4.118Wholesale pharmaes have primarily submitted that with already a low maximum maukp of
11% which is among the lowest in the world, they are finding it insufficient to support their costs
of the operations which goes beyond the simple anéjue scope of selling pharmaceuticals on
a wholesale basis. Retail pharmacies, particulagysthaller ones operating along areas with low

105GN No. 150 of 1998. Regulation 9(1) provides as foltows
WOPGSNE AYLENISNI aklff s LINR 2 NIfixisdabelto &vary pack,lpacket of cOntadtofdhdzLILI & 2
medicine, indicating legibly the maximum retail price at which the medictoebis dispensed, exposed, offered for sale
2N a2fR (2 O2yadzySNERQO®
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foot traffic, have echoed similar grievances.eyhhave submitted thawith the proposed
regressive markip systemjt will be almost impossible to sustain businessl the system will
alsoact as a further barrier to entry for new players

4.1191t has been submitted that a regressive maikregime could work if at the same time a higher
mark-up percentage than the one awntly in place, is allowed on lowgriced products.
Otherwise, it would come as another mechanism of margin reduction for wholesalers who are
already working on low margins. Taking the example of the maximum mark up of 15% (shared
between the wholesaleand retailer) recently imposed on harsénitizers, itwas averred that
this led to the situation whereby some market players stopped importing the productsaas it
not viable for the latter to work on such low margins for relatively cheap products.

4.120 Another model proposed instead of the regressive mark system is the differential pricing
mechanism whichaccording to the submission involved settingof different price ceiling$or
product categories in terms of nature of the drugs and their clinicd importance among other
things. Nevertheless, it has been highlighted that the application of the regressiveupsudr
differential pricing to pharmaceutical products would not be efficient if the sources of possible
fraud such as over invoicing are ndéntified and tackled

4.121These instances of frauthvebeen averredo be wherebythe medicine prices are manipulated
through allegedly ovemnvoicing to inflate the landed costs on which magkis applied. As such,
prices of medicines in Mauritius do not consequently reflect the real pridesway in which this
malpractice is caied out, according teertain stakeholdergsthat:

A A wholesalerpharmacypurchase a given quantity of pharmaceutical products from a
manufacturer. The latter invoices the wholesalpharmacyon a lower quantity than
actually purchased but at an inflated pric&heregulated markup isthen applied onthe
inflated base price.To compensat¢éhe wholesalerfor the extramoney disbursed due to
the inflated price the manufacturers sendn extra quantity of pharmaceutical products
in the form of free samples.

A Thesamples aractuallysold by thevholesale pharmacin the same manneasthe actual
pharmaceutical products purchasedhus, suchmalpractice enableswholesale to
generate higher profit margin at the expense of users paying higher price for
pharmacaeitical products.

4.122 Another instance concerns Indian products whereby these drugs are bought from wholesalers
rather than from the original manufacturerThat would allegedly explain witgrtain generic
drugs are so expensive in Mauritius when they should have provided a cheaper alternative.

4.123The Executive Director wishes to highlight that the practice of-owavicing or inflating landing
costs may be an offence under Section 31 of thesDmer Protection (Price and Supplies Control)
Act 1998. Consequently, as these are alleged offences that falls outside the ambit of the
Competition Act 2007, the Executive Director encourages any individual or entity aggrieved by
such practices or holdgninformation to this effect to contact the Ministry of Commerce and
Consumer Protection or any other relevant regulatory authorities in order to initiate proceedings
in relation to such practices.

4.124During the consultative process, certain stakeholders lmeposed certain mechanissitio the
curb the allegedly prevalent practice of oviewoicing as well asetting up regulatory bodies to
come up with a fairer pricing systeffhese submissions are reproduced below
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A The now abolished Custom Duty of 5% had ¢ffect of curbing the practice of over
invoicing, since a higher margin brought about a higher tax.

A Prices of generics should be calculated on the basis-tsfat@ry prices in the country of
origin, which should reflect the actual maximum selling priogbat country.

A ¢2 | RRNBaa GKS AaadzS 2F LINAROAYy3 2y | Y2NB
t KFENYFOSdziAOFf tNAOAY3A [/ 2dzyOAf ¢ aKz2dzZ R 0685
system as well as continuously monitor and fix the prices of cer@dicines while
liberalising others where competition exist.

A A National Formulary could provide the best value of pharmaceutical products for chronic
conditions such as diabetes and blood pressure where medicines will be used for a very
longperiod of time.

4.1251t is proposed that a more idepth study should be carried out in consultation with wholesalers
and retailers of pharmaceutical products for using the regressive ‘margystem to lower the
costs of the products (as being promoted by tW&lO). The Executive Directmncurs with such
an assertion and@onsiders that implications of proposed changes made in the Report ought to
be analysed before any implementation asgchan intricate and technical analysis can only be
carried out effectivéy to a large extent by competent experts, professionals, policy makers and
regulatory authorities in this field. It should, nonetheless, be understood that competition and
the ensuing tussle from the natural laws of the market will bring about the comnieeti
foreclosure of market operators who cannot overcome and adapt to changing market conditions.

b) Fluctuatiorsin exchange rate

4.126Given outheavyreliance on importation fothe supplyof pharmaceutical producti& Mauritius,
fluctuations inexchangerate greatly influencepricesof the products An appreciation of the
Mauritian rupee visa-vis the major trading currencies would tend to make our imports more
affordable while a depreciation of our local currency would cause imported pharmaceutical
products to be more expensive. In geneeadichange ratesarevolatilein nature andtheir effects
on prices tends to cancel out oveéme.

4.127However, what has been observed, is that the Mauritian rupee has consisherthdepreciating
over timeagainst themajor currencies. Considering the periodd®to 2020, for instance, the
Mauritian rupee has depreciated by a significant 42% against the US dollar (US $1=Rs 28.45 in
2008 to US $1=Rs 40.36 in 2020), thus explaining, to a large extent, the higher retail prices of
pharmaceutical products brought. ukhermore, the current pricing mechanism of applying a
maximum markup on theClFRvalue of pharmaceutical products only fuels the higher cost burden
borne by final consumers who pay a proportionately higher price.

4.128.1t was highlighted, during the consation process, that priceof pharmaceutical productare
seton thebags of the MNS (the Mauritius Network Services TradeNet Portal) rate of the week
This rateis calculatedby averagng of the exchangerates of five primary commercial banks for
the preceding weekDuring higtfluctuationsin exchange ratethere is a big discrepancy between
the actual and the MNS rate. While this may cause at time a decrease in the profit margin of
wholesalers, they can also benefit from such fluctuations.

4.129A mechanisnto stabilise tle effect of exchange volatility rate the short and medium terms has
been poposedby the Pharmaceutical Association of Mauritius in the form a refund scheme to
complement the two regimes set up by the Consumer Protection (Consumer Goods) (Maximum
Mark-Up) Regulations 1998 for the purpose of determining the cost price of a pharmadeutica
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product. This refund scheme would, in essencempensate wholeda pharmacies for any
significantappreciaton in exchange rate to avoitheir impactin terms of increase iprices of
life-saving or other critical drugs based on national consumptioell&@ther forms of a similar
concept put forth were Forex Stabilisation Scheme for the major currencies and Freight Rebate
Scheme for Imports of Pharmaceuticals and allied products.

4.130While the Competition Commission may be able to assess the viabilitclofosapositions to a
certain extent, the Executive Director believes that such an intricate and technical analysis can
be carried out effectively to a large extent by competent professionals, policy makers and
regulatory authorities in this field. Nonetheds, the Executive Directorapenedto collaborate
in conducting such analysis from the perspective of competition law.

c) Parallel imports

4.131As mentioned previously, due to the national exhaustion regime adoptedddyritius, owners
of registered trademarkbave the discretion to withhold their consent for parallel importation of
registered pharmaceutical drug® Thiscan potentialljlead to a situation giving rise to abusive
use of IP rights. It mayotablyreduce intrabrand (price) competition through thpreservation
of market power of IP holders which may consequently foreclose potential competitors of
genuine sources of supply on the market.

