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INTRODUCTION

“The enjoyment of the highest attainable standdrdealth is one of the fundamental rights
of every human being."

- Preamble to the WHO Constitution

“The State shall see to [...] create the necessamglitions for all citizens to enjoy health care.
[...] It is strictly forbidden for private organisatis and individuals to dispense medical
treatment, to produce and trade in medicamentgaillg thereby damaging the people's
health.”

- Article 39 of the Constitution 1992 (amended @@2) of Vietnam

It is undeniable that access to health care isobtige most basic needs, an inviolable right of
every human. It is also recognised by the Congiitubf Vietnam. Health care is an intrinsic
component of the development process and its guaditiects clearly how the socio-

economic development achievements are being ttadsiato increased welfare for the

whole society, or, on the other hand, the drawbasis remaining problems of a market
economy, without the regulatory role by the stBtespite the constitutional commitments to
provide access to health to the nation’s populatibare remain a lot of problems in this
field, which, sometimes, results in the legitimaights and interests of patients and
Vietnamese people, in general, not being respettddgrotected.

However, access to health care is not a problenfiremhto Vietham and may easily be
ranked as a crisis of global dimensions. Over tirelbf the world’s population lacks access
to health care and pays a heavy price, in ternmoof health and elevated mortalityack of
access to health care also increases poverty, stoteed physical health would adversely
affect productivity, whereas additional costs towse health care aggravated poverty. There
is a widely held assumption that health care fer ploor is very inexpensive, given their
reliance on welfare-driven government institutiormwever, in reality, the poor are often
compelled to avail of more expensive private sawjcdue to a range of factors, and
government hospitals also have many hidden costs.

In developing countries, a large proportion of fhegpulation has no access to necessary
medicines. In the poorest parts of Africa and Asiie, picture is even worse, with over 50
percent of the population lacking access to evemtbst basic essential drugs. In Vietnam,
we have witnessed several times when prices of cimedi are exorbitantly high, which a
large part of the population cannot afford. The terabf health care, like most other
development issues, is simply so enormous in magaithat the government alone cannot be
expected to provide the perfect panacea to resalvehe issues in the matter. The
involvement of the people and relevant industriesssential to transform the paper pledges
into reality. Besides, we can also make use ohtbgements of the free markets effectively
to bring medicines and health care to the people.

! Nitya Nanda and Ritu LodhaMaking Essential Medicine Affordable to the PoWisconsin International
Law Journal, Vol. 20, No. 3, p. 581, 2002.
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Access to medicines and health care has five aspaeailability of supply, price, quality,
ability to pay and access to proper and affordablesultations. All these aspects are vitiated
in our country by a number of factors, which rarfigen poverty and poor infrastructure to
corruption, market malpractices and lack of awasen€ompetition law would be a good
instrument, in addition to other legal instrumerts, undertake this solution: promoting
effective free market mechanisms, preventing amtmoetitive practices or unfair trade
practices, protecting the interests of the conswandrimproving social welfare.

Anti-competitive practices in the pharmaceuticadustry include, amongst others, price-
fixing, abuse of dominance, collusive agreements t&d selling. Even practices such as
kickbacks to doctors and pharmacists may be deaseathti-competitive, as they result in
depriving patients of best possible medicines ardices at the lowest possible prices. The
primary effect of anti-competitive practices on ttealth sector is that medicines and services
are rendered costlier.

In the context of Vietham’s integration into the ndoeconomies, new concerns arise with
respect to access to medicines and health careth#fie be abuse of the monopoly rights of
the patent-holder, causing an increase in pricedP ré¥axation in price controls lead to
rising prices? Will the inevitable increase in Mp&sence, post-TRIPS, usher in many anti-
competitive practices? Will the current spurt inrgees and acquisitions create market
structures, which may result in abuse of dominandegse are a few of the many questions
arising in the wake of a series of changes in tharpaceutical industry related to
competition and de-regulation. They need to beetjoexamined from the perspective of
competition law and policy as well as other relévaws and regulations.

Research Objectives

This report is undertaken within the framework qdraject supported by the IDRC, under its
grant entitled “Competition Research for Econom&vBlopment”. The overall objective of
the project is to promote public (consumer) welfareVietnam, by way of ensuring and
enhancing access to medicines and enhancing tlceerffy of health delivery systems in the
country.

The specific objectives of the project, as welbathe report, are:

* To identify competition concerns in the pharmaamltisector and health delivery
system in Vietnam;

* To examine the scope of competition policy and liawealing with such concerns in
the context of Vietnam, with references to relevexperiences of other countries in
the region and the world;

* To suggest an implementation strategy for the camqe authorities of Vietnam,
alone as well as in co-operation with other reléwgvernment agencies, in particular
the sectoral regulators, to address these concerns;

* To build the analytical research of the competitothorities of Vietham; and
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« To disseminate research findings amongst all relevstakeholders towards
promoting compliance and best practices amonggirikiate sector.

Scope and Subject of Research
Towards the above-mentioned objectives, the preyecid look into the following matters:

* Market structure, the existence of barriers to yenmarket shares of dominant
businesses, market entry and exit process;

* The pharmaceutical distribution system in Vietnaexjsting players, including
enterprises and professional and trade associations

* The legal and regulatory framework regulating isstetated to competition and the
manufacturing and distributing of medicines in Vi@, such as competition law,
pharmaceutical law, laws on pricing, taxation, lietgtual property rights (IPRS),
consumer protection policy and other laws on bssirsand distribution;

* The system of relevant state agencies, includimgpatition authorities and sectoral
regulators;

* The real situation regarding competition in the rpieceutical distribution sector in
Vietnam and those behaviours which might violagedbmpetition law and consumer
protection policy in Vietnam; and

* The international experiences in similar issuesret@vant laws and regulations, in
order to draw the lessons for Vietnam.

Considering all the matters above, the report wouldvide assessments regarding the
competitive environment and competitive activitieshe market for pharmaceutical products
in Vietnam; draw conclusions on the degree of cditipe, the potential risks regarding anti-
competitive practices and unfair trade practicest @n that basis, propose recommendations
to the government, the competition authorities,t@at regulators as well as the private
sector and the consumers.

In this report, we only examine issues relatechtofinal completed pharmaceutical products
used for treating or preventing diseases in hunmam$ do not include pharmaceutical
ingredients, materials, unfinished products or Vastese traditional herbal medicines or
oriental formulations. The medicines examined mlgghtmanufactured in Vietham or outside
Vietnham and then imported into Vietnam, in accomarwith the relevant laws and
regulations.

Research Methodology
The methodology adopted for this study compriseanailysis of primary and secondary data.

Primary data utilised for the report consisted afvey results, opinions culled from
interviews, legislations, case law, the officiataland statistics which have been published in
Vietnam. A survey was conducted in two big citie&/ietham, Hanoi and Ho Chi Minh City.

Secondary data were sourced from books, journalgspapers, magazine and websites.
7
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Chapter |
PHARMACEUTICAL DISTRIBUTION IN VIETNAM:

THE MARKET STRUCTURE

1. The Pharmaceutical Distribution Modes and Chain$

Distribution is always considered as the vein eftlational economy. It is via these channels
that goods are transferred from the manufactuethe consumers and inputs and outputs
reach manufacturers. For a national economy to lsajthy, it is important to have a good
and well-functioning distribution system. The eifficcy of the distribution system also,
directly and indirectly, affects the life and daigutine of the people, as well as social
stability, especially when it comes to such sewsifiroducts as essential consumer goods,
foods, gas and medicines.

Physical distribution is the set of activities cemed with efficient movement of finished

goods from the end-of-the-production operationh® ¢onsumer. Physical distribution takes
place within numerous wholesaling and retailingtrdbsition channels and includes such
important decision areas as customer service, towgontrol, material handling, protective

packaging, order processing, transportation, warségite selection and warehousing.

As provided by the commercial law in Vietnam, diaition is defined to include ‘such
”4

activities as wholesaling, retailing, marketing drathchising”.
In the pharmaceutical industry, medicine is a sgeproduct, directly related to human
health. Therefore, the circulation of medicines tmade in accordance with very specific
regulation of the industry. However, medicine iscala type of goods. Therefore,
pharmaceutical distribution also has to be in ataoce with the rules of demand versus
supply and the competitive process in the market.

Article 10 of the Law on Medicines states that #gpof business for trading in medicines
include manufacturing, exporting, importing, whalksg, retailing, preservation service and
testing services”. Even though this Law specifiagegclearly that:

* Pharmaceutical wholesalers include:
o Pharmaceutical wholesaling enterprises;

o Co-operatives, individual households which sell baolks pharmaceutical
ingredients, oriental medicines and herbal meds;iaad

2 n this part, all words such as “pharmaceuticil(shedicine(s)” or “drug(s)”, etc., are meant @fer to those
final finished products which are the subject afe@ch — in order to define the relevant produceerolearly.

® hitp://findarticles.com/p/articles/mi_gx5201/is_208 n19121452

* Section 5, Article 3, Decree No. 23/2007/ND-CRu&$son February 12, 2007 by the Government, guitliag
implementation of the Commercial Law about sale pmethase of products and other activities direalgted
to purchase and sale of products by foreign-ingesteerprises in Vietnam

8
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o0 Wholesaling agents dealing in vaccines and medhicdbgical products;
* Pharmaceutical retailers include:

0 Pharmacists;

0 Medicine stores;

0 Marketing agents for enterprises; and

0 Medicine stores of community clinics.

All other types of economic activities related teditines, such as manufacturing, exporting,
importing and preservation service, have a vergelink to the pharmaceutical distribution

system in Vietnam. They may easily be part of thiwle system. Therefore, in this part, we
examine the market structure of the pharmaceutisatibution sector in the context of the

overall pharmaceutical industry of Vietnam.

In general, the Vietnamese pharmaceutical industgonsidered as having great potential,
which can be seen from the following table:

Table 1 — Pharmaceutical Indexes 2005-2007

Pharmaceutical Indexes 2005 2006 2007
Total value of medicines used17,396 956,353 1,136,353
(US$1,000) (original year) | (increased by (increased by

16.99%) 18.82%
Total value of medicines395,157 475,403 (49.70%) 600,630 (52.86%)
domestically produced(48.35%)
(US$1,000)
Total value of imports 650,180 710,000 777,450
(US$1,000)
Total value of exports (US$1,000117,656 19,744 22,113
Per capita usage (US$1,000) 9.85 11.23 13.40
The number of effectively12,349 14,097 (increased 6,626 (increased
registered drugs by 14.15%) by 17.94%)

Source: Drug Administration of Vietham (DAV).

The pharmaceutical distribution channel of Vietnamalso considered as quite developed.
According to current statistics, there are in t@8J000 pharmaceutical retailers throughout
the countries, which should help to ensure thatriedicines reach the consumers in a timely
manner. Hence, on average, there are one pharnwatergtailing spot for every 2,000
Vietnamese people.

The following chart provides a bird-eye’s view bktpharmaceutical distribution system in
Vietnam.
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Figure 1 — The Pharmaceutical Distribution System bVietnam in 2006
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2. Pharmaceutical Distributors

2.1.

Current Enterprises

Overall, the medicine supply network of Vietnam guises of the main following

components.

 In accordance with the types of business as regibtevith the relevant State

agencies:

Table 2 — Types of Business as Registered with tRelevant State Agencies

Type of Business 2005 2006 2007
Domestic pharmaceutical companies 956 1,163 1,330
Foreign-invested enterprises (FIES) 8 15 22
Provincial branches of pharmaceutical companies 111 127 164
Medical departments and other specialised
departments 867 985 977
Medical stores 29,541 39,319 39,016
Community clinics without a medical store 966 932 419
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* |n accordance with the mode of doing business:

Mode of Doing Business 2005 2006 2007
Pharmaceutical wholesalers 680 800 800
Direct pharmaceutical import/export companies 79 89 90
Pharmaceutical producers (*) 174 178 171
Foreign companies supplying into Vietham 270 320 0 37
Pharmaceutical retailers 29,541 39,319 39,016

(*) Amongst the 76 producers with GMP certificatésere are about 25 FIEs

(Source: DAV — Ministry of Health).

Accordingly, until 2007, there were about 800 conipa registered with relevant state
agencies in Vietnam for dealing in pharmaceuticalsyhich around 370 are representative
offices. The most registration comes from Southd&or, Indian and French companies.

Pharmaceutical distributors in Vietnam are catesgarinto two types:

* Previously state-owned enterprises (SOEs), whiclw nmainly deal in authorised
importation (for commissions), and other servicgshsas warehousing and delivery;

and

» Other enterprises which are specialised in margetwtivities and building up
distribution networks. These enterprises undertak@orized imports as a service so
their turnover is very high (ranging from hundreddillions to thousands of billions
of VND every year). However, most of these turnofigures are actually accounted
for by the representative offices in Vietnam aneirthlistributors, so these authorised
importers only benefit from a small percentagedfcpnt-3 percent) as commissions.

Amongst all, the large members of the pharmacdudis&ibution system in Vietnam are:

e 7 domestic companies:
o Phyto Pharma — based in HCMC,
o Coduphar — based in HCMC,
o0 Sapharco — based in HCMC,
o Vimedimex Il — based in HCMC,
0 Vimedimex | — based in HCMC,
o Hapharco — based in Hanoi, and

o0 Dapharco — based in Danang.

» 26 representative offices of large multinationaduphaceutical producers doing direct

11
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marketing in Vietnam; and

» Other enterprises who are specialised in providistgribution and marketing services
for one or many manufacturers. These enterpriseshase that are really in control
of the whole pharmaceutical distribution sectonietnam, with a large system of
agents, customers and salesmen, with turnoversiirgpone thousand billion VND
every year. These enterprises also have high pevi and are considered as having
the most significant market power in the whole phaceutical industry of Vietnam,
being capable of influencing.€., increasing and sustaining in a significanind
period, without being subject to the influenceahpetitors and other market factprs
medicine prices in Vietham. Most outstanding aredhenterprises: Zuellig Pharma,
Mega Product and Diethelm.

However, the most crucial factor which leads to ¢ohenplex nature of the pharmaceutical
distribution sector in Vietham is the duplicatioh fanctions between all market players:
manufacturing and distributing at the same timan&darge manufacturers also have their
own distribution systems (such as Hau Giang Phaeotaal Co., Domesco, Mediplantex,
etc.). The number of enterprises specialised irribigion remains low, while many
distributors also manufacture in small scale atlsmanufacturing sites.

Legally, only Viethamese enterprises have the rightimport, as would be discussed
subsequently in the section on the legal and régyldramework. However, most of these
companies are only into authorised imports for cassmans. Meanwhile, foreign
pharmaceutical companies, or large distributors troeaed above, without the right to
directly import, hold the sole distributorshipsmany foreign pharmaceutical manufacturers
having been registered in Vietham (more on thestegion of drug later). Therefore, the
latter companies are those that are in control edinine supply in the market. This state of
overlapping and duplication has caused a lot dicdity for regulators.

Besides, in the pharmaceutical sector in Vietndraret are the following professional and
trade associations being active:

0] The Pharmaceutics Association: This is a sociafgggional association
which was established first in Vietnam, comprisofgall the pharmacists in
all types of businesses, the major of them beitmretailing (pharmacies).

(i) The Vietnam Association of Medical Elements (VIMABE This was
established in 1999, comprising of institutionkédlicompanies, factories,
research institutions, etc.) working in the area gwbwing, processing,
manufacturing, trading, exporting and importing qphaceutical ingredients
and other products (such as oriental medicines, aad@ processed herbal
medicines and functional foods, etc). In the curdemw stage of industrial
development in Vietham, VIMAMES is also facing adhéime.

(i)  The Vietnam Pharmaceutical Companies AssociatioNREA): This was
12
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established in 2001, comprising of all enterprisexl manufacturers of
medicines. However, because of the weak co-operatnoongst members, the
role of VNPCA has not been fully developed.

2.2. Market Entry and Exit

2.2.1. The process of Entering the Market

In order to get into the market for pharmaceutmralducts in Vietnam, all enterprises would

have to go through the business registration psofekich comprises 3 steps) to begin with
at the relevant state agencies responsible fortéisis, in accordance with the provisions of
the Enterprise Law 2005. These provisions are egpiiqually amongst enterprises of all
economic sectors (state-owned, private, domestit fareign) in order to ensure a level

playing field. They have also been simplified angtomised to the best extent possible to
promote investment. After completing the busineggstration process, all enterprises would
have to apply for sub-licenses from sectoral reigusaof the pharmaceutical industry.

Barriers to market entry, in most cases, would gmet this stage, since manufacturing and
trading medicines, as well as distribution, is edeed a conditional business sector.

Business Registration Procedure

Step 1: Application of registration documents ttevant authority for business registration
(usually the Provincial Planning and Investment &&pents)

Kinds of documents required vary according to tirenfof the enterprise to be set up, usually
including draft charter of enterprise, list of falers, documents identifying the founder(s),
professional certificates of managers for some itmmal business sectors, certification |of
minimum legal capital requirements, if requireddpecific regulations.

Step 2: Considering of registration documents bgvant authority

The relevant authority has 10 working-days fromdhge of receipt of all required documents
to consider the registration request.

Step 3: Issuing registration certificate

The relevant authority shall issue the businessstragion certificate no later than the
specified dead-line (10 working-days from the dafereceipt of complete documents).
Where the registration certificate is refused, tbander must be notified in writing,
specifying the motivations of the refusal.

According to the Law on Medicines 2005 and the Pec76/2006/ND-CP guiding the

implementation of Law on Medicines 2005, in ordercarry out business in this industry,

individuals and enterprises have to apply for Gedtiions of satisfactions of conditions for

pharmaceutical trading. Certification holder isaict within the conditions and locations as
13
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specified in the certification. The relevant autties for issuing the certifications are the
Ministry of Health or Provincial Departments of Htba(depending on the kind of certificate

applied for). The conditions to apply for a ceddiion vary according to the kind of trading
in question (wholesale, retail-sale, manufactuterirsy service, qualification inspecting

service, etc.) and cover personnel qualificatiohafmaceutical professional certificate of
technical managers) as well as the types of meskdio be distributed (ordinary medicines or
specially-controlled medicines).