4.132This was illustrated in thaforementionedcase ofReckitt & Colman (Overseas) Ltd v. M.N.
Dauhoo and TheMauritius Revenue Authoritth y NBf | G A2y G2 GKS LI NI f £ ¢
branded lozengesThe defendantaverred that the acts and doings of the plaintiff were
detrimental to the interests of the consumers and was creating a monopoly situation &m ae f
G{ GNBLIAAf a¢é¢ ONI}YyRSR f21S8Sy3aSa 6SNB o6SAy3a az2fR
market. The wholesale importer had averr@d Y LI2 NIIAy 3 H (2 o O2yairdayyvys
year for the past 15 years from different countries. The [theodt price [was] Rs60 per box of 24
tablets which he sold at Rs75. The plainti@rays Inc. Ltd. had, for its part, been selling the said
product at Rs137.5%".

4.133While thisconstitutes a competition concernit has no bearing whatsoever under the curtren
regulatory framework As a matter of factte Court heldhat goods sold cheaper elsewhere is
irrelevantregardingthe issue of parallel importatiafThe ability ofhe trademark owner to object
to the importation of goods without its conselig a legitmate exercise of his legal rights as the
law stands nowdespite the fact thait canbe detrimentalto consumer interest in the long run.

4.134Parallel importmay thus, in the right circumstances and institutional -gpt act as a
complementary pricecontrol strategy aimed abringing a reduction in the prices of branded
pharmaceutical productsThis is particularly relevatu healthcareproviders whereby it may give
them a strongnegotiating leverage with manufacturers of branded pharmaceutical prtsdu
Increasing the bargaining power of the distributor-&isis the producercanultimately lead o
more competitive prices.

4.135The intellectual property rights regulatory regime is a topic which has been of common interest
across the different stakeholdgiin regard tdhe analysis put forth andny sort of amendments
to the law to allow for parallel imports of pharmaceutical produdthile consumer protection
organisations have shown enthusiasm, other stakeholders have identéedin issues. These

106 TheMinistry of Foreign Affairs, Regional Integratiovddnternational Tradéas indicated that it is aware of
the issues related to th@ational exhaustion regimelt has intimated that iis temporary and will require
amendment in due coursepon an indepth assessment of its implicatians
1072012 SCJ 494, pg. 8.
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submissions are summarised below and discussed in further details instisequent
paragraphs

A P rights are excluded from the ambit of the Competition Act 2007 aedidrket study
is thus not the right forum to discuss such mattgrs.

A The new Industrial Property Act 2019 which is awaiting to be promulgated also favours
the National Exhaustion Regime requiring for the consent of the right holder, thereby
indicating the mtent of the legislator for such a framework.

A In any case, five main risks that may crop up concerning a shift of exhaustion regime,
namely

() health and safety risks in relation to the supply chain,
(ii) liability issues ensuing from such health aatésy risks,
(iiincreased risk of counterfeits products on the market,
(iv) money laundering risks, and

(v) increased unfair competition risks.

A There is afirm request that a thorough assessment to evaluate the impact of the proposal
to move from the n#onal to international IP exhaustion regime.

A A comprehensive and systematic consultation with stakeholders should be privileged to
mitigate risks before implementing parallel imports.

4.136As pointed out, there is in fact an exclusias per section 2 of Part A of the Schedule of the
CompetitionAct 2007 which stipulates thatt wl 8 y& | ANBSYSyid Ayaz¥l N | &
relating to the uselicence,or assignment of rights under or existing by virtue of laws relating to
copyright Ay RdzaGNAFf RSaA3aIys LI GSydaz GNIRSYIFINJa 2
from the ambit of the Act.

4.137That being said, this does not constitute a blanket exclusion and careful interpretation must be
given to such a provision in the contexitbé present market study. As mentioned at paragraphs
4.4 and 4.5 of GuidelinesCEDSY SNI f t NPDGAAA2Y AT awiB8KS [/ 2YLISG
exclusions as applying to the restrictive practices listed in Part 1l of the Act. In case of uncertainty
about whether an agreementractice, or product fall within the exempted list or not, the
Competition Commission may carry out an investigation under Part IV, using the powers specified
in the Act, but will set out in its final report why it believes thatter is not excluded, if it takes
action. The Competition Commission will interpret exclusions as narrowly as possible within the
scope of the Act. In particular, it will not regard broad areas of activity that include some of the
excluded mattersasbgid 2 dzi aA RS Ada &a02LISdé

4.138Consequently, it can be observed that the aforementioned exclusion is in relation to the conduct
of investigations into restrictive business practices within the meaning pf the Act. In the present
instance, the interplay of intelledzl f LINBP LISNII&@ o0alLt €¢0 NAIKGA GAGKA
being analysed in the context of a market study, which has the aim understanding and publicising
the effectiveness of competition in individual sectors of the economy in Mauritius. Thighis at
opposite end of the spectrum compared to an investigation conducted under section 51 of the
Act.

4.139In any case, as highlighted by paragraph 5.6 and 5.7 of GuidelingsBICEY SNI f t NP OA & A 2
line with international best practice, the Competiticdommission takes the attitude that
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exploitation of IPRs by the holder to maximize the value of that intellectual property, will not be
regarded as a restrictive practice. Thus, for example, an inventor with a patent is free to price it
at whatever level b chooses, to assign exclusive rights, to prevent resale at prices below a
specified price and so on. However, also in line with international best practice the Competition
Commission does not interpret the IPR exemption to imply that any anticompetititienaor
FaANBSYSyid Aa LISNYAGGSR AT Al Ay@2f @Sa Lt woé

4.140Consequently, the inclusion of the analysis of IP rights and its effects on the effectiveness of
competition within the pharmaceutical sector is legitimate and in line with the provisions of the
Competifon Act 2007.

4.141 Regarding the various risk identified by several stakeholdeey, dsserted that there is a certain
basis for theexisting legislation on IPR, the PIDfbArovidefor the protection of the right holder
againstthe various risks associatedth parallel importas the consent of the right holder must
be sought prior to importingexporting,or dealing with such goods.

4.142 As a matter of fact, according to thenme supply chain of pharmaceutical products is presently
closely monitored by the ght holder given that these sensitive products that must be
transported and stored under specific conditions relating to the cold chain. Any diversion from
this chain may render the product ineffective or risky for consumérss submitted that
Mauritiusis in the climatic zone IV A. Importing some brands from wholesalers overseas do not
necessarily guarantee stability of products under this climatic zone and could represent a
potential risk to patients in case of nauherence.

4.1431f importation of pharmaeutical product were to be sourced from entities other than the
manufacturer, the same condition regarding the supply chain ought to be respected to avoid any
health hand safety risks.

4.1441n this sense,raceability liability, and quality of product are very important factors contributing
to the reduction of health and safety risk. The manufacturer will accept no liability in case of any
issue arising from the product as they did not authorize its export. There will also tentrol
on the distribution of goods across different markets and it may affect businesses in their
commercial strategy, brand reputation and equity. Products may not comply with the
specifications of the registered produttsas it is not procured form # wholesaler but from
wholesalers/agents abroad.

4.145Another concern raised is the verification of the authenticity of the pharmaceutical prodegts
ability to identify the which products are counterfeit or not. With limited tools available in
Mauritius,it will be difficult to ascertain whether the products are genuine or not and even if they
are genuine.

4.1461t is also averred that the perception that the introduction of international exhaustion of
intellectual property rights for trademarks will lead to leprice is in contradiction to numerous
studies. It could in fact lead to an adverse effect on prices and supply of products on the market.
There is a strong possibility that a number of international brands may no longer directly supply
to Mauritius, paticularly in the case of s@F f f SR W2 N1LJK | yphdrbledtidal ¢ KA O
productsthat are not developed by the pharmaceutical industry for econaeasonsput which
respond to public health need

108 One of the instances put forth is that the packaging and labelling of some pharmaceutical products may be
done in the language of the exporting country and not in English or Femitiivould be suited for the Maitian
market.
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4.147 Another point raised against thénternational exhaustion of rights is that it may cause
inefficiencies on the market and a 'fremler' situation for parallel importers. Freg&ers would
benefit from a brand image and marketing built over a humber of years by existing IP owners
through massive investment of funddt may also exacerbate the issues of eireroicing,
particularly in the case that such a practisenot acceptable to the original manufacturers but
intermediatesandwholesaleranayindulge in that malpractice readily

4.148The bllowing factors have been proposed to be considered when allowing the parallel imports
of duly registered pharmaceutical products:

i. The registration of the brands and submission of the documents in CTD (Common Technical
Document) format and payment for theandatory fees as per the Pharmaceutical Products
(fees) Regulation 2016.

i. Theissuinggtregistration,of 4G CNBS al S / SNIAFAOI{S¢ 2F GKS
i.e.,a Document certifying that the same product is equally on sale in the opwitere it
is being manufactured.

iii. The submission of certification from the wholesale/agent from abroad that that can export
the products (issued by the drug regulatory authority of their country of
origin/Manufacturer) and that they adhere to GDP/GSP fticas.

iv. The guarantee of the traceability and liability of the pharmaceutical products.

v. The Stability/Climatic Zones and ensure that tests are done and the products are stable
under these conditions.

vi. Pharmacovigilance/Product recalls

vii. Investment in creatingawareness of the products to ensure that the new products are
brought in the market so that Mauritius can benefit from innovative products.

viii. Heavy investment by importer/distributor in their storage and distribution capabilities as per
WHO GDP/GS#brms to ensure that the final product is delivered under the same optimal
conditions as that received from manufacturer.

ix. Significant investment by accredited importers/distributors to invest significantly in process
efficiency initiatives, quality managemnt systems and regulatory compliance framework to
satisfy the stringent exigencies and norms applicable to operators within the pharmaceutical
sector.

4.149The Executive Directoreiterates that the proposition made in this reporégarding parallel
import corcern only theimportation of a pharmaceutical product produced genuinely under the
protection of a trademark, patent, or copyright from another markaher than the set
distribution channel between thenanufacturerand itslocal representativein Mauritius.In no
way should this proposition be construed to included counterfeit products.

4.150.TheExecutive Directoconcurs with the propositiothorough assessment to evaluaits impact
must be carried out anbtelieves thatsuch an inticate and technical analysis can be carried out
effectively to a large extent by competent experts, professionals, policy makers and regulatory
authorities in this field.Nonetheless, lte Executive Director ispened to collaborate in
conducting such angsis from the perspective of competition law.
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5.2.

5.3.

5.4.

5.5.

5.6.

5.7.

5.8.

Conclusion and Recommendations

The Study aimed at understandirthe conditions of competition in th pharmaceuticalndustry
by reviewingthe underlying market structure andconcentration levek and assesi#qg the
regulatory frameworkwvith respect tothe market authorisation procesthe licensing of economic
operatorsandpricing of pharmaceutical products.

The pharmaceuticalindustry consistgmainly of wholesalepharmacies and retail pharmacies.
Wholesale pharmacies import arglipply pharmaceutical products to both public and private
healthcae institutions. Itis observed that the number of wholesale pharmacies has increased
significantly over thegyears from 24 in 201€ reach 40 in 2019 While the broaderwholesale
pharmaceuticamarket isnot found to be concentrateda more indepth assessmeris required

to assessctualconcentrationlevelsin the various individuatelevantmarketsthat are likely to
exist given the nature of pharmaceutical products

Potential competitionconcerns identified within the pharaceutical industry arise from the
current regulatory framework Amongst,percaved conflictof interest of Boardmemberstaking
partin the registration process for the approval of produckhis stems from the fact thatrior to
2016, wholesalers arertically linked retail pharmacists were appointed as Board members

There is also the lack of transparency and predictabilityegardng the . 2 F NRQ& 2 LISNJ
procedures Most notably,the lackof clearly defined anthoroughguidanceon the registration

of pharmaceutical productsan lead toinformation asymmetry amongpplicants seeking
registrationof products Additionally, the upo-date list of pharmaceutical products registered

with the Board is neither available for consultation at the responsible Ministry nor on its website,

despite the fact that the law already makes provision for this. Collectively, tfaders can

potentially lead to conditions creating business uncertainty and thus may stitepetition
amongwholesalepharmacies.

In regard to the pricing of pharmaceutical products, the analysis carried out tends to show that
local prices are highewhen benchmarked against international reference pridéswever, the
context of this comparison is a particular onghen this index is used as a direct benchmark of
prices of pharmaceutical products in the private sector, care should be taken to alsm&on
other defining factors of the Mauritian economy which affect the various price components.

In relation tothe pricingmodel used fopharmaceutical productswhichtends to deliver some
unintended consequenceg canbe argued that the currenpricing model based on maximum
mark-up may provide strong incentives fovholesalers and retailerso favour highespriced
products to attract higher profitdt also incentivises operators along the supply chain to use the
maximum markup allowable.

Given that Mauritius relies essentially on importgrices of pharmaceutical products are
influenced by the exchange rate. The Mauritian rugeering considerably depreciated over the
years, led to high retail prices after accounting for the full flat magpk

The prevailing national exhaustion rights regimeanother aspect of the pricing component of
pharmaceutical products. In fact, the current regulatory framewarght impede competition at
wholesale level in the event that registered trademaskaerswithhold their consent for parallel
importation, which is usually more ofteiine casethan not A probable effect thereafter is the
foreclosure of competition from nevpotential entrants supplying the market with genuine
supply. This, in turn, supresséstra-brand competitionto the detriment of endusers
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5.9.

5.10.

5.11.

5.12.

5.13.

5.14.

In light of the foregoing, the Executive Director recommends the following:

A. Facilitation of access to informatiany NXft I GA2y G2 GKS t KFNXYIF O
criteria,and applicable standards

The Pharmacy Board plays a very important role in regulatingetitey of pharmaceutical
products and licensing pharmacies in Mauritius. It is vital that clelafiyed and comprehensive
drug registration guidance in relation to tH&2 I NR Q & arnd2vialdatoh Précesss made
available toregistration applicantsThis wouldoring moretransparencyand accountabilitynto
the processaand enable applicants toetter understandthe decisiors ofapprovalor non-approval
of registration of productby theBoard.

In this optic,the National Single Window (Mauritius Trade Lick) be used to achieve greater
accountability and transparencylhis centralised systenwill allow harmonization of data
elements across agencies (notably the MRA, the Pharmacy Board, the Ministry of Health and
Wellness and the Ministry of Commerce anch@amer Protection)Consequently, it would make

the process of gathering and compiling the list of pharmaceutical products registered for import
with the Board much easier and making it accessible to the wholesalers/importers through this
central repositoy.

Thus, the availability of thespuidancedocuments the upto-date list of pharmaceutical products
registered with the Boardogether with unconflicted Board members is likely to promote
information symmetry among operatarsThis will enable them to makbetter informed
commercial decisionghrough a fairer and more transparemtecisionmaking procesdy the
Board

B. Reviewing the pricing control policies

The fixed marup system, as applied in Mauritius, remains the prominent methodologgrfoe
determination in most lowand middleincome countriesparticularlyin Africa.ln contrast,the
regulation of markups in most European countries and higbome countriecaters fora wide
combination of strategies which introduce flexibilities in the regulagi®y.