However, the completion of business registrationcpdures and the obtaining of sub-
licenses are only the starting points when an priger wants to enter the market. After these
points, the enterprises would have to:

 Register their products (medicinés);

* Build up the distribution networks or channels at@ss to consumers (including
individual consumers, hospitals and clinics); and

* Undertake advertising and sale promotion.

During these steps, the registration of medicisesandatory by law (as would be discussed
in subsequent parts of the report), while the ositeps are considered as part of the strategic
plans of businesses to penetrate and compete immtr&et. During the whole market
participation process, there would be several tyffesntry barriers, which include regulatory
barriers, economic barriers and barriers erectezhus® of anti-competitive practices by
competitors. We would examine these types of harnere closely in the next part.

2.2.2. Market Entry Barriers

Barriers to entry are factors which prevent or ddte entry of new firms into an industry or

a market even when incumbent firms therein areiegrexcess profits. There are two broad
classes of barriers: structural (also called ‘ecoe) and behavioural (also called

‘strategic’). It should also be noted that governteecan be a source of entry barriers,
through licensing@nd other regulations (legal or administrative).

Structural barriers to entry often include thedualing:

* Cost advantages independent of scale — Existingpettars in the market usually
have certain advantages over newcomers, such pegiesy technology, know-how,
favourable access to raw materials, favourable ggbugc locations and learning
curve cost advantages. In the case of the pharmealeudlistribution market in
Vietnam, these factors mean available supply (tinczontracts) from manufacturers,
marketing know-how and understanding of the traditand customs of Vietnamese
people, especially in using medicine, good stocation and a whole range of agents.

® More details on these conditions would be preseimehapter Il on the Legal and Regulatory Franmivior
Pharmaceutical Distribution and Competition in Bfearmaceutical Distribution System in Vietnam.
® For more details on this, see Chapter II, 2.2. (a)

14
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* Customer loyalty — Large incumbent firms — in tluase, large pharmaceutical
corporations, owners of several branded medicin@say have existing customers
loyal to established products. The presence ofbksted strong brands within a
market can be a barrier to entry in this case. mroon practice in Vietnam is that
when a customer goes to buy medicines at a pharmacyedical store (with or
without prescription), the pharmacist would givesrth an option between foreign
branded medicines (which are usually expensive) aanestically-produced
medicines with the same active elements. If possitile customers usually choose
the branded medicines over the domestically-prodiucees — even just to keep safe
because of lack of knowledge. This popular optieads to the fact that branded
medicines still can sell fast at much higher pricebereas small-scale domestic
manufacturers and newcomers in the market woulc laahard time finding their
ways to the consumers.

* Economy of scale — Large, experienced firms careggly produce goods at lower
costs than small, inexperienced firms. In this cdbe scale and scope of the
distribution network is a clear advantage of ergtpharmaceutical distributors over
newcomers, who are just in the process of buildipgheirs.

* Inelastic demand — The demand curve for medicisasdlastic, i.e., not depending
on the changes in prices and availability of supplyt rather on doctor’s prescription.
A strategy of selling at a lower price for salesmotion or rigorous advertising in
order to penetrate markets might prove ineffectvite price-insensitive consumers.

* Intellectual property — Patent rights often provegdenpanies with large market power.
Owning IPRs means enterprises can freely providelusiwe licenses or sole
distributorships to some selected distributor ogké to themselves, making it hard
for newcomers. On a related note, in order to beuldted in the market, medicines
have to be registered with the relevant agenciesnlenterprise owns a lot of
registration numbers of drugs, it would have coasalle market power.

* Investment — It is a purely economic factor, relate economies of scale or
investment in research and development (R&D), ideorto secure first-mover’'s
advantages and IPRs.

e Sunk costs — Sunk costs cannot be recoveredijrihadkecides to leave a market. Sunk
costs, therefore, increase the risk and deter entry

* Vertical integration — A firm's coverage of moreathone level of production, while
pursuing practices which favour its own operatiahgach level, is often cited as an
entry barrier. In the case of the pharmaceuticatribution market in Vietnam, if
manufacturers also run their own distribution neksoit would mean high level of
vertical integration, making it difficult to entgust the downstream segment of the
market (distribution).
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Behavioural barriers are those barriers erectethéystrategic actions by existing players in
the market in order to deter new entry. These egjfat actions can be completely in

accordance with the law, for example, sale pronmopiegrammes, advertising, or conclusion
of sole distributorship agreements with large maotufrers, making use of patent rights or
other IPRs, etc. They might also be anti-competitbehaviours which have foreclosure

intent. In the case of the pharmaceutical distidsusector, we can cite some of the strategic
actions below as behavioural barriers to eftry:

Predatory pricing: Existing pharmaceutical disttdys, especially with economies of
scale and large capital base, can easily lower firéies to below costs in order to
attract/secure their customers, creating a batoiezntry. After the new enterprises
find it hard to penetrate the market and try todfiopportunities elsewhere, the
existing distributors again raise the prices to piheviously prevailing level, or even
higher, to recover the losses they have incurretieedecause of price reduction.
Price reduction can be direct or indirect, for epdamnvia the increase of commission
to wholesalers or provision of large credit, etc.

Boycott or refusal to deal: An association of dlsttors can boycott or force their
wholesalers or retailers to boycott or refuse tal @ath a newcomer, unless the latter
agrees to certain concessions or become a memb#reoéssociation. This is a
practice which used to happen in the pharmaceutieaket in India.

Exclusive dealing: As mentioned above, existingdritigtors can enter into exclusive
dealing agreements with domestic and foreign pheeotgcal manufacturers so that
the latter enterprises would not sell or supplypéavcomers. The existing distributors
can force independent wholesalers and retailersefizsse to act as agents for the
newcomers.

Resale price maintenance: Owners of (the right istridute) patented medicines
might ask their marketing agents to maintain aapentetail or wholesale price level,
to create barriers against entry.

Abuse of IPRs to restrict competition: Some pradito deter entry which can be
cited here are exclusionary practices against genexdicines or patent pooling.

Finally, as mentioned above, laws and regulationadministrative decisions can also be
barriers to entry. For example, some enterpris@evgethat, in order to satisfy those rules on
“Good Distribution Practices”, “Good Pharmacy Pregs” or “Good Storage Practices”, they
require substantial investment, advanced technedognd infrastructure or ample human
resources, which make it difficult to enter the kedr The business registration process of
Vietnam, even though having been simplified to @agideal, as compared to before, is still

" Specific anti-competitive practices in the pharmaical distribution system in Vietnam would begmeted in
more details in Chapter Il of the report on That&$ of Competition in the Pharmaceutical DistiitnuiSystem
and Practices Potentially Restricting Competition.
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considered as rather unfriendly and cost and tiomeswaming, which may deter entry. For
example, according the World Bank’s “Doing Busin@899” report, an enterprise has to
complete 11 procedures (as compared to the avéragieof 8.6 in the region) and spend 50
days (as compared to the average level of 44.2 idalyse region) in order to establish their
business in Vietnam. Vietnam, therefore, is rank@8/181 among countries in term of the
business environment.

Article 8 of the Decree 116/2005/ND-CP which guidles detailed implementation of the
Competition Law states that:

“Barriers to entry include:

1. Patents, utility models, industrial designs, tradeks, geographical indications in
accordance with the law on industrial property righ

2. Financial barriers such as investment into infrastiure, sale promotion or access to
finance;

3. Administrative decision by state agencies;
4. Rules on conditions for trading on products and/gxs and professional standards;
5. Import tariff and quota;
6. Consumers’ custom; and
7. Other barriers to entry.”
These regulations coincide to some extent wittbtreiers to entry analysed above.

2.2.3. Current Status of Entry and Exit

The analysis of the current status of market eatiy exit would be based on the total number
of enterprises being registered as active for gaein, which include newcomers and those
who have terminated their business operations. Mewyét is hard to find data in this part.
Another previous report on competition in the oltgsharmaceutical practices provided the
following figure, quoted as coming from the Genedtistics Office (GSO):

Table 4 — Total Number of Pharmaceutical Business&$01-2005

2001 2002 2003 2004 2005
VN [HN | HCM | VN [ HN | HCM | VN | HN | HCM | VN HN | HCM | VN HN | HCM

Indicators

Producers 121| 24 | 45 139 31| 49 16D 33 59 176 38 62 205 40 8D

SOE 30 | 5 5 28| 5 4 29| 5 6 22 4 3 19 3 3

FDls 13 |1 6 15| 1 7 19 1 8 23 3 7 22 1 7

Private 78 | 18 | 34 9 | 25| 38 112 27 45 13p  3p 52 164 B6 70

Distributors | 492 | 151| 191 646 219 234 729 243 270 1083 B76 3p8 44 14494| 574

Source: Data provided by GSO on special requesitdaeport.
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The Table provides the total number of enterpriseiag active in the area of HCMC and

Hanoi, as well as the increases or decreasesplgtribt reflect the number of new entries or
exits over the years. However, we can say thatatlyéhe market has become quite crowded
over the years, with a 300-percent increase imtimber of distributors over the years (2001-
2005). Hence, the number of new entries might msiderably large, with some exits. It can

be said that the size of the market for pharmacaludiistribution is on the rise, especially in

the context that the regulatory barriers are fglidown in accordance with Vietham’s WTO

accession commitments.

Figure 2 — The Number of Foreign Enterprises Registed in Vietham in 2007-08

120

| 2007
100 | 2 m 2008

81
20 4

a0 4

1

40 37

31 o 31

1o 20 20 1=
17
N |_I |_I |_I B |14I 1 5
0 . . T - . - |_I . - |_. T |_._
An Bé Han Qubc Trmg Phap Enrc Singapore Thailan  Pakistan Héng Hoa Ky
Qudc Kong

2.2.4. Analysing the Trends of Market Entry and Exit

As mentioned above, despite the lack of data, wesea that there is an increasing trend of
new entries into the market for pharmaceuticalrithstion in Vietnam, while there would be
some exits from some stages of the chain (whichhtmigt mean complete withdrawal from
the market). Besides, we can also look at somerfaathich might greatly affect market
entry and exit relating to barriers. For example:

0] Pharmaceutical industrial development plan of thev&nment of Vietnanin
June 2005, the government unveiled a new 10-yedusiny development
plarf worth US$1.5bn, aimed at increasing the domestitos's market share
and quality. Accordingly, the domestic sector’'s ke&rshare should be
increased from 40 percent to 60 percent by 2018 avihigher proportion of
domestically-produced ingredients usage. The gowent has outlined plans
to invest US$241mn in eight projects in the logalgdmanufacturing industry.
This will include the construction of four pharmateal plants in the next
four years.

8 See Decision No. 108/2002/QD-TTg issued on Aud8st2002 by the Prime Minister on the approvalhef t
Strategy for Pharmaceutical Industry Developméhn2@10.
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(i) The average level of consumption of medicines ggitain Vietnam is on the
rise: Vietnam'’s population is expected to reach therigof 93 million people
in 2015. Population increase, coupled with incomses; would increase the
health care expenditures of the population. Besideisg medicines for
treatment, medicines such as vitamin or othersatsm be favoured by high-
income consumers. According to Business Monitoerimational (BMI) Ltd,
per capita dug expenditure in 2012 would be US$18ttch is 45 percent
higher than in 2007.

(i)  The liberalisation and integration process of Vatnand, in particular, the
pharmaceutical industryFrom January 2007, foreign enterprises would be
able to open branches in Vietnam as joint-ventared00 percent foreign-
owned. Domestic enterprises and foreign enterprmsrgd be treated equally
on the basis of national treatment. Protectionismuld have to be reduced in
accordance with Vietham’s WTO accession commitmeBissides, from
January 1, 2009, all FIEs and branches of FIEs avbale the right to import
directly, without paying for authorised import siees. However, foreign
enterprises are still not allowed to directly dimite pharmaceuticals in
Vietnam. Therefore, they would have to resell tosthVietnamese enterprises
that have distributional functions.

Besides, when Vietnam becomes a WTO member, theuddvbe reductions
in three (3) tariff lines, at the level of five gent over a period of 3-5 years.
Before and after this landmark, Vietham’s imporiftdevel has always been
zero percent for ingredients. This would have naicim of an effect on
importers of ingredients or those manufacturersyingl on imported
ingredients. However, it would adversely affect tdemese ingredient
manufacturers. After Vietham becomes a full WTO rbemthere would be
reductions in 47 tariff lines, which currently sthat 10-15 percent, over an
implementation period of 2-5 years (on average T3)e average level of
reduction would be 2-7% (on average 3) for somelyets, such as antibiotics
(18 out of 29 tariff lines), vitamins (4 out of Btc. The gradual reduction of
tariffs on pharmaceutical products as part of WT&easion will have a
positive effect on the prescription drug market,itawill encourage import
penetration, helping the sector to develop. Theeddwbmpetition should also
force the country’s state-owned drug firms to inyarefficiency.

(iv)  Technical barriersOn April 19, 2007, the Ministry of Health issuB@cision
No. 27/2007/QD-BYT on the implementation schedul¢he rules on “Good
Manufacturing Practices” (GMP) and “Good StorageacBces” (GSP).
Accordingly, from July 1, 2008, the manufacturingexprises not meeting the
GMP standards, as recommended by the World Healgjar@sation (GMP-
WHO), and the exporters/importers whose warehousysgems do not meet

the GSP standards would have to suspend theirdsssin
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This would be a complete reshuffle of the Vietnaengsharmaceutical
industry. Until 2007, only 31 out 178 pharmacedticanufacturers could
meet the GMP standards. The rest would have to sicate their product or
turn into sub-contractors of those who met thedsdeats.

3. The Level of Market Integration and Concentration
3.1. Market Share and How to Calculate Market Share

“An enterprise's market share of a certain kindgafods or service means the percentage
between sales turnover of this enterprise and thgregate turnover of all enterprises
dealing in such kind of goods or service on thevaht market or the percentage between the
purchase turnover of this enterprise and the aggtegurchase turnover of all enterprises
dealing in such kind of goods or services on tHevant market on a monthly, quarterly or
yearly basis.”(Section 5, Article 3, Competition Law)

Accordingly, the formula for calculating the markstare of a specific enterprise is as
follows:

Market share of Rt In MS stands for Market
enterprise t MS:—Z,_ Ri which:  Share)
R stands for Turnover

This is a simple formula which can be easily usénvwe have all the data. The important
thing is the appropriate and accurate definitiothefrelevant markets.

According to the Competition Law of Vietnaitine exercise of market definition consists of
identifying effective alternative sources of supfidy the consumer. A general analysis will
have to take into account the economic contextydieg the objective characteristics of the
product; the degree of inter-changeability betwéea products, having regard to their
relative prices and intended use; the competitiveditions; the structure of supply and
demand; and the attitudes of consumers and users.

In general market studies, the statistics on erigg® turnovers are generally used as
pointers for estimating their market share andthat basis, one can come to some relative
conclusion about the market structure prevailingth@at industry/sector, for example
telecommunications, transportation, steel, eletgriavater, etc. This method, however, is
problematic, if the relevant markets do not coieciith the boundary of the whole
sector/industry. In that case, the estimation & tharket structure would be completely
incorrect. However, since the studies are onlydéderence purpose, and not to serve as basis
for deciding over specific competition case, tl@sains the most popular method. In general,
the statistics can be obtained from the GSO, basethe different levels of the Vietnam
Standard Industrial Classification (VSIC).
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However, in this report, this method cannot be igppior approximating the market structure
of the pharmaceutical market for the following @as

Un-homogeneity of products and product charactesist Pharmaceuticals, which
comprise of many different types, can be useddattdifferent diseases. Even when
they contain similar active elements or ingrediearid treat the same diseases, they
may still have different medical effects and canused only with different specific
dosage on different groups of patients. In the eyothe most popular method of
classification is the ATC/DDD (Anatomical TherapeutChemical/the assumed
average maintenanamseper day for adrug used for its main indication in adults)
system used by the World Health Organisation (WHOpharmaceutical enterprise
may have a great total turnover, but that compriseshe turnovers of several
products. Therefore, the percentage of that paaticenterprise’s turnover, as
compared to the turnover of the whole industry| wdt be the same as the market
share that enterprise holds in the market for pcodd or product B. The un-
homogeneity of products requires the division & Whole pharmaceutical industry
into several small markets, rather than lookinig as a whole.

Inelasticity of demandThe demand curve for medicines, types and dosageot
elastic, not depending much on availability of dypjr prices, etc., but rather on
doctors’ prescriptions (in the case of end conssjnar professional specialisation (in
the case of hospitals and clinics). For exampleogpital specialised in heart-related
problems will only purchase medicines used for taedated problems and not any
other types, even when the prices of the medidimeg need rise or there is shortage
of supply. An end consumer, similarly, will not bpgiracetamol to treat stomach ache
just because the medicines for stomach ache (aslquors’ prescription) are not
available in the market or because the latterasetxpensive. Therefore, it is difficult
to define the substitutability of products on thasis of the end users’ reactions
towards changes in prices and supply. This in€iggtof demand for pharmaceuticals
also dictates the behaviours of distributofBhe demand of pharmaceutical
wholesalers and traders, for example, is determinyetthe demand of their customers
(e.g., hospitals, pharmacies and other wholesaledsdse demand is itself directly
influenced by the prescription of a particular prodby doctors. Therefore, it is
difficult to pool together different pharmaceuticproducts as one group of
substitutes, or in the same relevant product market

These peculiarities of the pharmaceutical markggest that in defining the relevant markets
here, the one-product-one-market approach is aipéc An alternative is to base on
therapeutic categories. Accordingly, a pharmacalbéaterprise may not have high turnover,
but it might still be holding a high market shaoe bne or more specific products. Many
market studies in the pharmaceutical industry airdhe world have found a high level of
concentration in various market segments for dffiertherapeutic categories. Besides, it
should also be noted that statistics/data on mathkate at a specific point of time, as per this
method, might not be accurate for long, since ntaskeres and market structure might
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change when new products are marketed or whentpatgpired. This is the problem caused
by the dynamicity of the pharmaceutical market,rabgerised by high innovation content

and continued R&D process.

On the other hand, a majority of medicines in datian in Vietnam are patented products
imported for distribution inside the country. Mednl®, Level 5 of the VSIC (Sector 21001 —
VSIC 5 — medicine manufacturing) does not includese imports, or reflects the market
shares of those enterprises only specialised imita@and exports and distribution, without

manufacturing.

On the basis of the statistics on turnover providedspecial request from the GSO, we
calculated the market share (based on turnovemeaficine manufacturers in Vietham as in

the above-mentioned formula and came out with dHeviing results:

Table 5 — Pharmaceutical Manufacturers with LeadingTurnover in 2005

S. Enternri Turnover (Million | Market share
No. nterprise VND) (%)
1 Domesco 569,380 5.89
2 | Nam Ha Pharmaceutical Joint-stock Co. 561.462 5.81
3 Héu Giang Pharmaceutical Joint-stock Co. 556.189 5.75
Binh Pinh Pharmaceutical and Medical
4 | Equipments Co. 388.065 4.01
5 | Medipharco 380.851 3.94
Total turnover of all pharmaceutical manufacturers in
Vietnam 9.665,100
Table 6 — Pharmaceutical Manufacturers with LeadingTurnover in 2006
S. Enterprise Turnover (Million Market share
No. prr VND) (%)
1 Hau Giang Pharmaceutical Joint-stock Co. 873.072 9.66
Binh Pinh Pharmaceutical and Medical
2 | Equipments Co. 502,513 5.56
3 | Mekophar 467,108 5.17
4 | Sanofi-Synthelabo Vietnam 386,011 427
5 | Traphaco 362,591 4.01
Total turnover of all pharmaceutical manufacturers in
Vietnam 9,037,406
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Table 7 — Pharmaceutical Manufacturers with LeadingTurnover in 2007

S. Enterprise Turnover (Million Market share
No. prr VND) (%)
1 Hau Giang Pharmaceutical Joint-stock Co. 1.337.344 10.34
2 Domesco 1.236,537 9.56
3 | Imexpharm 769,714 5.95
Binh Binh Pharmaceutical and Medical
4 | Equipments Co. 603,216 4.66
5 | Mekophar 546,526 4.23
Total turnover of all pharmaceutical manufacturers in
Vietnam 12.933.493

Figure 3 — 20 Enterprises with Leading Turnover inQuarter 111/2008
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(Source: IMS Q3/2008).

The Tables and figure above show that, calculatywdgurnover, the market share levels of
pharmaceutical enterprises in Vietnam are quite, leven the market share of the largest
enterprise in the third-quarter of 2008 is not be/éive percent. This may point to a great
level of competition in the pharmaceutical markeYietnam.

However, the existence of many sources of data witferent figures in Vietham has
resulted in the fact that there are many differentilts for market shares (on the basis of total
turnover) by pharmaceutical enterprises. For examgile VNPCA provides the following
data:
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Table 8 — Ten Enterprises with Leading Turnover in2007

S. Enterprise Turnover in 2007 Market
No (billion VND) share
1. Hau Giang Pharma Joint-stock Co. 1,269 14.13%
2. Mekophar 540 6.02%
3. Sanofi-Synthelabo 466 5.18%
4, Imexpharm 430 4.79%
5. Domesco 420 4.68%
Binh binh  Pharma & Medical
6. Equipments Joint-stock Co. 400 4.46%
7. Ciru Long Pharma Joint-stock Co. 350 3.90%
8. Ha Tay Pharma Joint-stock Co. 320 3.57%
9. Traphaco 305 3.40%
Thanh Héa Pharma & Medica
10. Equipments Joint-stock Co. 507 2:31%
Total turnover of the whole industry 8,980

Regarding imports, the DAV—Ministry of Health prdes the following data:

Table 9 — Pharmaceutical Import Structure in 2007

S. No. | Enterprise Import value
1 Phytopharma 29.20%
2 HCMC Pharma Co. 10.10%
3 Vimedimex 8.40%
4 Vimedimex Joint-stock Co. 7.30%
5 Pharbaco | 5.60%
6 Pharbaco Il 5.50%
- Hé} béng Pharma & Medical Equipmentiso%

Joint-stock Co.
8 Dé} Ning Pharma & Medical Equipmenttaso%
Joint-stock Co.
9 Mediplantex 1.80%
10 Others 25.10%

However, as mentioned above, due to the pecugardf the pharmaceutical market, having
low market shares (based on turnover) does not nie@nan enterprise is incapable of
restricting or distorting competition in the marKby restrictive business practices or unfair
competition practices). By our estimates, the tuenmf those enterprises which only import
medicines for distribution (without manufacturingdspecially foreign companies such as
Zuellig Pharma or Diethlem, etc., is very low (®rbeir turnover is actually being booked
by the authorised importers). However, these ens&p possess very large market power.

Their market power lies in four main points:

° As percentage (%) of the total value of pharmacalimports of Vietnam in 2007.
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* Product characteristics — As analysed above, thgests in this case are medicines
used for human beings. They are un-homogeneousigodnd the demand for them
is inelastic. Therefore, if an enterprise holds tomnover some specific products,
these products are hardly substitutable.

* [IPRs — This is the factor which invigorates thelesiwity and un-substitutability of
the subject products.

* Barriers to entry — Some enterprises have secuxetlstve contracts or sole
distributorships for patented medicines with theepa companies overseas. There
have been circumstances where the parent compafies® to deal with Viethamese
enterprises without the participation of some dpecenterprises (their sole
distributors) in the deals.

» Countervailing power of other competitors in therke&d — Vietnamese importers,
wholesaler and retailers of pharmaceutical produtisnot have access to these
above-mentioned exclusive contracts for patentedlicmees and cannot secure
alternative supply. Therefore, they have to depmmdpletely on foreign companies.

It should be noted again that even though the ais#iwb importers, such as Phytopharma or
Vimedimex | & II, have very high turnover (by imgoralue, as in Table 9), they have very
low profit and do not have control over supply. fidiere, they do not possess any market
power. In the complex pharmaceutical distributigatem of Vietnam, they are just like the

marketing agents and do not have control over griopiucing.

3.2. Monopoly Power in Pharmaceutical Distribution

“An enterprise shall be considered to hold monoppbsition if there is no enterprise
competing on the goods or services dealt in by srmtlerprise on the relevant market.”
(Article 12 of the Competition Law)

Accordingly, assuming that the relevant geographioarket is the whole country of
Vietnam, a pharmaceutical distributor would be edeed a monopoly if it is the only
supplier (by manufacturing or importing) of a mexde (unsubstitutable), or the whole
therapeutic category of medicines. (This assumpdmes not include provincial monopolies,
when an enterprise is the only supplier of mediinvathin a certain geographical-
administrative unit or the only supplier to all pdals and clinics in that area. This can
happen in real life, especially in remote areas,ofufrom the national roadway system or
islands).

According to Decision No. 3121/2001/QD-BYT issuegdthe Ministry of Health on July 18,
2001, on the “Regulations for Registration of Drughterprises can only trade in, import,
export or manufacture pharmaceutical products whiate been registered with the DAV
(for a term of five years). Theoretically, if theie only one or a few medicines registered
within a therapeutic category or all the registem@etlicines in one therapeutic category are
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controlled by one single enterprise, the markeicstire in that particular segment is either
monopoly or oligopoly.

Table 10 — Number of Registered Drugs by TherapeuwtiCategories

S. No. Therapeutic Category No. of
Registered
Drugs
1 Others 2,239
2 Anti-infection 1,975
3 Pain-relief and others 1,017
4 Vitamin and tonics 955
5 Respiratory medicines 362
6 Stomach ache and others 354
7 Heart-related 204
8 For skin and venereal diseases 168
9 Anti-allergy 162
10 Blood-related 156
11 Eye-related 113
12 Hormone and hormonic structures 113
13 Mental diseases 77
14 Liver-related 75
15 Special liquids 57
16 Cholinesterase-related 47
17 Dental-related 32
18 Urinal-related 25
19 Epileptics-related 23
20 Antiseptics 12
21 Migraine-related 8
22 Detoxication 7
23 Anaesthetics 2
24 Anti-retrovirals 2
25 Globulin serum 1
26 Anti-malaria 1
27 Cancer-related 1

From the Table, the last three categories are tdgs®e there is only one type of drug
registered. In practice, however, it is said thase and some others are specialised products,
which are not widely traded in the market. Theyraanly imported by the Government for
special use, which is the reason why there is ong/registered product — and that should not
be considered as a case of monopoly. From anottybe,ave can say that this is a buyer’'s
monopoly.

The issue of monopoly in distribution is also rethto the problem of sole distributorship
mentioned above. This often originated from othmuntries, where most patented products
are in the hands of the large pharmaceutical matwirs. These MNCs, however, only
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authorise certain companies to be the distributdrgheir products, leading to a situation
where these distributors have monopoly power oupply in Vietnam.

3.3. Dominant Positions of Pharmaceutical Distributors

“1. Enterprises shall be considered to hold domingasition on the market if they have
market shares of 30 percent or more on the relewaarket or are capable of restricting
competition considerably.

“2. Groups of enterprises shall be considered t@dltbe dominant position on the market
if they take concerted action to restrict compefitiand fall into one of the following
cases:

a/ Two enterprises having total market share ofpgfcent or more on the relevant
market;

b/ Three enterprises having total market sharespércent or more on the relevant
market; and

c/ Four enterprises having total market share ofp&scent or more on the relevant
market”

(Article 11 of the Competition Law)

Even though we cannot calculate which specific rpniges on the market are holding a
market share of 30 percent or more on the releranket (due to the unavailability of data
for defining the relevant markets, as mentionedvap@nd even though no enterprises in
Vietnam are now considered as dominant in termsiroover, according to Section 1 of the
above-mentioned article of the Competition Law, may still be able to identify the
dominant businesses if thegré capable of restricting competition considerdbly

According to Article 22 of the Decree 116/2005/NP-C

“The capability to restrict competition considergblon the relevant market can be
established on the basis of the following criteria:

1.
2.
3.

The financial strength of the enterprise;
The financial strength of the organisations andvialals who set up the enterprise;

The financial strength of the organisations andividbals who have the control over
the activities of the enterprise in accordance with law or in accordance with the
charter of the enterprise;

The financial strength of the parent companies;
The technological strength;

Industrial property rights or license to use sudogerties from the rights owners;
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and
7. The scope of the distribution networks.”

Going by the last criteria, some enterprises maetioabove, such as Zuellig Pharma,
Diethelm or Mega, can be considered as holding dantipositions in the pharmaceutical
distribution market in Vietnam. In practice, théy@ve been cases of abuses of such dominant
positions (which would be discussed further in sgjoent parts of the report) in order to
increase prices above the competitive level andhtai@ such prices for a sufficiently long
period of time, independent of the reactions ofrthempetitors. This shows that they have
considerable market power.

Regarding groups of enterprises holding dominarditpms in the market, going by the
letters of Article 11 of the Competition Law, wencanly identify them in specific cases. This
is because, in addition to defining the relevantkets, we also have to establish/prove that
they are takingconcerted action to restrict competition”

3.4. Three-firm and Five-firm Concentration Ratios (CRGR5) in the
Pharmaceutical Distribution Market in Vietnam

* CR3is the total of the market shares of threedimith largest shares on the relevant
markets.

CR3 = CR+CR»*+CR;3 In which CRik(k=1,2,3) = maxCRi

* CR5 is the total of the market shares of five fiwith largest shares on the relevant
markets.

CR5 = CR+CR+CRi3+CRis+CRi5 In which CRik(k=1,..,5) = maxCRi

In this case, we cannot calculate CR3 and CR5 enretevant markets (since we cannot
define the relevant markets). If we use turnovgurés as a pointer, these indexes in the
pharmaceutical industry of Vietham are not high.83%6 for CR3 and 34.48 for CR5, as per
Table 8). Similarly, for importers: 47.7 for CR3da60.6 for CR5 (as per Table 9).

However, in the distribution sector, these indexey take on different meanings, depending
on the relationship among these large enterprisedjetween these enterprises and the
dominant business (based on the scope of theldlistn network), i.e., whether they are
vertically integrated or not. Vertical integrationstween large enterprises in the same market
can act as very effective barriers to entry. Indase of the pharmaceutical distribution sector
in Vietnam, it is necessary to have further dateaime to the final conclusion.

In summary, from the analysis above, we can safyttiea structure of the pharmaceutical
distribution sector in Vietnam is quite competitiweith robust market participation and no
enterprises with significantly outstanding turnavEhne level of concentration, hence, is low.
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However, in the sector, there are currently sonterprises with high market power, which
are capable of restricting competition considerabilyough exclusive contracts with large
multinational pharmaceutical companies. Besidessahenterprises also have large-scale
distribution networks, in some cases, beyond theddys of Vietham, whereas other
competitors are quite dependent on them for supptis leads to a high degree of vertical
integration, which might deter new entry and madetelopment. It is necessary to consider
the application of the Competition Law 2004 on tisisue, since the Law is still limited in
terms of flexibility and applicability for verticagreement-related issues. More information
would be given in the next part on the legal argll&tory framework of the report.
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Chapter II

THE LEGAL AND REGULATORY FRAMEWORK FOR
PHARMACEUTICAL DISTRIBUTION ACTIVITIES AND
COMPETITION IN VIETNAM

In this section, we would examine and assess duegal regulations over competition in the
pharmaceutical distribution sector in Vietnam.

At present, competition amongst pharmaceuticalridigiors in Vietham is regulated by
various separate legal normative documents. Thesengents can be classified as follows:

(i) The Competition Law 2004 and its implementatiorutagons;

(i) The Law on Medicines 2005 and its implementatigulations; and
(iif) Other relevant laws and regulations.

1. The Competition Law 2004 and Its Implementation Reglations

The Competition Law was promulgated by the Natiokedembly of Vietnam on December
2, 2004 and has been effective since July 1, 20@5rovides for anti-competitive practices,
unfair competition practices, procedures for harglitompetition cases as well as remedies
and fines to be applied in cases of violatibits scope of regulation covers all organisations
and individuals doing business in Vietnam, whictiudes all manufacturers and suppliers of
goods and services, utilities, enterprises opegaibm state-monopolised sectors, foreign-
owned enterprises and trade and professional as®os in the country? Therefore,
competition amongst enterprises of all types in @ahea of pharmaceutical distribution in
Vietnam is directly regulated by this Law.

The Competition Law takes precedence in case &drdiice between the regulations of this
law and those of other laws, when it comes to emtnpetitive practices and unfair
competition practice§ This affirms the specialty of the Competition Lam regulating
competitive practices in all markets. Thereforeprder to ensure coherence, all other legal
normative documents have to be drafted and revisender to be in accordance with the
provisions of this Law. Following analyses on thawLon Medicines and other laws and
regulations would be providing some assessmen@ntcompatibility with the provisions of
the Competition Law.

The promulgation of the Competition Law was a laadmin regulating competitive
behaviours in Vietnam. Prior to this, all unfairngeetition practices and especially anti-
competitive practices were not regulated adequadslg effectively. Scattered amongst

10 Competition Law, Article 122.
1 Competition Law, Article 1.
12 Competition Law, Atrticle 2.
13 Competition Law, Article 5(1).
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various legal normative documents, these regulationly prohibited, in general, illegal
competitive practices and unfair competition pi@gi These old regulations did not provide
for procedures to deal with these practices as alla specialised enforcement agency
either!® This led to the fact that these regulations reethifpaper tigers”, without any real
enforcement valueS. This is one of the main reasons why the Natiorssefnbly of Vietnam
decided to promulgate the Competition Law 2604.

The following sub-section would provide a brief oxiew of the requirements for enterprises
doing business in the area of pharmaceutical digion in Vietnam, as per the Competition
Law.*” Specifically:

1.1 Prohibited Anti-competitive Behaviours

According to the Competition Law, pharmaceuticatibutors in Vietnam are prohibited
from the following two types of anti-competitivehmeviours:

(a) Restrictive Business Practices

Restrictive business practices are defined by t#we &s those practices which “reduce, distort
or restrict competition in the market, includingnguetition-restricting collusive behaviours,
abuses of dominance positions, abuses of monopdlyeonomic concentration®

Competition-restricting collusive practicesclude eight specific types listed in Article 8 o
the Law. These collusive practices are clearly &xpld in Article 14-21 of Decree No.
116/2005/ND-CP of the Government issued on Septerhbe 2005, which stipulates the
detailed implementation of the Competition Law. éudingly, the Law prohibits all

agreements amongst enterprises which “prevent estdat other enterprises from entering

4 For example, Article 8 of the Commercial Law 1987y stipulates the prohibition of illegal compaiét
practices in commercial activities and lists sompec#ic signs of such unfair trade practices. Seednalysis
and concrete assessment of the legal and regulaamework prior to the adoption of the Competitioaw
2004 in Tang Van Nghia (2007Problems and Solutions for Effective Enforcementhef Competition Law
Research study at ministerial level No. 2005-78;#12hoi, p. 55-58.

5 Dang Vu Huan (2004),.aws and Regulations on Anti-monopoly and UnfaiadEr Practices in Vietnam
National Political Publishing House, Hanoi, p. 190; Central Institute for Economic Management (2002
Legal and Institutional Issues regarding CompetitiBolicy and Regulation of Monopolie$ransportation
Publishing House, Hanoi, p. 93-99.

16 See the Official Submission of the Government #87/CP-PC dated April 9, 2004, on the CompetitiamvL
project, p. 1-3; or Alice PhanThe Development of Competition Law in Vietham i face of Economic
Reforms and Global Integratio(005) Northwestern Journal of International Lamd 8Business 547; or Le
Danh Vinh,Building Competition Law in Vietnam to Meet the tle¢é Regulating Market Economy and in the
Light of Trade Liberalisation and International Huamic Integration(2003), Presentation at the ASEAN
Conference on Competition Law and Fair Trade Pdlicthe ASEAN Free Trade Area (AFTA), Bali from® t
7 March 2003www.jftc.go.jp/eacpf/O1/viethnam_p.pdt 20/10/2008.