For instance, separate strategies may apply Beeinded originators and generic medicines;
medicines on the national essential medicines list and those not on the list; reimbursable and non
reimbursable mediciné®. Cyprus and Luxembourg, for exdmphave different wholesale
margins for different classes of drugs, be it locally manufactured versus imported, or depending
on the country of origin. Regressive mangs, which consist of a fixed percentage that decreases
as thecorresponding pricincreases, argoopularin most European countries for both wholesale
and retail operation§. Indonesia is another example where mags for originator brands are
lower than those for generic products; therelpyomoting lower cost generics bgllowing for
higher a return!!2. The WHO Guidelif®€ also considers regressive mark ups rather than fixed
percentage markups given the incentive that the latter provides for higipeiced products to
receive a lower net margin.

109 For instanceAustralia employs a combination of regressive percentages plus fixed fees plus a dispensing fee, and New
Zealand employs a limited progressive percentage ro@rplus a dispensing fee (Sour@éHO/HAI, 2011).

110|n Latvia, different markps apply to reimbursable and ngrimbursable medicines. These result in lower prices for
reimbursed products and lower guayments for patients with the effect of reducing pharmaceutical expenditure for the
third-party payer. SourcA/HO/HAI,The Regulation of Marl4ps in the Pharmaceutical Supply Ch@all), p. 22.

111 Kanavos, Willemien and Vogler (2011).

112WHO/HAIThe Regulation of Marlps in the Pharmaceutical Supply Ch@el11), p. 22.

113SeeWHO Guideline on Country Pharmaceutical Pricing Policies (204d)able at:
<http://apps.who.int/medicinedocs/documents/s21016en/s21016en.pdf
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5.15.

5.16.

5.17.

5.18.

5.19.

5.20.

5.21.

The markup system alsdlirectlyimpacts on the profitability of operators imé wholesale and
retail pharmaceutical business. Private operators have expressed cormerhe commercial
viability of the pharmaceutical sector as a result of the reductions in fapridlowances in 2004.

To the extent that further reductions in matkp allowances would be met by lobbying or
resistance from the operatorshe Government could consider imposing service criteria such as
requiring wholesalers and retailers to carry a minimum ratio of unbranded generic medicines to
originator medicines Such a measureould, within the right legal framework and institutional
set-up, contribute towards achievingffordability of pharmaceutical producta Mauritius while
having regard t@ommercialiability of operatorsin this sector

It is therefore important that regulation of chain marlps be studied after consideringhe
variables that determine medicines prices and the characteristics of each level of the supply chain.
The Ministryof Commerce and Consumer Protecti@nalso encouraged tomonitor prices by
undertaking price comparison and publisig same on a regular basihs will encourage price
transparency at all levels.

As recommended by the WHO, international or external reference pricing should be part of an
overall strategy, in combinatiowith other methods, for setting the price of a medicine. In
developing such a system, countries should define transparent methods and processes to be used.

C. Consider amending the law for parallel imports

It is undeniable that a robust IP rights regimessential to foster creative effort and innovation.

This is particularly crucial in the pharmaceutical industry given that constant endeavours towards
research and development is required for the advancement of new medications. Furthermore, a
strong IP rigts enforcement promotes the overarching objective of public safety as it helps
consumers to make an informed choice in relation to the authentiiiability,and effectiveness

of their purchases. In this sense, IP rights aims at ensuring a standardised benchmark in terms of
quality of a pharmaceutical product.

That being said, the overlap of parallel imports and IP rights in the context of the Mauritian
pharmaceutical industry is a peculiar one. As indicated earlier, Mauritius relies primarily on
imports in relation to pharmaceutical products. Parallel imports, as it stands currently, involves
the importing of a pharmaceutical product produced genuinely under protection ofa
trademark, patent, or copyright from another market other than the set distribution channel
between the manufacturer and its local representative in Mauritius.

As it can be observed, parallel import does, in no manner whatsoever, rdtatesunterfeit
pharmaceutical products. Consequently, in general, neither does it jeopardize the protection of
human health and life nor does it flout industrial and commercial property as the concerned
pharmaceutical product is one of genuine origin.tdagl, parallel import has the effect of
promoting intrabrand (price) competition and opening the market for genuine sources of supply.
That being said, it is equally important that the right institutionaklgpetand legal framework is
devised to minimiseertain risksin terms of safety, quality arntdaceability,associatedvith such

a practice.

It is thus proposed that an evaluation of reviewing therent legal frameworkto allow for the
parallel import of pharmaceutical productse undertaken a coxsumers can only stand to gain in
the long runin terms of ensuring competitive prices and authenticity altogether.
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AnnexA: Written submissions from stakeholders with consent for publication of views

ANNEX ICONSUMER ADVOCACY PLATFORM

Comments on the Competition Commission’s Report on the Pharmaceutical Industry in
Mauritius

Introductory remarks

It is a known fact that the Pharma Industry has a deep culture of corruption. This is what Dinesh
Thakur, famous whistleblower on the Ranbaxy’s compromises with quality, in India, stated in
2016.

The Pharmaceutical industry is not about health care. it is about business at all costs. We
experienced this during the Covid crisis. Hence we should not deal with the industry with
compassion, despite the recognized role of pharmacists as Health professionals.

Intellectual Property Rights

The current international exhaustion regime imposes restriction on parallel imports, and hence
limits competition. This could lead to dual pricing to the detriment of customers. This statement
of the Competition Commission confirms what the Consumer Advocacy Platform (CAP) has
since long denounced.

Furthermore, in paragraph 3.37, the Competition Commission explains the procedures adopted
by the MRA customs to identify goods suspected of infringing IP rights for which an application
for customs action has been filed. Customs leave it to right holders to identify whether a product
is genuine or not. This is a clear illustration of how trade mark holders are allowed to act as
judge and party.

Restriction on parallel import, as stated by the Commission, reduces intra-brand competition and
forecloses potential competitors from the market. Trademark registration of pharmaceutical
brands in relation to import is the most prominent form of IP protection .

According to our sources, the Pharmacy Board. whose members can be judge and party at the
same time, often rely on the Intellectual Property Act, to support controversial decisions on the
acces of medicines to the market. It needs to be recalled that, since the implementation of the
Fair Trading Act, there is no such thing as sole representative, unless the manufacturer decides to
deal exclusively with its appointed agent. In the medicine sector, as in the case of many other
goods, trade-marked items can be available at much lower prices through large conglomerates
purchasing in bulk. They, in turn, sell the same trade-marked goods at lower prices. This is how
parallel importers have been able to offer for sale trade-marked medicines cheaper, alongside
generic medicines, also known to be cheap.

Level 4. ELP Building
Vacoas, Mauritius
12309771438

E mDSﬂqu@Cﬂp-mdur‘“ius_ur‘g CONSUMER ADVOCACY PLATFORM
Www.cap-mauritius arg
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The Pharmacy Board, has, in the past, erred, according to CAP. in justifying its decision to allow
or ban the import of products from parallel import because of the presence of such medicines on
the Intellectual Property Rights (IPR) list of the Mauritius Revenue Authority (MRA). According
to informed sources, the presence of goods on this list does not imply that the patent holder can
be the exclusive importer. This would be in contradiction with the Fair Trading Act. According
to an MRA source, the import of patented goods by importers other than the patent holder only
enables the latter to check whether these goods are fake or not. If they are found to be authentic,
the customs would have no other choice than to allow delivery of the goods.

CAP avers that the adoption of the international exhaustion regime restricts consumers’ choice
and is an obstacle to consumers’ access to cheaper pharmaceutical products. While Government
is still waiting for the report of consultant Anna Maria Pacon, on the exhaustion regime to be
followed, CAP avers that Government should adopt the international regime for the import of
pharmaceutical products, hence enabling parallel import.

Prices of medicines

In addition to the impact of the international exhaustion regime of the prices of medicines, it is
important to underline that medicines prices, are often decided on the basis of the GDP of the
import country. This was revealed by a survey conducted in the 90s by Health Action
International. CAP avers that prices of medicines sold to Mauritius do not reflect the real prices
at production level.