7 In this part, we only introduce the Competitionat 2004 of Vietnam in brief, with regard to thoseyisions
which are directly related to competition and tlenpetitive environment in the pharmaceutical disttion
system in Vietnam. Comprehensive assessment andatioa of the effectiveness of the Law is beyohd t
scope of this paper. There are two reasons for (iighe Competition Law has just been adopted vecently
and implemented for a short time (three years)clvig not sufficient for evaluation yet; and (iiig Report is
not meant to evaluate the effectiveness of the @dibigm Law.

18 Competition Law, Article 3(3).
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the market or expanding their business”, which ‘raesmnt to exclude from the market those
enterprises who are not party to the agreement,vemch “are meant to help one or more
parties to the agreement win tenders for supplgmads and services”.

The analyses in the following sections of this re@dso show that pharmaceutical supply
tenders by large hospitals constitute a major idigion channel in Vietnam. The

Competition Law prohibits all bid-rigging practicamongst pharmaceutical distributors. The
legal consequences of such violation, as per thegéttion Law, are much more stringent
than administrative fines towards violations in denng. However, administrative fines

provided towards violations in tendering by othegdl normative documents are still in
effect™

Towards the following practices, the CompetitiormLarohibits those enterprises, whose
combined market sh&f&in the relevant marketsexceeds 30 percent, from:

() Jointly fixing the prices of goods and servicesedily or indirectly;
(ii) Jointly dividing the consumption markets or suppli goods and services;

(i) Jointly restricting or controlling the number, gtignof goods and services produced
or traded;

(iv) Jointly restricting scientific and technologicavadces and investment; and

(v) Jointly imposing on other enterprises pre-condgidar entering into contracts or
jointly forcing other enterprises to accept obligas which are not directly
related to the subject of the contract.

Therefore, from July 1, 2005, those pharmaceuttstibuting enterprises with large market
shares (exceeding the cumulative level of 30 p¢yeeriVietham would have to adjust their
strategies and business plans to comply with thevexmentioned provisions. These
enterprises would not be able to enter into agreesmehich fix prices of medicines or divide

9 Current regulations prescribing administrativeefirfor violations in bidding at very low level (200,000
VND to 50,000,000 VND), as compared to the levefinés prescribed by the Competition Law. See Decre
No. 58/2008/ND-CP issued on May 5, 2008, by the éBoment guiding the implementation of the Law on
Bidding and the selection of bidders in accordamdth the Construction Law, Article 65(2); Decree
N0.53/2007/ND-CP issued on April 4, 2007, by thev€&ament prescribing the level of administrativees in
the area of planning and investment, Article 13)7-8
20 Combined market share is understood as the tatetenshare of all enterprises party to the agreeran
enterprise's market share of a certain kind of gamdservice means the percentage between thetsaleser
of this enterprise and the aggregate turnover logratbrprises dealing in such kind of goods or iseren the
relevant market or the percentage between the psecturnover of this enterprise and the aggregatehpse
turnover of all enterprises dealing in such kindgofods or service on the relevant market on a nignth
quarterly or yearly basisSee Competition Law, Article 3 (5-6)
2l Relevant markets, as stipulated by the Competitiaw, “mean relevant market of products and relévan
geographical market. Relevant market of productamae market of goods, services which are integgedie
in terms of characteristics, uses, purposes andegriRelevant geographical market means a specific
geographical area in which exist goods and serwaeish are interchangeable under similar conditiofs
competition and which are considerably differemibfrom neighbouring areas.” See Competition Lawicke
3(1) and more detailed explanation at the Decreelll6/2005/ND-CP, Article 4-8.
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supplies or consumers (for example, dividing hadpitor geographical territories for
medicinal supply). These enterprises would not e & impose unreasonable conditions
which are not related to those distribution cortgdlcat they have with retailers, etc.

Abuses of dominant positions and monopalg stipulated in Article 13-14 of the
Competition Law and clearly explained in Article-23 of the Decree 116/205/ND-CP.
Accordingly, an enterprise or a group of entergrisaving a dominant position in the market
would be prohibited from:

(i) Selling goods, providing services at prices lowamtthe aggregate costs in order to
eliminate competitors;

(i) Imposing irrational buying or selling prices of gisoor services or fixing minimum
re-selling prices causing damage to customers;

(i) Restricting production, distribution of goodservices, limiting markets, preventing
technical and technological development, causimyadge to customers;

(iv) Imposing dissimilar commercial conditions in sianikransactions in order to create
inequality in competition;

(v) Imposing conditions on other enterprises to corelgdods or services purchase or
sale contracts or forcing other enterprises to @tcobligations which have no
direct connection with the subject of such consaand

(vi) Preventing new competitors from entering the marke

It is clear that only distributors with substantialarket power can engage in the above
mentioned practices, without paying any attentionctistomer switching to their rivals.
Abuses of dominant positions such as predatoryingriaesale price maintenance causing
damages to customers or asking customers not towdta other distributors in order to
exclude them from the market are all strictly ploteid by the Competition Law.

In addition to the practices prohibited when aregmise holds a dominant position in the
market, monopolist§ are also prohibited from (i) imposing unfavouraltienditions on
customers; and (ii) abusing the monopoly positionunilaterally modify or cancel the
contracts already signed without plausible reasons.

Certain acts of economic concentration are alsohgvided by the Competition Law (Article
18), which is further explained by Article 34-35 dhe Decree 116/2005/ND-CP.
Accordingly, the Law prohibits mergéfs acquisition$’, consolidation® and joint

22 An enterprise shall be considered to hold monopefsition if there is no enterprise competing oa goods
or services dealt in by such enterprise on thevaglemarket. See Competition Law, Article 12.
% Merger of enterprises means an act whereby osearal enterprises transfer all of its/their propeights,
obligations and legitimate interests to anotheemgmise and, at the same time, terminate the existef the
merged enterprise (s). See Competition Law, Artlalél).
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venture&® amongst enterprises in possession of more thapebknt share of the relevant
markets, except for those exempted as per Artil®flthe Law or except the case when,
after economic concentration, the merging partasstill be classified as small and medium
enterprises (SMEs), as defined by [&w.

(b) Unfair Competition Practices

Unlike restrictive business practices, unfair cotitjpe practices are defined on the basis of
such criteria as “business ethics” or having theernitto harm the legitimate interest of
specific targets. As per Section 4, Article 3 oé tBompetition Law, unfair competition
practices mean “competition acts performed by enitges in the process of doing business,
which run counter to common standards of busindsssand cause damage or can cause
damage to the state's interests, legitimate rigind interests of other enterprises or
consumers”. This type of definition, using unquaailtile criteria such as “common standards
of business ethics”, may cause difficulty in theplagation and interpretation of the Law.
However, Article 40-48 of the Law has tried to letd describe specific aspects of those
prohibited unfair competition practices, including:

) Misleading indications;

(i) Infringements upon business secrets;

(i)  Constraints in business;

(iv)  Discrediting other enterprises;

(v) Disturbing business practices of other enterprises;
(vi)  Advertising for the purpose of unfair competition;
(vii)  Sales promotion for the purpose of unfair compmtiti
(viii)  Discrimination by associations; and

(ix) llicit multi-level sale.

Besides, Section 10 of Article 39 of the Competiticaw authorises the Government to
prescribe other unfair competition practices on liasis of the criteria described above.
However, Decree 116/2005/ND-CP does not guide othdéu stipulate other unfair

24 Acquisition of enterprises mean an act wherebgraerprise acquires the whole or part of propefrfgnother
enterprise sufficient to control or dominate allasre of the trades of the acquired enterprise.(Seapetition
Law, Article 17(3).
% Consolidation of enterprises means an act wheteyor more enterprises transfer all of their proge
rights, obligations and legitimate interests tonfoa new enterprise and, at the same time, termitete
existence of the consolidated enterprises. See Etitiop Law, Article 17(2).
% Joint venture between enterprises means an agebjéwo or more enterprises jointly contribute tpafr
their property, rights, obligations and legitimatgerests to the establishment of a new enterpiBse
Competition Law, Article 17(4).
27 Competition Law, Article 18.
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competition practices.

1.2. Exemption, Notification and Notification Procedures

Exemptions are available for some restrictive bessnpractices and economic concentration
cases when they satisfy certain requirements stipdilby the Competition Law. The Law,
however, does not provide for any exemption forsalsuof dominant positions, abuses of
monopoly or unfair competition practices.

For restrictive business practices stipulated bytiSe 1-5 of Article 8 of the Law,
pharmaceutical distributors can be exempted foefanite term, if these practices are meant
to reduce costs to benefit consumers by:

() Rationalising the organisational structure and mess model and raising business
efficiency;

(i) Promoting technical and technological advances emsing goods and service
quality;

(iif) Promoting the uniform application of qualitgtandards and technical norms of
products of different kinds;

(iv) Harmonising business, goods delivery and paymemditons, which have no
connection with prices and price factors;

(v) Enhancing the competitiveness of small- and medized enterprises; and

(vi) Enhancing the competitiveness of Vietnamese ergep on the international
market?®

For economic concentration cases, the merginggsavtould be exempted if they meet one
of the following conditions:

(i) One or more of the participants in economic conedion is/are in danger of
dissolution or bankruptcy; and

(i) The economic concentration has an effect of expaneéxport or contributing to
socio-economic development and technical and tdogioal advance.

The above-mentioned exemptions reflect the indalsand socio-economic development
policy of Vietham. In order to qualify for exempti®, the enterprises which are parties to
restrictive business practices or economic conagatr cases need to submit notification
dossiers to the Vietnam Competition Administratidepartment (Ministry of Industry and

28 Competition Law, Article 10(1).
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Trade). At present, the VCAD is the lead state agédar receiving exemption dossiétsind
preparing the positions to be submitted to theveele authorit§® for decision on whether to
grant the exemption applied for or not.

Besides the notification procedures for exemptiahs, Competition Law also provides for
notification before an economic concentration ast donsummated. This mandatory
notification mechanism applies for those econonauncentration cases where the merging
parties have a combined market share of 30-50 pearethe relevant markets, except when
the merging parties, after economic concentratan, still be classified as SMEs as per the
law.*! Economic concentration cases can only be compketed receiving written approval
by the VCAD that the economic concentration is prohibited>?

1.3. Fines and Remedies

The Competition Law provides for heavy fines andedies towards violations. Specifically,
monetary fines can amount to 10 percent of thd totaover of the financial year preceding
the violations by organisations and individuals.g&eling unfair competition practices,
monetary fines range from 5,000,000 VND to 100,000,VND, depending on the types and
levels of violation® It is important to note that pharmaceuticals aomsidered as an
important product, therefore leading to aggravabbihe fines imposed by the Competition
Law.3* If parties to an economic concentration casettaihotify the relevant agencies, as
provided for by the Law, they could be fined an amtoequivalent to one percent to three
percent of the total turnover of these partieshia tinancial year preceding the economic
concentratiorf> Enterprises engaging in restrictive business mesfagreements or
prohibited economic concentration, before havintpimled an approval for exemption from
the relevant agencies, would be fined an amou0¢d00,000 VND to 50,000,000, though
not beyond three percent of the total turnovehefftnancial year preceding the violatith.

Besides monetary fines, the Competition Law alsivides for specific remedies in order to
restore the competitive conditions distorted byuimdation or prevent repetition of violation.
These remedies include:

(i) Restructuring the enterprises having abused tloarigant position on the market;

29 See Decree No. 06/2006/ND-CP issued on Janu&§0® by the Government on the functions, assignspent
authority and organisational structure of the Catitipa Administration Department.
% The Minister of Industry and Trade has the authiord grant exemption for restrictive agreements an
economic concentration cases when one or moreepatti the economic concentration are in danger of
dissolution or bankruptcy; whereas the Prime Meristould decide whether to grant exemption in #fleo
cases. See Competition Law, Article 25.
31 Competition Law, Article 20(1).
32 Competition Law, Article 24.
% Competition Law, Article 118; Decree No. 120/200B/CP issued on September 30, 2005, by the
Government on fines and remedies in the competition
3 Decree No. 120/2005/ND-CP, Article 10(2a), Artitte-24 (2), Article 30, Article 35 and 36 (2a).
% Decree No. 120/2005/ND-CP, Article 29.
% Decree No. 120/2005/ND-CP, Article 41.
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(i) Dividing or splitting the merged or consolidatedezprises to force the resale of the
acquired enterprise parts;

(iif) Making public corrections;
(iv) Removing illegal provisions from the business cacts or transactions; and

(v) Other necessary measures to overcome the compet#gtriction impacts of the
violation acts’’

Depending on the specific violations, the relevaate agencies may decide to impose one of
the remedies mentioned bel&fv.

1.4. Procedures for Investigating and Handling Competiti Violations

In order to ensure that the provisions of the Cditipe Law are abided by in practices, this
Law and all the subordinate regulations providesjoecific procedures for investigating and
handling breaches of the Law. Accordingly, cerfaactices may be investigated on the basis
of complaints made by those whose interests areagdadby these practices or investigations
may be initiated by the VCAD themselves if there aotable signs that the Law is being
violated®® The investigation process comprises of two stagesiminary investigation and
official investigation® For unfair competition practices, the VCAD woulledy decide the
fines and remedi€¥. For restrictive business practices, the VCAD wortsfer the case
dossiers to the Vietham Competition Council (VC&)donsideratiof? The Chairman of the
VCC would decide whether to form ad hocCouncil for handling specific cases. Tae
hoc councils would come out with their decision oves tase after hearings.

1.5. Other Provisions of the Competition Law

Besides stipulating prohibited anti-competitive ghiges, the procedures for handling
violations, the establishment and structure ofittwestigative and adjudicative agencies to
deal with violations, the Competition Law also poms for two other important matters,
which is very characteristic of the Vietnam context

First, state management agencies are prohibited &ngaging in certain practices which
have the effects of preventing competition on treaket. As stipulated in Article 6 of the
Law, the following practices are prohibited: (i)rdong enterprises, organisations or
individuals to buy and sell goods and provide smwito enterprises which are designated by
these agencies, except for goods and services enstiite-monopolised domains or in

37 Competition Law, Article 117(3).
3 Decree No. 120/2005/ND-CP provides detailed exatlan on remedies which would be applicable fotheac
type of violations.
%9 Competition Law, Articles 58 and 89.
0 Competition Law, Articles 86-90.
*1 Competition Law, Article 49 (2d).
“2 Competition Law, Article 54(3).
“3 Competition Law, Article 98.
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emergency cases prescribed by law; discriminatetg/éen enterprises; forcing professional
associations or enterprises to align with one arothth a view to precluding, restricting or
preventing other enterprises from competing onrtaeket;, or any other acts that prevent
lawful business activities of enterprises.

Secondly, the Competition Law also provides for antml system for the enterprises

operating in the state-monopolised domains, ensaprproducing and supplying public-

utility products and services. As per Article 16g tstate would keep a check over these
enterprises by deciding on the buying prices atithgeprices of goods and services in the
state-monopolised domains and deciding on the diemtvolumes and scope of the market
of goods and services in the state-monopolised tmfia

At present, products such as vaccines and sergigels as transportation and supply of
essential medicines which are listed for use apitals and clinics (as prescribed by the
Ministry of Health) and antibiotics such as Oxy&elcline, Ampicilline, Tylosin and
Enrofloxacin for use by ethnic minorities and peofing in remote areas are classified as
public-utility products’® Enterprises trading or distributing these produatsuld be
controlled by the state through the above-mentioneshsures. Therefore, competition
amongst distributors of these products would bestsuibially influenced by the controlling
measures of the state.

2. The Law on Medicines 2005 and Its Implementation Rgulations

The Law on Medicines was promulgated by the Natiédssembly of Vietham on June 14,
2005, and took effect from October 1, 2d65The Law regulates the trading of
pharmaceuticals, their registration and circulatitve supply and use of medicines, provision
of information and advertisements on medicinesiiadl test of medicines, management of
addictive medicines and medicines for mental prolsleingredients for producing medicines
and radioactive medicines, quality standards abdrigory tests for medicines, éfcThis
Law applies to all organisations and individualshivi and outside Vietnaiff. Therefore, the
Law and its implementation regulations will dirgcttegulate the activities of trading,
distributing, circulating and advertising medicir®s enterprises of all economic sectors in
Vietnam. This section would examine and evaluatmesqrovisions of this Law on
Medicines and its implementation regulations towhether they have any direct or indirect
implications on competition in the market for phawgautical distribution. This includes
provisions on the prerequisites for distributingaphaceuticals, requirements for quality
control, pricing of distributed medicines, advestieents and promotional sale during the

*4 For more information see Decree No. 31/2005/NDig3Red on March 11, 2005, by the Government on the
production and supply of utilities and public gopds
> Decree No. 31/2005/ND-CP, List B and C; Decree NeD/2003/ND-CP issued on December 25, 2003, by
the Government guiding the implementation of sommigions of the Ordinance on Prices, amended lorde
No. 75/2008/ND-CP issued on June 9, 2008 by thee@uwrent, Article 2.
“°Law on Medicines, Article 72.
" Law on Medicines, Article 1(1).
“8 Law on Medicines, Article 1(2).
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whole process of pharmaceutical trading and distion.
2.1. Prerequisites for Entering the Market for Pharaceutical Distribution

Medicine trading, including pharmaceutical disttibn by all means, is classified as a
conditional busines¥. In order to enter this market, enterprises needbtain a certificate
proving that they are qualified for dealing in n@des. Pharmaceutical distributors are only
to do business in those areas and scopes as siatieeiir certificates® These certificates
would be granted by the provincial Department oflttefor each distributot: Conditions
for the issuance of certificates depend on the noddistribution (bulk, retail or importation)
and the types of medicines which are being distedbu(ordinary medicines or specially-
controlled medicines).

(a) Conditions for Wholesalers

In order to be recognized as wholesale pharmaadsitfcany enterprise must meet the two
following conditions:

() Have a professional manager with pharmacists’ fimtes® which are suitable to
each type of wholesale business structure; and

(i) Have the infrastructure and human resources medatirgrequirement of Good
Distribution Practices (GDPwhich are being implemented as per schedfule.

In order to meet the first condition, the professilomanager has to meet the following
conditions:

- Be a university graduate in medicines; in the asading in vaccines or medical-
biological products, be a university graduate inditi@es or medical practices or
biology; in case of enterprises, co-operatives nmhividual households dealing in
pharmaceutical ingredients, oriental medicines agrbal medicines, be a
university/college graduate in medicines or be avarsity/college graduate in
traditional medicines or hold other equivalent ifiegtes in medical practices,
pharmaceuticals or traditional herbal medicirfeisy the case of an agent dealing in

9 Law on Medicines, Article 11(1).

0 Law on Medicines, Article 20(2).

1 Law on Medicines, Article 11(3b).

2 pharmaceutical wholesalers include: (i) pharmacautenterprises, (ii) co-operatives, or individual

households which produce and trade in pharmaceinigeedients, oriental medicines and other medisifrom

pharmaceutical ingredients, (iii) marketing agefutis vaccines and medical-biological products. Sesvlon

Medicines, Article 21.

*3 Pharmacists’ certificates would be granted byNftieistry of Health to those individuals who are istgred

for trading in medicines with foreign-invested dafs and by the provincial Department of Healthtfa rest of

the cases. See Law on Medicines, Article 13(3).

>* Good Distribution Practices.

% Decree No. 79/2006/ND-CP issued on August 9, 2B96the Government guiding the implementation of

some provisions of the Law on Medicines, Article 22

% All types of certificates related to medical pssfon, medical materials or traditional formulatoand

professionalism in traditional and herbal medicinesild be granted by the Minister of Health, in @cance
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vaccines or medical-biological products, be a galaniversity graduate in medicines
or medical practices or biology;

- Have practical experiences of at least three y@arging at a legal pharmacists or
two years at enterprises, co-operatives or indalidinouseholds dealing in
pharmaceutical ingredients, oriental medicinestzarthal medicines or agents dealing
in vaccines or medical-biological produdfs;

- Have professional ethics; and
- Be of good health to be able to practfce

In order to meet the second condition mentionedvepahe enterprises have to have
infrastructure and human resource meeting the reapnts laid out in the code of “Good
Distribution Practices”, which is being implemeniasl per the schedule set by the Ministry
of Health. At present, the rules in the code of 6@®istribution Practices” have been issued
by the Ministry of Health in accordance with thecidn No. 12/2007/QD-BYT on January
24, 2007%° Wholesale pharmaceutical enterprises have to laweanagement structure,
processes, human resources, storing facilitiessp@artation means and all equipments, etc.,
meeting the requirements of the Decision No. 12Z72Q00-BYT. Regarding the schedule, the
Decision stipulates that, from Jan 1, 2011, allrptaeutical distributors have to meet the
requirements of the “Good Distribution Practicess, prescribed by this Decision. After this
Decision takes effect, all newly-established phaenéical wholesalers have to meet the
requirements of “Good Distribution Practices” irder to obtain a Certificate for having met
the requirements for dealing in medicines. From 1a2008, all certified pharmaceutical
wholesalers have to meet the requirements of theot@istribution Practices” in order to
extend the term of their certificat®.

In general, the conditions set for the professionahager, as well for the infrastructure and
the human resource in the code of “Good Distribufractices”, are quite high. They may
constitute entry barriers for enterprises which ldolike to start in the pharmaceutical
wholesaling market in Vietham. However, these emtayriers are necessary in order to

with the socio-economic conditions and the demadrithe people in each province in specific time pédsi At
present, these certificates are regulated by Girchb. 02/2007/TT-BYT issued on January 24, 20Q7the
Ministry of Health guiding the implementation ofrse provisions on the conditions for doing businesthe
pharmaceutical sector in accordance with the LawMadicines and Decree No. 79/2006/ND-CP issued on
August 9, 2006, by the Government guiding the imm@atation of some provisions of the Law on Medisine
Section Il, Article 6. See also the Decree No. @30&ND-CP, Article 15(1).
" Legal pharmacists are those pharmacists who aebliskied in accordance with the law, including: (i
establishment trading in medicines; (ii) the pharendical department of hospitals and clinics; @ighools for
training pharmaceutical professionals; (iv) pharewdical research institutes and institutions amtres which
undertake clinical tests of medicines; (v) relevstate agencies in the pharmaceutical sectorrépiesentative
offices of foreign businessmen operating in the rpleeutical sector in Vietnam; and (vii) other
pharmaceutical establishments as prescribed bySaw.Decree No. 79/2006/ND-CP, Article 2(1).
8 Law on Medicines, Article 13(1); Decree No. 79/800D-CP, Article 15(3).
%9 Decision No. 12/2007/QD-BYT, which is supplementgdDecision No. 29/2007/QD-BYT issued on May
11, 2007 by the Ministry of Health.
¢ Decision No. 12/2007/QD-BYT, Section Il (1).
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ensure that medicines reach the consumers timegguately and having the expected
quality.

(b) Conditions for Pharmaceutical Retailers

In order to qualify as a pharmaceutical retdifean enterprise has to meet the following
conditions:

(i) The owner of a retailer has to be a certified plzaist, suited to the organisation
structure of the retailing business; and

(i) The infrastructure and human resource of the negpibusiness have to be in
accordance with the standards of Good Pharmacyicea¢GPP§?

In order to meet the first condition, the ownertlué retail business has to have professional
ethics and good health for practicing medicinesraeédt the following criteria:

- The owner of a pharmacist based at municipal céagesvell as provincial cities and
towns has to be a university graduate in medicameshas to have at least five years’
experience of practicing at a legal pharmacy; fineo areas, the owner has to be a
university graduate in medicines and has to havkeast two years of practicing
experience at a legal pharmacy;

- The manager of a pharmacist has to hold at leasllege degree in medicines and
have at least two years’ experience of practicelagal pharmacy;

- The owner of a business retailing agent has to bert#fied assistant pharmacist and
has to have at least two years’ experience of jgeaat a legal pharmacy;

- The manager of a clinic has to be at least a mtdissistant pharmacist and has to
have at least two years’ experience of practica lggal pharmacy; and otherwise at
least hold a certified nursing degf&e.

In order to meet the second condition, the refgilisiness has to have infrastructure and
human resource satisfying the standards of “GoodrrRacy Practices”, issued by the
Ministry of Health in accordance with the Decisibio. 11/2007/QD-BYT on January 24,
2007%* including the basic principles and standards fofgssional practices at pharmacies
by pharmacists and assistants. This Decision pbescdifferent schedules for various types
of pharmaceutical retailers. For example, from aayul, 2011, all large pharmacies in
Vietnam have to meet the standards and criteri&obd Pharmacy Practices” as prescribed
by the Decision No. 11/2007/QD-BYT. However, forahlscale pharmacies, this deadline is

®1 Pharmaceutical retailers include pharmacies, pheentical retailing stores, marketing agents oémgmises,
and the medicine stores of clinics. See Law on ®lads, Article 24(1).
%2 See Decree No. 79/2006/ND-CP, Article 23.
8 Law on Medicines, Article 13(1) and Article 25; @ee No. 79/2006/ND-CP, Article 15(4).
% Decision No. 11/2007/QD-BYT, which is supplementgdDecision No. 29/2007/QD-BYT issued on May
11, 2007, by the Ministry of Health.
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extended until January 1, 203%3.

Similarly, as in the case of pharmaceutical whatsaretailers have to meet the stringent
requirements of the Law in order to be certifiedh@ving the necessary conditions for
pharmaceutical practices. These are necessaryreetpnts in order to ensure the safety of
pharmaceutical consumers.

(c) Conditions for Pharmaceutical Importers

Vietnamese enterprises manufacturing and/or digtrig medicines in bulk, after being
certified as having the necessary conditions farplaceutical practices and standardised
storing facilities (as in Good Storage Practice{3Swill be allowed to import medicines,
as per the law, the decisions of the Ministry ofilfeand other relevant regulatiots.

It is important to note that direct pharmaceuticaport licences are only given to
Vietnamese enterprises without foreign capital gbation. Foreign-invested enterprises
(FIES), after having been certified as having tleeessary conditions for pharmaceutical
practices, would be allowed to directly import antteorise imports ofpharmaceutical
ingredientsin order to serve manufacturing needs, as prestriib their investment permit.
FIEs are not allowed to directly import and distitdd medicines in Vietham and can only
import and distribute medicines via Vietnamese mpniges having pharmaceutical import
licences (unless otherwise prescribed by Vietnanesg®® If foreign-owned companies
want to import medicines into Vietham, they havelbtain a permit for dealing in medicines
and pharmaceutical ingredients in Vietham. Andytlean only provide medicines and
pharmaceutical ingredients to Vietnamese pharmmegumporters, as per the scope of
business prescribed in their pernfitsRegarding pharmaceutical ingredients, excipients,
follicular cover and package, which is directlyaatied to imported medicines, foreign
suppliers do not need to have permit for dealinmedicines and pharmaceutical ingredients
in Vietham. Foreign-owned companies having a perfoit dealing in medicines and
pharmaceutical ingredients in Vietnam are allowedstipply registered medicines and

% Decision No. 11/2007/QD-BYT, Chapter IlI, Sectiotowever, this schedule is applied earlier in¢hse of
pharmacies, pharmaceutical retailing stores andilees of oriental medicines and medical materfatsn
hospitals. For example, the pharmaceutical depatsnef hospitals would have to meet the requiremeiit
Good Pharmacy Practices since January 1, 2009.yWestéblished pharmacies in cities like Hanoi, Hu C
Minh City, Da Nang and Can Tho would have to mbesé requirements since January 1, 2010. See &ecisi
No. 24/2008/QD-BYT issued on July 11, 2008, by Miaistry of Health on the organisation and openasiof
hospital pharmacies.
% Good Storage Practices.
" Decree No. 79/2006/ND-CP, Article 24(1).
% Circular No. 06/2006/TT-BYT issued on May 16, 206§ the Ministry of Health guiding the exportatjon
and importation of medicines and cosmetics, Sedtidmticle 3.1 and 3.2.
8 Circular No. 06/2006/TT-BYT, Section I, Article B( The procedures for registering business in the
pharmaceutical sector in Vietham for foreign entiegs are stipulated in Circular No. 17/2001/TT-Bi¢$ued
on August 1, 2001, by the Ministry of Health guiglithe registration of business by foreign entegsrifor
operations related to medicines and pharmaceutizdérials in Vietham. The procedures for registratof
business relating to vaccines and medical-bioldgicaducts in Vietnam by foreign enterprises angusated by
Circular No. 10/2003/TT-BYT issued on December 2@)3, by the Ministry of Health guiding the regidion
of business by foreign enterprises for operatiefested to vaccines and medical-biological products.
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pharmaceutical ingredients (which are authorisedhgy manufacturers for registration by
Vietnamese enterprises) to Viethamese enterpris€égethamese importers who are qualified
for direct importatiorf°

It is clear that the regulations on the right toport and distribute medicines are
discriminatory between 100 percent Viethamese-ovargdrprises, FIEs and foreign-owned
companies. This discrimination may go against thgaive of promoting a level playing
field by the Competition Law 2004. However, it exts the industrial policy objective of
promoting the domestic sector of the pharmaceusieator in Vietnani® It should also be
noted that pharmaceutical distribution is exemgtedh the list of industries/sectors to be
liberalised under Vietnam’s accession commitmemtstite World Trade Organisation
(WTO).”? This means that, in the future, whether foreigmed companies or FIEs can
participate in pharmaceutical distribution sectornot solely depend on Vietnam’s policy
decision.

Principles and standards of “Good Storage Praétmesissued by the Ministry of Health in
accordance with Decision No. 2701/2001/QD-BYT omeJi29, 2001. Accordingly, GSP
includes specialised measures, which are suitablstérage and transportation of ingredients
and products at all stages of manufacturing, pvesen, storage, transportation and
distribution of medicines, in order to ensure tthegt final pharmaceutical products have the
expected quality for being used by consumers.

The schedule for implementing the Good Storagetieescis prescribed by Decision No.
27/2007/QD-BYT issued by the Ministry of Health April 19, 2007’ Accordingly, from
July 1, 2008, all pharmaceutical businesses whaste been, and are, dealing in importation
of medicines need to have storing facilities magtthe GSP qualifications in order to
continue importing. Since this Decision has takiéece all pharmaceutical businesses which
are applying to have import licences (for both pieceutical ingredients and final products)
ought to have storing facilities meeting the GSRlifjuations. From January 1, 2011, all
businesses which deal in, store and maintain nmeghciall pharmaceutical departments of
hospitals, all research institutions and clinicgent start the implementation of GSP.

GSP might act as entry barriers for enterprisescivhivant to import medicines for
distribution in Vietnam. However, these are necgssanditions to ensure that imported

0 Circular No. 06/2006/TT-BYT, Section I, Article B
™ For more information, see the Strategy for Phasmutical Industry Development till 2010, approvedthg
Prime Minister in Decision No. 108/2008/QD-TTg dhtsugust 15, 2008.
2 The Report of the Working Group on the AccessibrVietnam to the World Trade Organisation dated
October 27, 2006, Section Il — Schedule for speadfmmitments on services and List of MFN exemtion
according to Article Il, p. 37.
3 For more information, see Decision No. 47/2007/BDF issued on December 24, 2007, by the Ministry of
Health on the application of principles and staddaregarding “Good Manufacturing Practices”, “Good
Medical Testing Practices”, “Good Storage Practiasd “Good Distribution Practices” for manufactige
clinical testing houses, traders, distributors,cetgrs and importers, logistics service provideith wegard to
vaccines and medical-biological products.
" Decision No. 27/2007/QD-BYT, Article 1 (2c, d, add).
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medicines are stored and maintained for good quadilit serve the needs of consumers.
Besides, the Law on Medicines also allows thoseerprises which do not meet the
gualifications for direct importation to be able &uthorise imports by other qualified

businesse& This authorisation would be undertaken in accocdanith the provisions of the

Commercial Law on authorised impoffs.

(d) Conditions for Distributors of Specially-controlled Medicines

For specially-controlled medicines such as addistivmental medicines and ingredients,
radioactive medicines, in addition to the above toeed conditions, pharmaceutical
distributors also have to meet some other specdiditions. For example, for radioactive
medicines’ the distributors need to have a permit on “enguratioactive safety”, issued by
the Ministry of Science and Technology and the gers charge of ensuring radioactive
safety needs to undergo proper training programjoiesly organised by the Ministry of
Science and Technology and the Ministry of Heattti have to be able to obtain the required
certificates in this regar®.For mental medicines, addictives and ingrediehts distributors
have to meet some conditions prescribed by the d@elio. 80/2001/ND-CP, issued by the
Government on November 5, 2001, which provides ayui¢ on how to control legal
activities related to drugs in Vietham and the BecNo. 58/2003/ND-CP issued by the
Government on May 29, 2003, which stipulates thetrob of importation, exportation and
goods in transit in Vietham of drugs and ingredseratddictives and mental medicines, as
well as other relevant regulatioffs.

2.2. Regulations over Pharmaceutical Distributiorctlvities

After entering the market, distributors have to pbnwith various conditions set by the Law
on Medicines and its implementation regulationsardong the products to be distributed,
pricing and advertisement and sales promotion ofiohees. This can be considered as a
barrier against business expansion and developmseme the compliance would involve
certain costs. However, these requirements stem fhe special status of the products to be
distributed and serve the ultimate objective oftgeong the health and life of consumers.
Therefore, what should be carefully considered iketwer these requirements are
discriminating amongst the distributors in ordercteate unfair competitive edges or not.
Besides, we might also consider whether the résinis created by these requirements upon

S Law on Medicines, Article 19(1).
"% |bid. See also the Commercial Law 2005, Article 155:166 Decree No. 12/2006/ND-CP issued on January
23, 2006. by the Government guiding the implemémabf the Commercial Law regarding international
purchase and sale of products and other activiésged to purchasing, selling, sub-contractinggodds in
transit, Article 17-20.
In order to be granted permits on radioactive tyafenterprises have to meet the requirementsnsetree
No. 50/1998/ND-CP issued on July 16, 1998, by thegenment guiding the implementation of the Ordg®n
on Radioactive Safety and Control, and the CircMar 05/2006/QD-BKHCN issued on January 11, 2086, b
the Ministry of Science and Technology guiding grecedures for registration and granting of perrfots
activities related to radioactivity.
’® Decree No. 79/2006/ND-CP, Article 33.
" Decree No. 79/2006/ND-CP, Article 32(2).
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business development are of an appropriate levebor
(a) Regulations on Medicines Legally Circulated

In order to be circulated in Vietnam, the medicihase to ensure the following requirements
are met:

() They have to be of the quality previously registiere
(i) They have to be properly labelled, as prescribeldw;

(iif) The materials used for packaging and the pgakg formats must ensure the quality
of the medicines are not adversely affected;

(iv) The medicines need to have a registration numberv{sa’); or in case of no
registration yet, need to have been imported, ascpbed by Point a-b, Section 2,
Article 20 of the Law on Medicines; and

(v) The prices of the medicines have to be registesguea the provisions of the Law on
Medicines, which means that, in case of importedlionges, the importing prices
cannot be higher than those in other countriehénrégion which are at the similar
stage of development as Vietnam regarding the heaittor or economic activities,
during the same period of tinf@.

Henceforth, in order to circulate medicines, pharewgical distributors or manufacturers
need to register the medicines with the MinistryHafalth. Based on the results of clinical
tests on the effectiveness and safety of the mesliciexcept for those exempted from clinical
tests, as per Article 55 of the Law on Medicinas] ¢he technical documents on medicines
and national pharmaceutical policy, the MinistryH#alth will provide the enterprises with a
registration number (or also called in Vietnamyiad’ numberf! Enterprises have to follow
the procedures set out by Decision No. 3121/2001BYD issued by the Ministry of Health
on July 18, 2001, on the promulgation of “Proceduim Drug Registration”. For vaccines
and medical-biological products, enterprises hawefdilow the procedures set out by
Decision No. 4012/2003/QD-BYT issued by the Mirystf Health on July 30, 2003, on the
promulgation of “Procedures for the registration wdccines and medical-biological
products”. Accordingly, foreign enterprises, afbming permitted by the Ministry of Health
to do business on pharmaceuticals in Vietham, dart ghe registration process at the
Ministry, either for normal medicines or vaccineadamedical-biological products.
Therefore, regulations on drug registration do distriminate against enterprises of any
particular economic sector, as in the case of phaeutical importation, as discussed above.