CAP also supports the Commission’s views that the current price model may incentivize
wholesalers and retailers to stock higher -priced drugs. eventually favouring more expensive
options over cheaper alternatives to the detriment of users of pharmaceutical products. Hence,
the higher the cost price of medicines the higher is the quantum of mark-up and consequently
price of medicines to buyers.

CAP is in favour of a regressive mark-up system. as recommended by the Competition
Commuission, in line with WHO recommendations. We also agree with the need for generic
medicines to be promoted through a mix of policies and strategies

Doctors® prescription behaviour

As underlined by the Commission’s report, in most cases, it is the doctors who decide on the
choice of medicines rather than the users themselves. Doctors tend to give higher weight to
product attributes rather than price.

It 1s also common practice for wholesale distributors to employ representatives to to discuss
product claims and clinical evidence with physicians and provide them with samples. Such

Level 4, ELP Building
Vacoas, Mauritius
T230 57571438

E mDSﬂqu@Cﬂp-mﬂur‘iIiuS_U[‘g CONSUMER ADVOCALY PLATFORNM
WWW_Cap-mauritius org
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practice may have an influence on the doctor’s choice while prescribing medicines. In some
cases, such practice may be tantamount to corruption.

CAP avers that the activities of medical representatives need to be regulated, as is the case in
many European countries. In France, for example, the involvement of laboratories in the
information of doctors, or their continuous training, is subject to a Code of Ethics

Mosadeq Sahebdin,
President,
CAP

12.10.2020

Level 4, ELP Building
Vacoas. Mauritius
12305747 1438

EmDSﬂqu@Cﬂp-mﬂu[‘i“us_ur‘g CONSUMER AUVOCACY PLATFORM
www_cap-mauritius.org
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ANNEX II: CONSUMER EYE ASSOCIATION

Consumer’s Eye Association views and comments on the Market Study on the
Pharmaceutical Industry in Mauritius MS/004

Consumer’s Eye Association (CEA) welcomes this study which did not demonstrate issues
about competition in the pharmaceutical sector. There was not an in-depth assessment of the
various individual market and the Competition Commission (CCM) based its conclusion that
the pharmacy market “tends to show competition in terms of the increasing number of players
in the market.” (page 32: 4.21). Clearly a more in-depth study is required.

The CCM based this conclusion on the fact that the WHO recommends a ratio of one
pharmacy per 5000 inhabitants. As the pharmacy to population ratio is 1:3500 in Mauritius it
is assumed that competition exists and therefore that there is no price differentiation between
areas, although that has not been demonstrated in the report. Table 11 page 33 clearly
demonstrates that 3 regions Black River, Pamplemousses and Savanne do not meet the WHO
recommendations. Also, it shows that Port Louis, Plaines-Wilhems and Riviére du Rempart
have higher concentrations of pharmacies with Port Louis showing a pharmacy population
concentration of 1:1885. Hence it demonstrates fluctuation in the alledged competition. In the
immediacy of medication’s need the consumer will not bargain for prices or travel to another
region and will pay the price quoted.

The report however clearly demonstrates that there is a lack of transparency, accountability
all round in the pharmacy industry. Owners of Wholesale pharmacies with additional retail
pharmacies should not sit on the Pharmacy Board and influence policies given that some
could be importing unique products and therefore could bar others from parallel importations
of similar products. CEA supports the CCM in its recommendation to amend the law to allow
for parallel import of pharmaceutical products for the benefit of consumers with better prices
and for greater transparency and accountability.

The membership of pharmacists who may be wholesale pharmacy business sitting on the
Pharmacy Board and its Trade and Therapeutic committee is unhealthy and one that
consumers mistrust. Added to the fact that the guidelines of the Pharmacy Board for
registering therapeutic products are not publicly available could lead to abuse, corruptible
practices and increased prices. The report clearly makes allusion to how these pharmacists
may dictate on products registered and commercialised for their benefit and in quasi
monopolising the market on certain products. There needs to be a more transparent and
accountable process in appointing to the Pharmacy Board. CEA welcomes the CCM’s
recommendation for the “facilitation of access in relation to Pharmacy Board’s registration
process, criteria and applicable standards”.

CEA is concerned on the custom of the pharmacy industry to apply the maximum 35% mark-
up recommended as the basic mark-up for all pharmaceutical products regardless of the basic
cost. The WHO recommendation for a regressive Mark-up system is not practiced in
Mauritius. This is blatant profiteering by pharmacists. Take for example somebody with
degenerative macular disorder who will eventually go blind if they do not receive intravitreal
injection of appropriate pharmaceutical preparations which are extremely expensive Rs
13,000- 19,000 per injection. Patients on average receive up to 2 injections monthly for 5-6
months and reviewed 3 months later which may result in more treatment and so on for the rest
of their lives. With the current system and the depreciating rupee the patient is unfairly treated
and may discontinue treatment because of the price. A more regressive price policy would
have taken into consideration the cost of the product and its psychological, physical and social
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purpose in terms of necessity. The sick in the current system is punished for being sick with
impunity with a system biased towards the greedy importers and pharmacists. CEA would
have welcomed the recommendation of a regressive pricing system by the CCM instead of
the organisation fudging the issue.

The report gives rise to some alarming data in that private patients bear the maximum cost of
the health care expenditure 60%. They also spend 80% (RS 4 billion) on pharmaceutical
products and the government Rs 1 billion. Given that 70% of the population receive their care
and medication free of charge from the government health care system it is disorientating to
find that the government orders only 4% and wholesale pharmacies 94.1% of the
pharmaceutical products. This reinforces the fact that wholesale pharmacists’ membership on
the Pharmacy Board is a worrying factor that needs addressing promptly for the reasons
already given. Also, there is a further issue that requires investigating in terms of the
prescription culture in the private sector. This clearly is something that the Ministry of Health
needs to address. CEA will definitely raise this issue with the Minister of Health when he
replies to CEA’s request for a meeting.

This report is highly recommended as it sheds light on an industry which impacts on the lives
of every Mauritians Citizen.

Dr. E. Hugues Gregoire

President Consumer’'s Eye Association.
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ANNEX Ill: DR BHIMSEN ABACOUSNAC

COMMENTS ON THE REPORT ON THE MARKET STUDY OF
PHARMACEUTICAL INDUSTRY IN MAURITIUS (MS/004)

1.0 Introduction

I'am Dr Bhimsen Abacousnac, Pharmaceutical Technologist, having completed a B.Tech from
the Institute of Chemical Technology (ICT), Bombay and a PHD from Leeds University. | have
always been a close observer of the Pharmaceutical Industry, both in Mauritius and around
the world, particularly concerning new developments. | am retired now but still active as a
lecturer and as a local and international consultant with the United Nations. Here, | will add
that it is only this industry that can provide a permanent solution to the COVID-19 crisis. Let
us all hope that a vaccine is found quickly.

Coming back to the report. It is an informative report and does provide a good picture of the
local Pharmaceutical market. Talking of the “Pharmaceutical Industry in Mauritius” is a bit
farfetched when we just have one firm manufacturing pharmaceutical products in the
country. All the players mentioned in the report are distributors and hence it should be
market instead of industry. One day when we have several firms operating in the
pharmaceutical sector then we can refer to it as an industry. Not now at least.

Here are my other comments.

2.0 Members of the Regulatory Body

It is good that the fact was pointed that members of wholesale pharmacies having been
members of the Pharmacy Board. This is a definite instance of conflict of interest, which the
appointing Body, the Ministry of Health and Wellness, should have been aware of. It is
unfortunate in Mauritius that we are always wise after the event. It normally takes at least six
months to approve the registration of a new product in Mauritius, even if this product is
already approved by an internationally recognised agency, such as, the Food and Drug
Administration (USA). It can even take up to two years for certain products. More light should
be shed on the registration of products of members of the Board to show the extent of any
conflict of interest. A Government Agency, such as the Competition Commission can easily
obtain this information. How many products have been approved for the last five years by the
Pharmacy Board and who submitted the application for registration. This information can be
included in a future report.

3.0 Pricing of Pharmaceutical Products

The price of medicine is controlled in Mauritius, since the Government fixes the mark-up.
There was a commission of enquiry on pharmaceutical products some years back whereby
views of all stakeholders were sought. One of the recommendations was to fix the mark-up
for pharmaceutical products. Initially the mark-ups were fixed at 17% for wholesalers and
30 % for retail pharmacies and a special allowance of 5% was given to cover import costs.
Currently the mark-ups are 11% for wholesalers and 21.6% for retailers whereas the special
allowance has been reduced to 2%. Here it must be noted that some products are sold in
India for Rs 50 Indian rupees and same is offered at Rs 100 in Mauritius.

67



The reliability of the product is important. A Salbutamol inhaler should dispense exactly 100
micro grams at one puff and a patient should receive 200 micro grams in two puffs. This is
sold at Rs 89.49, retail. The amount received is crucial. It is life-saving. Can one afford to buy
a cheaper product at the expense of its potency and reliability? Doctors will tell you of course
“No”. Asthma patients can confirm.

As an indication the price of some products in UK and Mauritius are compared in the table
below.

Product Pricein UK | Same price in MRU | Pricein
Mauritius
Avamys Nasal Spray £6.44 Rs 328 Rs 237.87
Seretide 50/100 Accuhaler £18.00 Rs 918 Rs 334.00
Seretide 50/250 Accuhaler £35.00 Rs 1785 Rs 583.35
Zinnat 250 mg x 10 tablets £17.72 Rs 903 Rs 254.61
Ventolin Inhaler x 200 doses £1.50 Rs 76.50 Rs 89.49
Betnovate Ointment 15 gm £1.88 Rs 95.88 Rs 83.21
Betaloc 50 mg tablet x 30 £7.80 Rs 397.80 Rs 476.27
Betaloc 100 mg tablet x 30 £3.08 Rs 412 Rs 555.28
Crestor 5 mg x 28 tablet £18.03 Rs 919.53 Rs 977.02
Crestor 20 mg x 28 tabiet £26.02 Rs 1327.02 Rs1381.20
Avomine x 10 tablet £3.13 Rs 159.63 Rs 53.00

From the above table, it can be concluded that there is not much difference between the
price of products in the two countries. We have to ensure that our patients get the best in
terms of quality of products. Doctors use high tech equipment to enable them to carry out a
perfect diagnosis. They also want the best medicine to administer to their patients. Quality
has a price.

4.0 Control mechanism for pharmaceutical products V/S Parallel

Import

It is important to know that before a product is marketed it goes through a whole process.
The product is tested on rats, guinea pigs, monkeys and finally clinical testing is carried out
on humans. If at any stage toxicity or presence of adverse reaction is found with the product,
the test is discontinued and the product is discarded. Research and Development is extremely
Costly. This is why new products are rare. Glaxo, Smithkline Beecham and Wellcome were
three different companies and they merged in order to be able to compete. It takes years
before a product is approved by a recognised body, such as the Food and Drug Administration
(FDA).

If a product is imported directly from the Laboratory (manufacturer) the quality of the product
is ensured. The control mechanism is well established. The product comes with a data logger.
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Fromthe time it leaves the factory till it reaches the wholesaler in Mauritius, the temperature
is monitored. When the wholesaler collects the product in case there has been a deviation in
the temperature beyond the acceptable range there will be a temperature alert into the red
zone. On reaching the office the pharmacist can just plug in the data logger on a PC. He can
obtain a print out of the graph of the temperature throughout the journey. It is a control
chart. Any deviation can be immediately detected, the product is immediately kept in
quarantine, the Laboratory contacted and the print out sent. Instructions are obtained from
the Laboratory to destroy or sell the product. Then an investigation is undertaken to find out
the root cause of the problem.

With the liberalisation of the market and allowing parallel import it is doubtful whether this
strict control can be exercised. What will happen if a temperature sensitive product had a
temperature incursion into a forbidden zone and the medicine is administered to a patient?
Who will be responsible? Traceability is important in the case of pharmaceutical products. It
will be impossible to trace the source of the product and problem. What system will be there
to ensure the safety of patients?

Another issue is concerning Pharmaco Vigilance or Adverse Event. All well-known
Laboratories require that wholesalers have a well-established process in place for addressing
Adverse Events. Laboratories audit the system in place for storage and delivery of their
products by wholesalers. They have to take corrective and preventive actions (CAPA) in case
of any non-conformity. They are very strict. The pharmaceutical market is one of the very few
where the power of Laboratories (suppliers) is higher than that of Customers (wholesalers).
Will the control be there in the instance that there is parallel import? That's the question!

5.0 Manufacture of Pharmaceutical Products locally

In successive budgets Finance Ministers have announced that a Pharmaceutical Industry will
be set up in Mauritius. However, it never materialised. There are many reasons why this is so.
First of all the Pharmaceutical Industry is highly sophisticated. | was given the first choice to
choose my field of specialisation, being the University Topper at BSc. You need to have a BSc
to go for Chemical Technology. | chose Pharmaceutical Technology because it is highly
sophisticated and with the aim of working overseas, because it is very much in demand there.
The Pharmacy Act requires that someone should be a Pharmacist in order to be responsible
for production of Pharmaceutical Products in Mauritius. This is an aberration. You need asoap
technologist to work in a soap making factory, a textile technologist in a textile factory, food
technologist in a food manufacturing company but not a pharmaceutical technologist in a
pharmaceutical company. Mauritius is a country of paradox after all.

There has been Mauritius Pharmaceutical Manufacturing Ltd of Sir Kailash Ramdenee. With
the change of Government it started facing problems due to lack of Government contracts
and it closed down finally. Some years later Mascareign Pharmaceuticals Ltd started
operation on the same site. | audited the organisation and found major non-conformities.
They had tc take corrective actions. There was an Indian in charge of production. Soon a batch
of Paracetamol was found to be contaminated with fungus and it was given a prohibition
order. It never recovered and it closed down.

69



Good Manufacturing Practice (GMP) is essential in the industry and standards have always
existed. Concessions cannot be made. Will the internal control system be stringent enough?
Will the enforcement body be able to enforce? Mauritius has beautiful laws but there is
always a problem of enforcement. When people do not even care about the health of the
population when it comes to business, can we ensure the quality of pharmaceutical products?
Some years back Innodis Ltd was verbalised for changing the package of frozen meat. What
happened after that? Today, food inspectors have confiscated frozen food at a factory or cold
room in Pailles. Expired food was being repacked. It is a culture in Mauritius. Profit first.
Control of the manufacture of pharmaceutical products should be very strict by the
Authorities. Wonder if they can do it?

What about approval? Imported products come with a full dossier. Still approval takes at least
six months. | hear that there will be a fast track for the approval of locally manufactured
products. What guarantee will the consumer has?

6.0 Conclusion

Mauritians are very much concerned about two things: the education of their children and
the health of their family. A study by Jawaheer and Kassean (2009) from UOM, revealed that
more and more Mauritians are shifting to the private sector for healthcare in spite of the fact
that they do not have medical insurance policies. They even take loans so that they can get a
better service. They want to get a product which works, irrespective of its price.

The potency of the medicine is important. As an example some years back there was “dolex”
- an anti-pyretic and anaigesic, manufactured iocally. i gave my chiid 5 mi and the temperature
never fell. Then | bought the imported “Panadol” and | gave him 5 ml and within minutes his
temperature fell. | do wonder about the potency of the local product. One month back a
pharmacy offered me an eye drops for Rs 25. An eye drop is produced under sterile
conditions. How can it be Rs 25? | refused to buy it. We all know the case of several patients
claiming of having lost their eyesight after being administered eye drops at Moka Eye
Hospital. Has the root cause of the problem been found? We cannot be wise after the event.
Unfortunately, in Mauritius we often react. | always do a risk analysis before taking decisions.
The risks are enormous. It is good that in the present case the opinion of the population is
being sought. | have voiced out my opinion as a professional.