Regarding labelling, as per Article 37 of the Law Medicines and the Circular No.
04/2008/TT-BYT issued by the Ministry of Health d&ay 12, 2008, on pharmaceutical

8 Law on Medicines, Article 36(1).
8 | aw on Medicines, Article 35(1).
82 Decision No. 3121/2001/QD-BYT, Article 2(1); Deicis No. 4012/2003/QD-BYT, Article 3(2).
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labelling, certain information has to be given twe tabels of any medicine, including the
name of medicines, active elements, content andertration level, packaging procedures;
specification and usage, anti-specification; foratioh, registration number or import permit
number, manufacturing batch, manufacturing dateirgxdate and storage conditions;
important notices; name and address of the instistor individuals who are responsible for
the medicines; origin; and usage specificatibnsFor domestically-manufactured
pharmaceutical products, the manufacturers areonsgge for labelling, not the distributors.
Importers have to make additional labelling (if treginal labelling of the products is not
appropriate for use in Vietnam), in addition to theginal labelling, before putting the
medicines in circulatiofi* These regulations apply equally to enterpriseslbfconomic
sectors, which are qualified for pharmaceuticalriigtion, as mentioned above.

Medicine is a special product, which has to begdaander strictest quality control. The Law
on Medicines strictly prohibits the distribution ofiedicines of unknown origins, fake

medicines, bad-quality products, expired productedicines prohibited from imports,

medicines under clinical tests, medicines not aigkd for circulation yet, sample products
used for registration or for marketing with doct®t§he quality of medicines has to be as
registered and not lower than the national starsdantthe quality of medicin&8.

(b) Regulations on Pricing

As mentioned above, medicine is a special prodadtansumers do not have a wide range
of substitutes to choose from. Therefore, the pgaf medicines is also regulated by state
agencies. Section 1, Article 5 of the Law on Mathksi stipulates that, “the State regulates the
pricing of medicines on the principle of allowinganufacturers, exporters, importers and
traders to set their own prices, compete on praces be solely responsible over the prices
set, however retain the right to stabilise the ggion the market in order to fulfil the
obligations of ensuring public health”.

Currently, as per the Law on Medicines and the Beddo. 79/2006/ND-CP, before being
put into circulation, the prices of medicines havebe registered by the manufacturers and
importers. In case of change, the prices have tefregistered with relevant state agencies,
to ensure that the prices are not higher than thos®muntries in the region which are at
similar stages of development as Vietnam, with reédga the health sector and commercial

8 For some special cases of labelling, such asdafoel materials, labels on medicine bars, labelslioect
covers of small-size, labels on formulations as pescriptions, and labels on medicines for useational
medical programmes, there is some other mandatéoynation which is to be provided. See furthe€ircular
No. 04/2008/TT-BYT, Section 11.B
8 Circular No. 04/2008/TT-BYT, Section 1.9
8 Law on Medicines, Atrticle 9(3)
8 Law on Medicines, Article 66(2). The national stards for quality of medicines are prescribed ia th
Vietham Pharmaceutical Encyclopaedia. This is tlelec of standards prepared by the Pharmaceutical
Committee for approval and promulgation by the Mgti@ei of Health. It is important to note that phacmatical
distributors can use the standards prescribed eaersr in international pharmaceutical encyclopmext
registered by these distributors and approved éyMmistry of Health. See further at Decree No.2D®6/ND-
CP, Article 10(4)
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conditions®” Wholesale prices and retail prices have to bedisis per regulatioff§.All
enterprises have to be solely responsible for theep set, registered and list€During the
process of doing business, manufacturers and iengodf medicines cannot sell at prices
higher than those registered. In case of sellingeprhigher than registered prices, the
enterprises have to re-register and explain taetevant state agencies before applying the
new prices? In case the selling prices are lower than registarices, enterprises have to
comply with legal regulations on anti-dumpitigRelevant state agencies in charge of
regulating pharmaceutical pricitfgwill update and make public all the registeredgsi on
the health sector's website, magazines and othes mmedia, to provide the base to which
consumers, clinics and hospitals can refer wheghasing medicines, as well as to wield
state control and administration over pharmaceliceing.>®

In general, the regulations over pricing of medssirset by the Law on Medicines and its
implementation regulations help to ensure the prarency and information dissemination
over the prices of medicines being distributed iatvam. The Law allows enterprises to set
their own prices on competitive basis, but the gmiges have to register with the relevant
state agencies and prices are to be publicly listéds level of control is completely
appropriate for this sensitive product.

The Law on Medicines also strictly prohibits theisé of monopoly power in pharmaceutical
trading, in order to accrue illegitimate rents, da®ry pricing or excessive pricifig.As
compared to the Competition Law, this regulatiditests the general principle of prohibiting
the abuse of monopoly power to set excessive ptccéarm consumers or to use “predatory
pricing” tactics to harm other competitors. In geeArticles 13 and 14 of the Competition
Law provide an overview of the prohibited practibgshe Law on Medicines.

It is important to note that Vietnam’s anti-dumpiag’® only provides for dumping of prices
in the case of imported products. It does not apgiign an enterprise sells below the normal

87 Countries in the region which are at similar stagé development as Vietnam with regards to the
pharmaceutical industry and other commercial camuitare those countries with the following statssimilar
as Vietnam’s: (i) Gross Domestic Products per eapér annum, (ii) Parity Purchasing Power per eapdr
annum, (iii) the network which supply healthcarevees. See Decree No. 79/2006/ND-CP, Article 10(4)
8 The style, format, timing and content for medicpréce listing; and the procedures for registratiom re-
registration of medicine prices are prescribedhat lnter-Ministerial Circular No. 11/2007/TTLT-BYBTC-
BCT between the Ministry of Health, the Ministry Bfnance and the Ministry of Industry & Trade dated
August 31, 2007 guiding the implementation of Stateninistration over medicine prices for human use.
8 |aw on Medicines, Article 5(2), Decree No. 79/200B-CP, Article 8-11
% Handling of violations related to medicine pricegistration and listing is stipulated at Decree No.
169/2004/ND-CP issued on September 22, 2004 b&twernment on administrative fines in pricing, Alei1;
Article 14 of the Decree No. 120/2004/ND-CP issoad~ebruary 12, 2004 on the State administratigoricks
of medicines for human use; Decree No. 45/2005/NDi€sued on April 6, 2005 by the Government on
administrative fines in the health sector.
1 Decree No. 79/2006/ND-CP, Article 10(3)
%2 Drug Administration of Vietham (DAV) - Ministry oflealth. See Law on Medicines, Article 13
% Decree No. 79/2006/ND-CP, Article 10(5)
% Law on Medicines, Atrticle 9(7)
% See the Ordinance on Anti-dumping of imported goido Vietnam; and the Decree No. 90/2005/ND-CP
issued on July 11, 2005 by the Government guidiegmplementation of some provisions of this Ordrea
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prices of the products or below the registeredestriesides, Section 1, Article 13 of the
Competition Law only prohibits enterprises from sibg their dominant positions or
monopoly to set prices below total manufacturinggs. Therefore, the regulations in cases
where enterprises sell below registered pricesnateexhaustive. This is one point which
needs to be considered for revision.

(c) Regulations on Advertisement

In addition to general legal provisions on advergsand sales promotion, enterprises also
have to comply with specific regulations on pharewdical promotion and advertising

stipulated by the Law on Medicines and its impletagon regulations. Notably, there are
two important provisions as follows:

() It is prohibited to use tangible benefits or abuke name and reputation of
organisations and individuals, mails and letterslimical test results unrecognised by
the Ministry of Health and other similar tactics fbe purpose of advertisemént.

(i) The scope of pharmaceutical advertising is restliets follows: prescribed medicines
cannot be publicly advertised by any means; and-theecounter (OTC) medicines
can be advertised on advertising media.

In case where OTC medicines are being advertisethermass media (such as radio or
television), the medicines have to:

- Contain active elements which are listed as ‘adsadte’ on radio and television by
the Ministry of Health; and

- Be effectively and currently registered in Vietnam.

At present, the list of active elements that caratheertised as such is provided in Decision
No. 45/2007/QD-BYT issued by the Ministry of Heatth December 18, 2007, regarding the
issuance of the list of active elements which canaldvertised on radio and television.
Accordingly, the types of medicines which can beestised on the television are quite

restrictive. For example, only those medicines Whace being used for treating common
diseases or sickness or can be used by the patemselves without consulting or visiting

doctors, without remarkable consequences, candisteeed for advertisements.

Besides the Law on Medicines, the Regulations éoriimation and advertisemefitsegard
medicines as a special product which can diredtscahuman health. The Regulations also
provide for “scientific” content in advertisementm medicines® The content of the
advertisements have to be in accordance with thgeuspecification leaflets examined and

% Law on Medicines, Article 52(2).
" Law on Medicines, Article 53.
% Decision No. 45/2007/QD-BYT, Section 1.1.3 & 1.5.
% |ssued together with Decision No. 2557/2002/QD-BrJuly 4, 2002, by the Ministry of Health.
190 pecision No. 2557/2002/QD-BYT, Atrticle 4.
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approved by the Ministry of Health or relevant staggencies of the same level of the country
(in which the medicines are legally manufactured amculated). And, the content of the
advertisements also has to be in accordance wéhrebearch entry on the medicines in
subject in the National Pharmaceutical Encyclopediaother documents internationally
recognised® The regulations classify pharmaceutical advenisitio two types: advertising
to health workers and advertising to the publice Ministry of Health (Drug Administration

of Vietnam DAV) would be able to censor the contehtthe advertisements before the
pharmaceutical distributors can put the advertiseménto use or before the advertising
agencies can undertake the advertisements. Acgbydim order to advertise any type of
medicine, enterprises would have to submit an eaftin to the DAV. After 15 working
days from the day of the receipt of the applicatibthe DAV does not request changes or
revisions in writing, the enterprises can put theeatisements into use, as per the content
submitted. If they are asked to make changes asioms, the enterprises have to do the
needful and then re-submit the application (with thanges/revisions incorporated) to the
DAV. The enterprises can put the new advertisememtsuse, if, after five working days
from the day of receipt of the revised applicatitime DAV does not have any express
opinion %2

From the perspective of competition, these stringefes on pharmaceutical advertising
would involve additional costs and time for firnagfecting the business and, therefore, may
restrict the business development process. Howdlvese rules are put in place in order to
protect the legitimate interests of the medicinersisThey are absolutely essential, provided
that they are applied equally and fairly amongst@mpetitors.

The Law and regulations on medicines and the Catigetaw converge when it comes to
incorrect and misleading advertisement. The LawMedicines and the Regulations on
Pharmaceutical advertising do not prohibit othefainacts regarding advertisements and
sale promotion, as prescribed by the Competitiorw Lor example, comparative
advertising). Regarding the accuracy of the adsemient, however, the law and regulations
on medicines are more detailed than the Competitiaw. For example, whereas the
Competition Law only prohibits incorrect and migsle® advertising (Point a, Section 3,
Article 45), Article 26 of the Regulations on Phaceautical advertising also prohibit the use
of sentences, words, images or sounds which migptass upon the public that using the
advertised medicines is the best solution or thdiciiees do not have any negative effects,
etc.

However, when it comes to fines and remedies foorirect and misleading advertising and
information, Decree No. 45/2005/ND-CP issued by @mvernment on April 6, 2005, on
administrative fines in the health sector does paivide any fines for incorrect and
misleading advertisement and informatf8h.This would be quite a gap if the sectoral
administration does not co-operate with the comipatiauthorities in order to use the fines

1% pecision No. 2557/2002/QD-BYT, Article 12.
192 This procedure is stipulated in details at Decisim. 2557/2002/QD-BYT, Article 42.
103 5ee Article 39.
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and remedies provided for unfair competition aagtslgding misleading advertising) by the
Competition Law and the Decree No. 120/2005/ND-CP.

3. Other Relevant Laws and Regulations

In addition to the Law on Competition, the Law oreditines and its implementation
regulations, the competitive process in the phaeutical distribution sector in Vietnam is
also regulated by other relevant laws and regulatguch as regulations on investment, the
establishment and management of enterprises; temga on commercial activities;
regulations on prices; regulations on taxation iatellectual property rights (IPRs), etc. Here
below is an overview of the general legal framewwatkich regulates and may affect the
competitive process amongst pharmaceutical digorbun Vietnam.

3.1. The Investment Law 2005

At present, besides the specific regulations ofpth@maceutical sector, all new investments
or expansion of current investment projects arectly regulated by the Investment Law
2005 and its implementation regulatidfis.

The Investment Law 2005 regulates and specifiegémeral policy of the Government of
Vietnam on investment. Accordingly, investors dlteveed in all sectors/industries which are
not restricted by law; they can make their own siecis and undertake their investments in
accordance with the laws; the state would treagstars of all economic sectors, domestic or
foreign, equally; and the state would promote awilifate all investment®” This policy is
completely in line with the policy to promote andhimtain a level playing field and fair
competition amongst all enterprises by the Compatitaw.

The Investment Law prohibits investors from manteang medicines used for human
beings, vaccines and medical-biological productsciwhare yet permitted for usage in
Vietnam!®® However, the Law encourages investors to manufactpharmaceutical
ingredients and medicines for treating sexuallpdraitted diseases (STDs); vaccines;
medical-biological products; herbal medicines; aniéntal, traditional medicines which are
permitted for usage in Vietnatfl’ In addition, the Law also reflects the investmgalicy in
the pharmaceutical sector. Accordingly, those itmest projects which have the objective
of developing the pharmaceutical industry into @aspeading scientific and technically
advanced industrial sector, such as applying addamechnology to produce medicines or
pharmaceutical ingredients, essential medicinamport-substituting medicines, etc., would
be entitled to preferential treatment regardingatam, capital and land-use rights, Ett.
Besides the preferential treatments given to aertaeas of investment, the Law also

1% The Investment Law 2005 was passed by the Natiassembly on November 29, 2005, effective from July
1, 2006. See the Investment Law, Article 89.

195 |nvestment Law 2005, Article 4(1-2).

1% Decree No. 108/2006/ND-CP issued on Septembe2@® by the Government guiding the implementation
of some provisions of the Investment Law, Annex D.

97 Decree No. 108/2006/ND-CP, Annex A.

198 aw on Medicines, Article 3(1); Decree No. 79/200B-CP, Article 4(1).

50



Using Competition Law to Regulate Anti-competifvactices in the Pharmaceutical
Distribution System in Vietnam

provides preferential treatments based on geograplaication of projectt?

The question is whether the preferential treatmgivsn for certain projects in certain areas
of investment and regions might give undue comipetifavour to certain investors at all or
not. It is clear whether the investors doing bussnen the areas and regions listed for
preferential treatment may benefit from some adwged over those not doing business in
those areas and regions. However, from the pefigspeat competition, the enterprises not
investing in the same areas or geographical regimnsnot be direct competitors. Therefore,
the preferential treatments might not result inaimicompetitive edges. Besides, these
preferential treatments are also being given taraéstors without discrimination (except
those cases stated below) and, hence, enterpasealways decide which areas and regions
to invest in.

The Investment Law stipulates that investment itite distribution sector, including
pharmaceutical distribution, is a conditional besi sector for foreign investdrs. As
mentioned above, neither the Law on Medicines netndm’s WTO accession commitments
liberalise the pharmaceutical distribution sectatlyf for the participation of foreign
investors. This may adversely affect the competitletween domestic players and foreign
companies in the pharmaceutical distribution sector

Regarding the rights and obligations of investdng, Investment Law is centred upon the
principle of non-discrimination amongst all invastoAll rights of access to capital, public
utilities or rights to advertise, etc., are nonedi®inatory amongst investors. However, this
principle does not include the right to import amghorise import$'* where there remains

differential treatment between domestic and foreigmpanies.

Regarding the form of investment, the Investmemnw lpsovides for many types from which
investors can choose. As mentioned above, distoibus a conditional business sector for
foreign companies. Therefore, the choice on forrmeéstment available to foreign investors
in this sector would be more restricted, as congpanethose forms available to domestic
investors. Regarding the forms of investment whigld to economic concentration and
affect the market structure, such as joint-ventusesck purchase, mergers and acquisitions,
the Investment Law only stipulates the formats pratedures for investment and refers to
the Competition Law and other relevant laws forcdgeng the conditions which are
necessary for the undertaking of mergers and aitignis.> However, according to Article
17 of the Competition Law, all joint-ventures ancergers are considered as economic
concentration activities. The Investment Law doesprovide that, in order to enter into a
joint-venture or undertake a merger, the merginggmhave to ensure that their undertaking
is not prohibited by the Competition LaW’

199 See Decree No. 108/2006/ND-CP, Annex B.
10Decree No. 108/2006/ND-CP, Annex C.
11 Investment Law 2005, Article 15(1).
12 |nvestment Law, Article 25; Decree No. 108/2006/8B, Article 10(2).
13 Decree No. 108/2006/ND-CP, Article 6 & 8.
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Regarding the procedures for undertaking investméme Investment Law 2005 has
eliminated, to a significant extent, all the coropted and unnecessary steps. Essentially,
depending on the business sectors and the levehpital, the investors would have to
register their projects or undergo certain contrglimeasures. For the projects in the area of
pharmaceutical distribution, foreign investors atbject to the regulations of whether to
liberalise the market or not, as per the Law on iRlads and relevant international treaties.
The improvement of investment procedures has darngd to improving the competitive
environment, since the improvement helps enterpriseenter the markets or expand their
business more easily.