Dr Bhimsen Abacousnac Date: 30.09.2020

PHD, MBA, BSc, B. Tech, QMS Principal Auditor (IRCA)
Mobile: 57598633, Email: Bhimsen 11 @live.com
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ANNEX IV: MAURITIUS CHAMBER OF COMMERCE AND INDUSTRY

‘®©,MCCI 7

THE MAURITIUS CHAMBER
OF COMMERCE AND INDUSTRY ! YEARS

McCl SUBMISSION
CCM MARKET STUDY INTO THE PHARMACEUTICAL SECTOR IN MAURITIUS

Following the market study undertaken by the Competition Commission Mauritius (CCM) on the
Pharmaceutical sector, the MCCI would like to submit hereunder its comments following
consultations with its Members operating in this sector.

1. Competition in the Pharmaceutical Sector

The MCCI takes note of the observations of the CCM in the market study regarding the fact
that the pharmaceutical sector is already highly competitive with the number of wholesalers
in Mauritius increasing by more than 65% over the last ten years. The CCM market study
further states that there is, at this stage, no evidence of any market concentration at wholesale
level and suggests that the only potential competition concerns could arise from the regulatory
framework.

2. Current Regulatory Framework

Given the specificities of the pharmaceutical sector, the current regulatory framework for the
import of pharmaceutical products in Mauritius has always been subject to strict policies and
regulations defined by the Ministry of Health and Wellness and the Pharmacy Board with the
primary objective of ensuring that the health and safety of the public in general is guaranteed
and safeguarded.

The current regulatory framework has always ensured that all importers of pharmaceutical

products in Mauritius are subject to the following:

(i) Thorough registration and validation process before products are put on sale on the
local market; and

(ii) Strict procedures regarding traceability of products from the manufacturer up to the
final consumers with pre-defined protocols for rapid product recall in case of problems
reported with specific products or batch numbers.

THE MAURITIUS CHAMBER OF COMMERGE AND INDUSTRY
2nd Floor, Anglo-Mauritius House

6, Adolphe de Plevitz Street / Port Louis / Mauritius

Tel: +230 203 4330 / Fax: +230 208 0076

WWW.MCCI.Org
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Over the years, the local importers have always fully complied to the local regulations and
they have endeavoured to:

0] Build strong commercial relations with international suppliers to ensure regularity of
supply of pharmaceutical products on the market at all times;

(ii) Guarantee the supply of safe and quality of the pharmaceutical products on the local
market and to consumers;

(i)  Adhere to stringent compliance protocols and requirements of Good Distribution
Practices throughout the supply chain to ensure that optimal storage/conservation
conditions are applied for all pharmaceutical products;

(iv)  Ensure that only products destined for our market in terms of climate conditions are
imported so as to ensure pharmaceutical products dispensed to final consumers are
safe; and

V) Invest significant financial and human capital resources on a continuous basis to
ensure that the above aspects are undertaken most efficiently.

3. Pharmacy Board

The report highlights a number of areas of concern regarding the Pharmacy Board on the
possibility of conflict of interest on the Board and the lack of transparency in procedures for
approval of pharmaceutical products.

The MCCI would like to make the following proposals in order tc address the concerns raised:
a. Board Procedures
According to The Pharmacy Act 1983, the Board shall be comprised as follows:

There is established for the purposes of this Act a Pharmacy Board which shall consist of

(a) the Chief Medical Officer, Chairman;

(b) the Chief Government Pharmacist;

(c) 5 pharmacists appointed by the Minister;

(d) a law officer designated by the Attorney-General.

It is common practice and recommended that professionals in the sector be appointed on
the Board given that they have the required expertise in the matter.

In order to address the concerns raised by the CCM, it is proposed that the Pharmacy
Board considers the adoption of the following best practices:

. ‘Board Charter which would include obligations for members of the Pharmacy Board
to disclose any ‘Conflict of Interest’ or ‘Related Party Transaction’ and abstain from
the decision-making process where they are conflicted or related.

2
T THE MAURITIUS CHAMBER OF COMMERCE AND INDUSTRY
6, Adolphe de Plevitz Street / Port Louis / Mauritius
@m Tel: +230 203 4830 / Fax: +230 208 0076
. meci@mcci.org
World Chambers Federation
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- ‘Board Governance' procedures with the necessary structures to ensure adherence to
the National Code of Good Governance

- ‘Board Evaluation’ that would ensure the effectiveness, transparency and
accountability of members of the Pharmacy Board with regard to board governance.

b. Registration of pharmaceutical products

The CCM market study also highlights the lack of clearly defined procedures and guidance
on the registration of pharmaceutical products.

The MCCI would like to make the following proposals to address the concerns raised:

(i) The publication of official guidelines by the Ministry of Health and Wellness for
registration of pharmaceutical products with clear timelines for approval of
requests.

(i) The publication of the list of pharmaceutical products registered in Mauritius.

(i)  Acknowledgement of receipt of registration dossiers and updates on status of
application.

(iv) Fast-tracking the online registration process of pharmaceutical products to ensure
transparency in the application process and allow importers to monitor the status
of their application. It is also important that the reasons for rejection of applications
be given to importers and that there is a right of appeal so as to ensure
transparency in the process.

4, Pricing Policy

The CCM market study mentions that the local prices are higher when benchmarked
against ‘International Reference Pricing'. The CCM also suggests a review of the
maximum mark-up system.

The MCCI would like to bring forward the following elements:

a. Inits market study, the CCM uses as benchmark the ‘International Reference Pricing’
which refers to the ‘recent procurement prices by for-profit and not-for-profit suppliers
to international not-for-profit agencies for generic products’ (paragraph 4.88)

b. The reference price used by the CCM is a price applicable for the sale of
pharmaceutical products to ‘non-for-profit agencies’ and therefore cannot be used as
benchmark for the sale of pharmaceutical products in normal commercial operations.
There will be a disparity as the pricing methods applied are fundamentally different in

both cases.
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c. Given the large number of importers and wholesalers in Mauritius, there is a wide
range of pharmaceutical products and generic alternatives available on the market
from different suppliers, country of origin and with different price ranges. The
prescriber has the liberty to choose the product most affordable to his patient in the
case of prescription drugs and likewise the consumer has the possibility to choose the
most affordable quality product in consultation with his healthcare practitioner.

d. There are also a number of external factors to be taken into consideration such as
costs of freight and fluctuations in exchange rates that have to be included in the price
computation and that have a direct impact on prices in the local market.

e. Importers and wholesalers have highlighted that the maximum mark-up being applied
for wholesalers (11%) in Mauritius is among the lowest in the world. It has to be noted
the definition of wholesale mark up as defined in other countries is the mark up
applicable to an entity whose only function is to wholesale products to retail clients. In
Mauritius, the wholesaler has a much wider role being involved in the import,
distribution and wholesaling of pharmaceutical products. In addition, they are involved
in creating awareness/ marketing/ brand building and have a regulatory function
(registration of products/ renewal and variations management/ pharmacovigilance,
etc.). Considering all these functions, they are maintaining their operations even with
a restrictive mark up to bring added value to the life of Mauritian patients.

f. Moreover, it has been amply demonstrated in the past that price control and reduced
margins have had a contrary effect by significantly reducing competition and acting as
a barrier to entry for new players in the market.

5. ‘Intellectual Property Rights’ Legislation

The MCCI would like to highlight the following elements with regard to the proposals made in
the CCM market study on amendments to the current Intellectual Property Rights Legislation:

The report only considers the price aspect of parallel imports and it is essential that other
critical factors be taken into consideration since the treatment of patients and the quality,
safety and efficacy of medication cannot be compromised.

The report also mentions that genuine sources of supply, therapeutic equivalence and
authenticity are critical elements in evaluating the matter of parallel imports of
pharmaceutical products in Mauritius.