3.2. The Enterprise Law 2005

The establishment, organisation and undertakingmtdrprises of all types (limited liability
companies, joint-stock companies, joint ventured pnvate companies of all economic
sectors) are subject to the purview of the Entsepiliaw 2005 and its implementation
regulations:** However, state-owned enterprises (SGEsre still subject to the purview of
the Law on State-owned Enterprises 2003 and itdeim@ntation regulations until they are
completely transformed into limited liability compias or joint-stock companié&

The promulgation of this Law is a great landmarkVietnam’s efforts to create a level
regulatory playing field for all economic entitidsxcept for the transition phase reserved for
SOEs, as mentioned above, the public sector issalbfect to the same regulations as the
private sector and foreign entities, in terms dalelishing, organising and managing their
business. This is the very reason why this Lavaid & have contributed to the promotion of
a level playing field by the Competition Law.

As compared to the Enterprise Law 1999, the 2008 has been greatly improved in terms
of the procedures to be completed for the estabkstt of enterprises. For example, the Law
stipulates that the state agency responsible m@rmrégistration of business has to examine
applications and issue Certificate of Incorporatathin 10 working days from the date of
the receipt of the application’ It also combines the registration of business viit
registration of investment projects (the Certifecaff Incorporation is also the Certificate of
Investment):*® This means that entry market barriers, includimgse in the pharmaceutical
distribution sector, have been significantly redlicélowever, as mentioned above, whether
an investor can successfully enter the market farmaceutical distribution or not depends,

14 Enterprise Law 2005, Article 1. The Enterprise L&805 was passed by the National Assembly in
November 29, 2005, effective from July 1, 2006. Eaterprise Law 2005, Article 171(1).
15 State-owned enterprises are those enterprisesletmiypowned by the State, established, operatiaging
the organizational structure and being registeretbuthe Law on State-owned Enterprises. SOEs@maatly
organized as independent public enterprises orrgeBgate corporations. See the Law on SOEs 2068;|&é\
3(1)
1% See the Enterprise Law 2005, Article 166. Accogtlinthe transition phase would expire 4 yearsrafie
Law took effects at the latest.
17 Enterprise Law 2005, Article 15(2). See also tleei@e No. 88/2006/ND-CP issued on August 29, 2606 b
the Government on Registration of Business.
18 Enterprise Law, Article 20
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to a great extent, on his ability to meet the regyuients set out by the Law on Medicifi&s.

Regarding competitive behaviours of enterprises,BEhterprise Law and its implementation
regulations provide for some conditions and procesidor undertaking some economic
concentration activities and the control of bussnestivities of large Economic Groups.
Specifically:

First, regarding merging of enterprises, Sectio@icle 152 of the Enterprise Law 2005
states that for merger cases where merging parties have a coatbimarket share of 30
percent up to 50 percent in the relevant markdts, legal representatives of the merging
parties have to notify the competition-managingrexyebefore the merger is affected, unless
the laws and regulations on competition stipulateeovise. Merger cases, in which merging
parties have a combined market share of beyond &0ept in the relevant markets, are
prohibited, unless the laws and regulations on cefitipn stipulate otherwisé.The same
regulation and prohibition applies in the caseafuasitions, as per Section 3, Article 153 of

the Law'?°

Secondly, Sections 3 and 4, Article 17 of the DeciNo. 88/2006/ND-CP stipulate the
registration of enterprises after mergers and adipns. Accordingly, the state agency
responsible for registration of enterprises doesrequire the enterprises to provide written
documents proving that they are exempted from theigw of the Competition Law by the
relevant level of authority (in cases where the lood market share of the parties to the
merger/acquisition is from 30 percent up to 50 eetdn the relevant markets) or written
documents proving that they are not prohibitedH®y €ompetition Law to merge, issued by
the competition authorities (in cases where thelsoed market share of the parties to the
merger/acquisition is beyond 50 percent in theveete markets). The obligation of notifying
the competition authorities or obtaining exempti@tls on the parties to the economic
concentration case. However, in order to ensurettieaCompetition Law is complied with
and minimises the cost of enforcement, it is neagst have a clear mechanism for co-
operation between the competition authorities ahd ttate agency responsible for
registration of enterprises.

Thirdly, Article 26 of the Decree No. 139/2007/NDRGssued by the Government on
September 5, 2007, regarding the implementatioth@fEnterprise Law assigns the task of
guiding the control of Economic Groups and theirmbers, as well as the relationship
between the parent companies and the offspringarnmplementation of the regulations on
restrictive agreements and abuse of dominant pasitand monopoly, to the Ministry of

Industry and Trade. However, until now, this gugldocument has not been issued.

3.3. The Commercial Law 2005

The Commercial Law 2005 was promulgated by thedwati Assembly of Vietham on June

19 see more for requirements of conditional busireas¢he Enterprise Law 2005, Article 7(2).
120 Enterprise Law 2005, Article 152(1).
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14, 2005, and took effect from January 1, 2606This is a general law governing all
commercial activities, including the distributiohroedicines in Vietnam.

The Commercial Law recognises the basic principiethe dealing of businessmen, which
affirms that businessmen of all economic sectoesegual before the law in their dealifds.
This is one of the most important principles whighsures fair competition amongst all
economic entities.

Regarding competitive behaviours, the Commercial 2905 is quite consistent with the
Competition Law, in that it prohibits all unfair metition practices. Specifically, Section 5,
Article 100 and Sections 6, 7 and 9, Article 10%td# Commercial Law 2005 prohibit all
unfair sales promotion and advertising practicese TTommercial Law also refers the
handling of these practices to the Competition L&tw.

3.4. Laws and Regulations on Prices

The regulation over prices has already been mesdigartly above during the discussion of
the Law on Medicines 2005 and its implementatiaulations. Besides, the regulation over
prices in Vietnam is also prescribed by the Ordoearon Prices (No. 40/2002/PL-

UBTVQH10 issued on April 26, 2002) issued by thedttent of Vietnam in his Order No.

10/2002/L-CTN on May 8, 2002. In addition, the riegion over pharmaceutical prices is
also prescribed in details by Decree No. 120/20D40¥ issued by the Government on May
12, 2004, on the administration of the prices oflitiees used on human beings.

The regulation over prices, in accordance with@ndinance on Prices, is based on the same
set of principles as the Law on Medicines 2005,ciwhmeans that enterprises have full
autonomy in pricing and compete over prices, butampliance with the laws. In addition,
the state would use appropriate measures to s®lglices in order to protect the legitimate
interests of businesses, consumers as well agated®8 On that basis, the state administers
the prices of all important assets and natural mess, the prices of those products and
services which are important to the welfare of peeple and the national economy or those
products and services supplied by monopolies bynsieasuch measures as price estimation,
price negotiation, price check, control over morigie prices, prohibitions on predatory
pricing, requirement on public listing of pricesppulgation of legal normative documents
on prices, collection of information, forecastinguket trends, as well as dispute settlement.
Accordingly, medicine is an important product foe twelfare of the people and the national
economy, hence subject to the administration agdlagon by the stat¥ Besides, in case

12 Commercial Law 2005, Article 323.

122 Commercial Law 2005, Article 10.

123 See Article 28 and 29(10), and 32 of the Decree 0662008/ND-CP issued on January 16, 2008 by the

Government on administrative fines applicable fammercial offences.

124 Ordinance on Prices (No. 40/2002/Pl-UBTVQH10 daied! 26, 2002), Article 2.

125 Governmental Decree No. 170/2003/ND-CP issued eceBber 25, 2003, guiding the implementation of

some provisions of the Ordinance on Prices — Artit{1), amended by Article 2(1), Governmental Dedye.

75/2008/ND-CP dated June 9, 2008, amending someispyos of the Decree No. 170/2003/ND-CP.

Accordingly, medicines for human use, which aréetisas essential medicines to be used at hospitals
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there are signs of abuse of monopoly or price-fxagreements, relevant state agencies can
take necessary measures. All businesses and indlgidvhen receiving the orders from the
relevant state agencies in such cases, have tigaidh to provide in a timely manner all the
necessary information and data regarding the afsggoduction, circulation, the prices of
monopolised products/services to these state agEficiState agencies shall have the
authority to give cease and desist orders; askdnies to the price-fixing agreements to set
the prices at the level prevailing before the agre@ts come into practice; declare a specific
price;*?’ or impose administrative fines or criminal progémy or damage compensatithi.
These regulations are deficient in a very importsgect, which is that they only look at the
process of setting monopolistic prices as the actatmon of all types of costs (production
and circulation) as well as the prices set by tralpcts/services providers. They have not
taken into consideration the competitive conditiansl the structure of the markets, which
play quite important roles in the formation of mpntstic pricing*?® This is an important
aspect in the pharmaceutical distribution sectdfiginam. This leads to quite short-term and
case-specific remedies being applied, which doéfelp to solve the problems at hand in an
exhaustive manner. Even after revistofithese regulations only touch slightly upon theiéss
of “elements affecting pricing” (including pricetesation methodologies, the conditions for
circulating products, financial statements and ntteeuments) and not market conditions or
special traces of the dealings.

Besides, as per Article 8(1c) of Decree No. 1708280-CP, which guides the
implementation of the Ordinance on Prices, the Meriof Finance would have the authority
to decide the retail prices for some essential oweels for use on human beings. This has
been amended by Article 5 of Decree No. 75/2008@H-Accordingly, the Minister of
Health, in collaboration with the Ministers of Fir@e, Industry and Trade and relevant state
agencies, would provide detailed guidance on thienagon and listing of maximum prices
for the medicines covered by the state budget acdlswelfare. Therefore, the regulation
over prices in this aspect has overlooked sevarpbrtant stages of the distribution system,
for example, import prices or general retail prjcgich are often abused by monopolies.

As per Article 3(4b) of the Decree No. 75/2008/NP;@rice-stabilising measures would be
applied when the enterprises involved have engageahti-competitive agreements, abuses

clinics, as prescribed by the Ministry of Healthpuld be subject to state administration in termgprding.
Besides, Article 7 of Decree No. 75/2008/ND-CP, adieg Article 7 of Decree No. 170/2003/ND-CP,
stipulates that medicines for human use coverestdtg budget and medical insurance schemes wasddbal
subject to state administration, in terms of pigcimhis authority to decide the prices is resefeedhe Minister

of Health, in collaboration with the Ministry ofrfince and the Ministry of Industry and Trade, @sgnibed in
Article 5 of Decree No. 75/2008/ND-CP.

126 Ordinance on Prices, Article 20.

127 ordinance on Prices, Article 21.

128 Ordinance on Prices, Article 38.

129 Governmental Decree No. 170/2003/ND-CP dated Dbeer®5, 2003, guiding the implementation of some
provisions of the Ordinance on Prices, Article 21(2

130 Governmental Decree No. 75/2008/ND-CP, Article 46¢ing sub-sections a), b), and c) to Article 22 o
Decree No. 170/2003/ND-CP.
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of dominant positions and monopolies, as per thavipions of the Competition Law,
resulting in damages to the consumers or otherrmiges. Price-fixing agreements, as
defined by Article 20 of Decree No. 170/2003/ND-C&e the agreements between
enterprises or individuals to set the prices a¢rdam level in order to control the market or
expand their market shares beyond the threshqgidlated by law, harming the interests of
other enterprises, the consumers and the stateeThelude practices such as:

(a) “Agreements between enterprises and individuafsxtprices, control prices, change
the prices of products and services in order taricescompetition, harming the
legitimate interests of other enterprises, indigidLor consumers;

(b) At the same point of time, some enterprises andishahls suddenly selling/buying
the same products/services at the same price lgdelstical or similar);

(c) Agreements between enterprises and individualedade scarcity by restricting the
production, distribution, transportation and suppdy products and services;
destroying the products; or price speculation;

(d) Agreements between enterprises and individuals eb ssmilar conditions for
buying/selling or after-sales conditions, affectthg prices of products and services;
and

(e) Agreements between enterprises and individualdhémg@e the selling/buying prices
of products and services in order to exclude ocdoother enterprises to join the
agreement or become of a branch of one of thegsdtti

These regulations are quite detailed and speaifiich allow the imposing of fines and
remedies on the monopolistic practices to increase prices of medicines excessively.
However, they are deficient in two important aspeéiirstly, these monopolistic practices
would be handled by the Ministry of Finance andvproial departments of financé! This
would lead to overlapping of authority with the qoetition authorities. Secondly, similarly
as the Competition Law, these regulations do nek hextra-territorial jurisdiction, which
means they cannot be applied to foreign entiti@sgoleased outside Vietnam, but supplying
medicines to Viethamese companies via imports, @dgethese entities should be considered
a part of the pharmaceutical distribution chiam.

There is a small conflict regarding the territorjarisdictional application between the
implementation regulations of the Competition Lamd &hose of the Ordinance on Prices,
i.e., the Government’s Decree No. 120/2004/ND-CRvVary 12, 2004, on the administration
of prices of medicines used on human beings; aedrter-ministerial Circular between the
Ministry of Health, the Ministry of Finance, the Mstry of Industry and Trade No.

11/2007/TTLT-BYT-BTC-BCT on August 31, 3007, whighides the state administration of

31 Decree No. 170/2003/ND-CP, Article 21.
132 Circular No. 06/2006/TT-BYT issued on May 16, 200§ the Ministry of Health on the exportation and
importation of medicines and cosmetics — Articl@&)3(

56



Using Competition Law to Regulate Anti-competifvactices in the Pharmaceutical
Distribution System in Vietnam

prices of medicines used on human beings. Bothldtier provide that their subjects of
application include domestic and foreign entergrised individuals who have obtained
permits for manufacturing, importing and trading Wholesale or retail) medicines used on
human beings, as well as all the hospitals andcslin Vietnam.

Decree No. 120/2004/ND-CP also provides for theiadhtnation of medicine prices on the
same principles as the Ordinance on Prices arichfiementation regulation (as mentioned
above) and the Law on Medicines 2005 do. Accorgingte administration of medicine
prices would be classified into three categories:droup of medicine prices ordered and set
by the state (in this case the prices would béogahe Ministry of Health or the provincial
people’s committee$)* the group of medicine prices bought by hospitas clinics to
provide for those using free-of-charge treatmehtsé whose treatments are covered by
social welfare, those whose part of the treatmanés free-of-charge, and those whose
treatments are covered by medical insurance (B1dhse, the bidding prices as well as the
bid-winning prices have to be lower than the commeiail prices of the same types of
medicines prevailing on the market at that pointimg)=* and the group of medicine prices
not belonging to the above-mentioned two groupsalwived for circulation in the markets
in Vietnam (in this case the prices are set byeherprises or the individuald). For the
third group:

* The manufacturers have to base their marketingegran the production costs and
contributions to the state budget, but the pricasnot be higher than the prices for
the same types of medicines prevailing in thosett@s which are at the same level
of development of the health sector and commemalditions as VietnamThe
manufacturers have to register their wholesaleepriwhen registering the products
with the relevant State agencies.

 The importers have to base their marketing prices tloe import costs and
contributions to the state budget, but the pricage to be fully registered together
with the prices for the same types of medicinesgiliag in some countries in the
region, as well as the expected retail prices wiegnstering medicines manufactured
elsewhere rather than Vietnafimcluding those importers who have not registered
Vietnam) with the relevant state agencies.

* Pharmaceutical wholesalers wolddse their marketing prices on the prices at which
the medicines have been purchased and which attewron the receipts issued by
the Ministry of Finance and the wholesale surplas,stipulated by the Ministry of
Finance These enterprises would have to comply fully wité regulations on the use
of tax receipts and supporting documents for al phoducts put into circulation, as
stipulated by the relevant state agencies.

133 Decree No. 120/2004/ND-CP, Article 7.
134 Decree No. 120/2004/ND-CP, Article 8.
135 Decree No. 120/2004/ND-CP, Article 9.
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* Pharmaceutical retailers would base their markgtimgeson the prices at which the
medicines have been purchased and which are wridtethe receipts issued by the
Ministry of Finance and the retail surplus, as stgted by the Ministry of Finance
These enterprises would have to comply fully whik tegulations on the use of tax
receipts and supporting documents for all the pectlyput into circulation, as
stipulated by the relevant state agencies. Theyuonsell the medicines on the basis
of prescriptions by doctors, unless in the casmedicines which could be sold over
the counter, as stipulated by the Ministry of Heaf

Besides, Decree No. 12/2004/ND-CP also provides siach issues as stabilisation of
medicine prices (at Article 10), public listing wholesale prices (at Article 11) and retalil
prices (at Article 12) and the regular checks layesagencies and the handling of violations
(at Articles 13 and 14, applying such administetmeasures as monetary fines, revocation
of trading and professional permits, etc). The riménisterial Circular No. 11/2007/TTLT-
BYT-BTC-BCT provides in more details for the regidion of medicine prices (which
include import prices, wholesale prices and regiddes), public listing of medicine prices (at
the site of trading, hospitals and clinics), besittee handling of violations. It also delineates
the division of responsibilities and provides far-@peration between the relevant state
agencies.

However, as mentioned above, the regulations dfrgeared towards making the pricing in

the markets more transparent. They have not belentalsolve the roots of the problems,
which lead to the current excessive level of medicprices in the market (which are

competitive conditions in the market). Besides, ddeninistrative measures to be applied (to
be specific, monetary fines) are still of very Idewvels and do not have deterrent and
remedying effects. For example:

“Monetary fines ranging from 500,000 VND to 2,00000VND would be imposed on
those violations regarding registration of pricdseve the quantity in subject is less
than 10 percent of the total number of medicingbénenterprises.

Monetary fines ranging from 2,000,000 VND to 5,@@®@ VND would be imposed
on those violations regarding registration of mieehere the quantity in subject is
more than 10 percent of the total number of medgim the enterprises. Remedies
such as forced application of the orders of thevaaht state agencies would also be
imposed.

Monetary fines ranging from 5,000,000 VND to 10,@@® VND would be imposed
on the violations regarding incorrect impositionpoicing framework and surplus set
by the relevant state agencies. Additional fineduithe revocation of trading and
professional permits for a definite term for thes@ations which happen only once a
year; and revocation of trading and professionaimgs for an indefinite term for
those violations which happen twice a year.