For the MCCI, it is therefore crucial that a proper assessment be conducted to evaluate the
impact of the proposal to move from ‘national’ to ‘international exhaustion of rights’ so that an
informed decision be taken given the impact, not only on the pharmaceutical sector, but on
other industries and other sectors of the economy as well.
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Pharmaceutical products, unlike other commodities, relate to the health of the nation and
hence the concept of quality and traceability is critical for optimal control and treatment of
patients affected with different pathologies. Hence, the legal framework should ensure that
the aspects of quality, criticality and traceability of products can be enforced.

The following points need to be emphasized:

a. The perception that the introduction of international exhaustion of Intellectual Property
Rights for trademarks will lead to lower prices, is in contradiction to numerous studies,
which have shown that in the long run there will be no net real benefits accruing to
consumers. On the contrary, as a small economy, this could lead to an adverse effect on
prices and supply of products on the market.

b. There is a strong possibility that a number of international brands may no longer directly
supply the Mauritian market given the small size of our local market. A number of existing
exclusive right holders have indicated that their brand owners may drop the supply or
distribution of goods in Mauritius. In case of such a situation arising, Mauritian patients
may be deprived of innovator drugs, critical drugs and drugs for rare diseases (the ‘so
called orphan drugs’) which will reflect negatively on the standard of healthcare in
Mauritius in the long term.

c. International exhaustion of rights will cause inefficiencies on the market and a ‘free rider’
situation for parallel importers who would benefit from a brand image and marketing built
over a number of years by existing IP owners through massive investment of funds. It is
a fact that products subject to grey marketing are of high status with an established brand
name, image and sales volumes. Slow-moving items are not targeted for parallel imports
since they would not make quick profits.

d. With parallel imports, there will be no control on the distribution of goods across different
markets and it will affect businesses in their commercial strategy, brand reputation and

equity.

e. Parallel imports will further increase the risk of counterfeit products getting on Mauritian
market, and thus threatening public safety.

f. Parallel imports may be labeled in foreign languages that are unknown to the local
consumer.

g. Parallel importers do not procure the products from the manufacturer but from wholesalers
/ agents abroad. Though bearing the same name, parallel imported products, may not
always comply with specifications of the registered product such as pack size, Country of
Manufacture, Packaging and Labelling, etc. Such variations would normally be subject to
notification to the Pharmacy Board as clearly explained above under section 2 by the
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approved distributor. This raises strong concern on quality control, supply chain and the
lack of traceability. These are particularly critical for the pharmaceutical sector where
consumer and patient safety is vital.

h. To allow parallel imports of duly registered pharmaceutical products in Mauritius, the
following factors should be considered, bearing in mind the very nature of the products:

- The parallel importer should register the brands and should submit registration
documents in CTD (Common Technical Document) format and pay the mandatory
fees as per the Pharmaceutical Products(fees) Regulations 2016.

- The wholesaler/agent from abroad should submit certifications that they can export
the products (issued by the drug regulatory authority of their country of
origin/manufacturer) and that they adhere to GDP/ GSP practices.

- Traceability and liability should be guaranteed. If a patient suffers any adverse effects,
the local parallel importer or the overseas wholesaler should be liable (the overseas
wholesaler- for inherent defect in the product and the local importer- for defect due to
improper storage/distribution) if proven to be the case. For manufacturers and their
accredited distributors in Mauritius, these elements are already guaranteed.

- Stability/Climatic zones- Mauritius is in the climatic zone IV A and products which are
sent by manufacturers ensure that tests are done, and products are stable under these
conditions. Importing the same brands from wholesalers overseas do not necessarily
guarantee stability of products under this climatic zone and could represent a potential
risk to patients in case of non-adherence. Hence stability under the prevailing
conditions in Mauritius would need to be shown.

- Pharmacovigilance/ Product recalls- The parallel importer would need to show
adherence to these procedures as these are important elements in the pharmaceutical
supply chain process to ensure the safety of patients.

- The manufacturer and their accredited local wholesaler/ distributor invest in creating
awareness of the products to ensure that new products are brought in the market (after
registration) so that Mauritius can benefit from innovative products. Furthermore,
Healthcare Professionals are kept abreast in terms of continuous education programs
and clinical studies so that they take cognizance of new protocols for treatment.

- Importer/ distributor also invests heavily in their storage and distribution capabilities as
per WHO GDP/GSP norms to ensure that the final product is delivered under the same
optimal conditions as that received from manufacturer. Manufacturers regularly audit
premises of their accredited distributors to ensure adherence to these norms to ensure
safety of patients.
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- Accredited importers/distributors also invest significantly in process efficiency
initiatives, quality management systems and regulatory compliance framework to
satisfy the stringent exigencies and norms applicable to operators within the
pharmaceutical sector.

- Finally, parallel imports will not help the country in building a reputation of health hub
from a global perspective.
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ANNEX: MINISTRY OF FOREIGN AFFAIRS, REGIONAL INTEGRATION, AND INTERNATIONAL TRAD

MINISTRY OF FOREIGN AFFAIRS, REGIONAL INTEGRATION-
AND INTERNATIONAL TRADE

16 October 2020

Dear Sir,

Re: Consultation process for the Market Study of the Pharmaceutical Sector in
Mauritius

Please refer to your letter dated 11 September 2020 regarding the above subject and
find below the views of the Ministry thereon:

+ It is observed that Section (c) of the Report dealing with IP falls directly under the
purview of this Ministry.

» The Patents, Industrial Designs and Trademarks Act 2002 cater for a number of
remedies to prevent abuse of the exclusive rights granted to patent owners. These
remedies are incorporated in the following sections:

a) Patentability Criteria - Section 12

b) Exhausticn of rights {International) - Section 21

c) Duration (no extension) - Section 22

d) Exploitation by Government or persan - Section 23
thereby authorized

e) Non-Voluntary Licence - Section 24

« The concept of national exhaustion has been maintained in both the existing Patent,
Industrial Design and Trademark Act and the new Industrial Property Act which has
yet to be proclaimed. The concept prohibits paraltel imports of any genuine trademark
labelled goods, uniess authorization is obtained from the right holder in Mauritius,
which applies equally for pharmaceutical products.

« The national exhaustion regime is temperary and will require amendment in due
course, Given the perception that international exhaustion may lead to an increase
in the imports of counterfeit goods, it has to be ensured that enforcement officers at
the border are adeguately trained to cope with such situation.

« The proposal made at paragraph 3.2 of the report for the Legislation to be amended
to allow paralle! import of pharmaceutical products, more consultations with relevant
stakeholders are required.

e In parallel, the Competition Act should also be amended in particular part A (2)
relating to agreements or products excluded from the scope of the Act. Intellectual
Property Rights are excluded from the sccpe of the Competition Act which might give
rise to an abuse of IP right holders to the defriment of the consumers.

...Contd/

Level 4, Medine Mews, La Chaussee Street, Port Louis, Republic of Mauritius
Tel.; (230) 260 2909 Fax : (230) 210 8145 Email: regitd@govmu.org
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« Issues relating to transparency and conflict of interest should be addressed
expeditiously. Furthermore, the pricing mechanism linked to the value of products,
as well as registration fees may also have to be revisited to ensure principle of
reasonableness.

Yours faithfully

D. Takoory (Mrs)
For Secretary for Foreign Affairs

The Executive Director
Competition Commission
10'" Floor

Hennessy Court

Pope Hennessy Street
Port Louis

Level 4, Medine Mews, La Chaussee Street, Port Louis, Republic of Mauritius
Tel.: (230) 260 2909 Fax : (230) 210 8145 Email: regitd@govmu.org
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ANNEX VI: PHARMACEUTICAL ASSOCIATION OF MAURITIUS

oy
N

Response to the Consultation Report - Market
Study on the Pharmaceutical industry in Mauritius
(MS/004)

29 October 2020
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