136 Decree No. 120/2004/ND-CP, Article 9.
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Monetary fines ranging from 10,000,000 VND to 2@@®O0 VND would be imposed
on the violations regarding monopolistic pricedfigi Additional fines include
revocation of trading and professional permits dodefinite or indefinite term for
those violations which happen twice or more thaiceéva year.**’

3.5. Law on Intellectual Property Rights

According to Vietnamese laws, enterprises dealimgthe manufacturing, importing of

medicines and cosmetics and enterprises authomsibging authorised to import medicines
and cosmetics would be held liable for any mattegarding intellectual property rights

(IPRs) of the medicines and cosmetics manufactuegorted, imported and authorised for
imports and exports by themselVé¥.

IPRs (patents, trademarks and trade names) of medienanufactured and circulated in
Vietnam are protected in accordance with the LavRits No. 50/2005/QH11. Accordingly,
the industrial property rights over patents, indaktdesigns and layouts, trademarks and
geographical indications are established on thes bEfswritten approval by relevant state
agencies, as per the registration rules set bylRRs Law or recognition by international
treaties of which Vietnam is a member. For famaagldmarks, possession of rights is
established on the basis of usage, not the basegisttration>° The term for protection over
patent rights is 20 years for industrial designd &me years for layouts (which can be
extended for two consecutive terms, each of whgHor five years) and 10 years for
registered trademarks (which can be extended farynsansecutive terms, each of which is
for 10 years)'®. Besides, upon becoming a member of the WTO, "iathas committed to
protecting clinical testing data in all drug regasions for five years. In addition, the owners
of the patents have the obligation to manufactorep(it into manufacturing) the protected
products or applying the manufacturing processgatet! for the purpose of national defence,
security, prevention and treatment of diseaseshferpublic or other essential needs of the
society. When such circumstances arise and thergvaighe patent rights do not fulfil the
obligation, the relevant state agencies can aw®otbmpulsory licensing> Owners of
trademarks also have the obligations to use thgestubrademarks continuously. In cases
trademarks are not used continuously for five ye#ie owners would no longer have
possession over the rights conferred by the tradesma

Besides these matters of general nature, therthiagre issues of utmost importance, when it
comes to protection of IPRs in the manufacturingl darading of medicines: (i) drug

registration, in relation to IPRs, (i) parallel ports of medicines, and (iii) compulsory
licensing.

" Decree No. 120/2004/ND-CP, Article 14.
138 Circular No. 06/2006/TT-BYT issued on May 16, 206 the Ministry of Health on the exportation and
importation of medicines and cosmetics — Articlé)4(
139 aw No. 50/2005/QH11 on Intellectual Property Righ Article 6.
140 aw No. 50/2005/QH11 on Intellectual Property Righ Article 93.
141 aw No. 50/2005/QH11 on Intellectual Property Righ Article 136.
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Previously, according to the Regulations on Drugifeation (issued together with Decision
No. 3121/2001/QD-BYT), for patented medicines, tagistration dossiers have to contain
documentary proof that there is no similarity ortifieate of patent issued by the Department
of Industrial Property Rights. When required, tegistering enterprises would have to check
the overall trademarks and industrial designs atDbpartment of Industrial Property Rights
(under the Ministry of Science, Technology and Emwment). For foreign drugs already
authorised for circulation, when required, the girises would have to check the trademarks
and designs at the Departmé&HftHowever, recently, the Department of Industriabgrty
Rights has decided to stop the checking of indaigtrioperty rights, including patent, which
makes it difficult for enterprises to prove to tB&V that registering the drug does not
violate the patent of any other medicines alreadycirculation in Vietnam. In order to
overcome this problem, the DAV has asked all therpnises which hold patent rights over
medicines in Vietham to provide the DAV with infoation and documents which prove that
they are the legitimate owner of the patent rigtits, current state of protection, the level of
protection over the medicines so that the DAV caforim other enterprises which
manufacture and register medicines of the sameeaetements in Vietham. Upon receipt of
this information, the DAV would examine and theroga the information on the DAV’s
website for access by all pharmaceutical compani®etnam. For those manufacturing and
registering their medicines in Vietnam, the DAV ssthem to proactively check for
information on the website of the Department ofulsitial Property Rights as well as the
website of the DAV regarding the active elements tbé medicines planned for
manufacturing and circulating in Vietnam, in order avoid disputes over IPRs after a
registration number has been issued. When submistinegistration dossier for a medicine
which contains an active element being protectédi@nam, the registering enterprise has to
include a letter of commitment pledging that iht violating the patent rights of the relevant
medicines and that it would be held solely liabiecase of disputes and complaints. The
DAV would provide its decision on the basis of tygnions expressed by relevant State
agencies on IPR$3

Regarding compulsory licensing, the IPRs Law presifor certain circumstances in which
the state can authorise compulsory licensing, wimclude:

a) When the patens must be used for public, non-cowiaieuse, for the sake of
national defence, security, prevention and treatneérdiseases for the public and
other essential needs of the society;

b) When the patent owners do not fulfil the obligatioof utilising the patents, as
prescribed by the Law, after four years from thg d& submission of registration
dossier for patent and after three years from e af issuance of Certificate of
Patent;

142 Regulations on the Drug Registration, Article 4.
143 1n accordance with the Official Letter No. 3734/QIDK of the DAV — Ministry of Health guiding the
implementation of the Regulations on Drug Regigiratvith regards to intellectual property rightsted May
2, 2008.
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c) When those who would like to use the patent(s) caneach a licensing agreement
with the patent owners after a reasonable timeegbtiation on reasonable prices and
terms; and

d) When patent owners engage in anti-competitive mext prohibited by the
Competition Law!**

Accordingly, compulsory licensing could be imposedtases of national defence, security,
prevention and treatment of diseases for the pubidt other essential needs of the society
(especially regarding essential medicines or epid&nmand in cases where patent owners
engage in anti-competitive practices prohibitedh®yCompetition Law.

Finally, in order to ensure sufficient supply of di@nes and stabilise the markets, the
Ministry of Heath has decided to allow parallel bnis of medicines into Vietnaf®

Parallel imports of medicines means the importifgatented medicines which have been
registered in Vietnam from other countries wheeepihices are lower. Specifically:

(0 It is possible to import patented medicines whicveh been registered in
Vietnam from various manufacturers of the same @mypor group. These
medicines could be supplied by the manufacturearwther supplier. For
example: If both manufacturers A & B of the samepany or group produce
Product S. Product S of Manufacturer A has beeistergd in Vietnam and is
being sold in the Vietham market at Price G1. Pebcdkhi of Manufacturer B
has not been registered in Vietnam and is being stdewhere outside
Vietnam at Price G2. If G2 < G1, a Viethamese ingrocan buy Product S
from elsewhere outside Vietham and sell in VietnaimPrice G3 which is
lower than G1.

(i) It is possible to import patented medicines whi@veh been registered in
Vietnam by the same manufacturer of the same cpwftrmanufacturing
origin from supplier outside the country of manuéeing origin. For example:
Manufacturer X produces Product S, which has begmstered in Vietham
and is being sold in the Viethnam market at Price. ®toduct S of
Manufacturer X has also been sold into Country Riate G2. If G2 < G1, a
Vietnamese importer can buy Product S from CouAtgnd sell in Vietham
at Price G3 which is lower than G1.

Enterprises have to fulfil certain conditions to &kle to undertake parallel imports of
medicines, which include: (i) the foreign supplid¢x@ve to be a legitimate pharmaceutical
business and can ensure the quality of the mediemported into Vietnam; (ii) the Vietnam

144 aw No. 50/2005/QH11 on Intellectual Property Righ Article 145.

145 See the Regulations on Parallel Imports of Meeisifor Human Use (issued together with Decision No.
1906/2004/QD-BYT dated May 28, 2004 by the Ministeof Health) available at
<http://www.dncustoms.gov.vn/Data/CV_nganh_khac/Q&mk1906-2004-QD-BYT-28-05-04.htm
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importers can ensure the quality of the medicineisidg imported as parallel imports into
Vietnam; and (iii) the wholesale and retail pricet by the parallel importers have to be
lower than the wholesale and retail prices of thepted medicines currently being set at an
excessive level in Vietham.

According to some experts, these regulations oalleaimports are still deficient in some
aspects and these deficiencies might be abused. SiHwild be revised in order to ensure
competition in the market for pharmaceutical dmittion. For example, Article 1 of the
Regulations on Parallel Imports of Medicines foe a® human beings (issued together with
Decision No. 1906/2004/QD-BYT by the Minister of&iidn on May 28, 2004) states that:

“Medicines having the same name, same active ellsneamedosageand same
formula as patented medicines already registeratd e Ministry of Health in
Vietnam, but arenot being supplied by manufacturer/supplier, or dbeing
insufficiently supplied, or being supplied at arcessive level as compared to the
retail prices of the same medicines in the counfrynanufacturing origin, or other
countries which are at the same level of economieldpment as Vietnain.

Whereas, Section 2, Article 23 of the Law on Meauks provides that pharmaceutical
wholesalers have tonfaintain in whole the cover of the medicines andnca change the
cover and label of the medicinel case of changes of the label or cover of tergsl
products, the enterprises have to be authorisatidoynanufacturers and permitted in writing
by the Ministry of Health.”

The objective of allowing parallel imports is to seme the competitiveness of the

pharmaceutical distribution sector. However, swegulations can be abused by multinational
pharmaceutical corporations and sole distributdrgshese corporations in Vietnam. For

example, Product X can contain active element Aaddsage of 100mg, 200mg and 300mg.
If Product X is registered in Vietham only with asdge of 300mg of active element A, it

would be difficult for parallel importers to bririgroduct X with dosages of 100mg or 200mg
of active element A into the Vietnam market. Theltmational pharmaceutical corporations

and their sole distributors in Vietnam may agreeegister Product X under different trade

names or cover in the Vietham market. If the cowerd labels cannot be changed, parallel
imports would be illegal for circulation in the \fimm markets.

The European experience shows that parallel impdtie sole responsibility of the parallel
importers. Therefore, covers can be altered. Adéoghg, Vietham might want to consider
amending these regulations to be more suited toltfextives set out at the beginning.

3.6. Regulations on Taxation

After becoming a member of the WTO, Vietnam is catted to reducing the import tariffs

of 47 important products, including vaccines (18ducts) and vitamin (four products) from
10-15 percent to 3-13 percent, with the averagaatszh of three percent. The average tariff
would be 2.5 percent after five years from the Watnam becomes a full member of the
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WTO. Reduction of import tariff may become a hugp@lenge for domestic manufacturers
in competing with foreign products.

The tariff for imported ingredients for medicine mudacturing would be reduced to zero
percent, which helps to reduce costs. But, this levoalso adversely affect some
manufacturers of pharmaceutical ingredients innéet.

3.7. Regulations on Consumer Protection

In 1999, the Standing Committee of the Nationalehsly of Vietham promulgated the

Ordinance on the Protection of Consumer Interestach provides for the rights and

obligations of consumers and business entitiesedsas complaint and denunciation rights
of consumers. Furthermore, Decree No. 69/2001/NDw@s issued by the Government of
Vietnam for detailed guidelines on the implemeptatof the Ordinance, then Decree No.
29/2004/ND-CP authorised the Ministry of Trade ofefiam to take charge of state
management of consumer protection issues, as atgoby law. In addition, Viethamese
consumers are protected by regulations in legaumbents such as the Civil Code, the
Criminal Code, the Commercial Law, the Law on Pubiealth Protection, the Law on

Environmental Protection, the Ordinance on Goodali§ the Ordinance on Measurement,
the Ordinance on Food Hygiene and Safety, etc. Mesently, the legal corridor for

consumer protection has been improved with theipiavs of the Competition Law 2004

and Decree N0.55/2008/ND-CP, which has supersquimger over Decree No. 69/2001 for
detailed guidelines on the Ordinance 1999.

According to the Ordinance 1999, it is prohibitenl manufacture or trade in fake or
prohibited goods; manufacture, trade in or consgoads which may seriously pollute the
environment, endanger human life or contraveneonatitraditions; undertake incorrect and
misleading advertising and information; and undextaother deceptions to harm
consumers?® This can be applied to all areas of trade, incigdinedicines. Specifically,
Article 26 of the Ordinance 1999 clearly statestti&verybody who carries out the
production/ business of prohibited goodske drugs fake foods and other fake goods of
foods which do not meet the safety and hygienedstals; who carries out the production/
business/ distribution of goods and services whailise serious damage to the environment,
to the life, health of the peopbe which are against the fine custom; wisseminates untrue
information, advertisemenivho deceives in measuring, or who has otherthetsbreach the
law of the protection of the interests of the canst shall, depending on the seriousness and
the extent of the breach, be subject to disciplm@ministrative fine or prosecution of
criminal liabilities and be responsible for payinogmpensation to the consumer in case of
causing damage to consumer, in accordance withathé Accordingly, with regard to the
pharmaceutical distribution sector, those prohibjteactices which may harm the consumers
include the manufacturing of fake drugs, endangetire life and health of the people and
disseminating of untrue information and advertisethieSome examples would be provided

146 The 1999 Ordinance, Article 7.
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in the annexes of the report.

Besides, Decree No. 55/2008/ND-CP also provides dioligations on enterprises and
individuals to “publicly list the prices of all gds and services at their sites of business”,
similar to the obligations of public listing of miethe prices™*’ The authority to check and
handle violations in the pharmaceutical sectos&gned to the Ministry of Healff{®

In summary, until recently, Vietham has been degvelp quite a comprehensive legal and
regulatory framework to regulate the pharmaceutisattor, competition therein and
elsewhere, as well as special problems pertaininghé distribution of medicines in the
country, the pricing of medicines or parallel imiggorHowever, since the country has only
been transformed into a market economy very regemt! the liberalisation process has just
been started, competition and economic regulatomamn new topics. Gaps and deficiencies
are, therefore, unavoidable. The fast developmeétitieo pharmaceutical industry, thanks to
the high level of innovation therein, as well as Hophistication of competitive practices and
business practices, requires us to keep a constdoh to be able to complete this legal and
regulatory framework. The next section of the répail provide an overview of the real
competitive practices in the market for pharmaealtistribution in Vietnam; examine anti-
competitive practices and unfair competition piagitherein; and on that basis provide some
recommendations to help complete the legal andaegy framework.

"Decree No. 55/2008/ND-CP — Article 6.
18 Decree No. 55/2008/ND-CP — Article 26(2a).
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Chapter Il

COMPETITION IN THE PHARMACEUTICAL DISTRIBUTION
MARKET IN VIETNAM

1. The Characteristics and Status of Competition in tle Pharmaceutical
Distribution Market in Vietham

In the world, the pharmaceutical distribution sys$eare often separated from manufacturing.
However, in Vietnam, this division is often blurresince most of the manufacturers often
have their own distribution networks as well.

From the number of pharmaceutical wholesalers atallers provided in Part I/1.1 on the
market structure prevailing in the industry, ona oder that the level of market participation
in Vietnam is quite high. Besides, from the markleare figures, calculated on the basis of
turnover, also from Part I, the pharmaceutical reaink Vietham registers quite a low level of
concentration. Therefore, basically, we can sayttitemarket is quite competitive.

In order to recognise breaches of the Competiti@w L(specifically anti-competitive

practices and unfair competition practices), weidkedirst to examine the competitive
behaviours of all players in the market or the aasi characteristics of the competitive
process therein.

1.1. Vertical Agreements

According to competition policy theory, verticalragmentsnvolve businesses operating at
successive stages of the production process. Inciphke, vertical agreements can be
undertaken at any stage along the whole processgotifacturing and distributing goods and
products.

In the pharmaceutical distribution system in Vietnavertical agreements can be between
manufacturers and distributors or between impodadsdistributors, in which one enterprise,
say A, can be the in both types of agreements.

a) Manufacturer-2-Distributor Agreements

According to the statistics provided by the DAVeith are currently 171 pharmaceutical
manufacturers in Vietham (including manufacturer®mental medicines), out of which 77
satisfy the GMP standards, meeting around 52.86epérof the total demand for medicines
in the whole country™

To reach the consumers, domestically-produced rnmegicwould have to go through the
following channels: direct distribution by manufaers, distribution via private enterprises
to pharmacies and small medical stores, etc. Ouhisf the most important distribution

149 Report on Pharmaceutical Industry DevelopmentutBnis to balance supply-demand and stabilize the
pharmaceutical markets in Vietnam at the Pharmaz#@onference 2008 organised by the DAV.
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channel remains via hospitals and pharmacies. Aoogto the statistics provided by IMS, in
2005, 61 percent of all the medicines used in halspand 71 percent of the medicines sold
in pharmacies are domestically produced. Therefone, can say that the major players in
this type of vertical agreement/relationship aretiamese enterprises, without any foreign
players participating therein (with the exceptidmanufacturing joint-ventures).

Regarding the size, Viethamese pharmaceutical raaturers are mostly former SOEs of
quite large scale, such as Hau Giang Pharma Caap¥farm, Domesco, Trapharco, etc.
However, their number is small (only 71 in totadhile distributors are mostly small and
medium-sized enterprisé% accounting for only a small share of the markat,the number
is large (800 companies in total).

As mentioned above, vertical agreements in thepaeeutical industry are often in the
distribution sector and Vietnamese pharmaceuticstidutors are mostly SMEs. As per the
Competition Law 2004, exemption would be given lose economic concentration cases
where, after merging, the new entities are stiwiall and medium size. Therefore, with this
size, Viethamese pharmaceutical distributors wowidbecome dominant or monopoly after
undertaking any forms of combination. Meanwhilertical agreements are only potentially
harmful from the perspective of the Competition l.afvone of the undertakings holds a
dominant position in the market. This means thewld be no risk involving vertical
agreements between small manufacturers and disirfbuAttention should be paid to the
larger enterprises dominating these distributioanciels instead.

b) Importers-2-Distributors Agreements

According to the statistics given by the DAV intigport at the 2008 Pharmaceutical Industry
Conference, domestically-produced medicines nowpramide for around 52.86 percent of
the total demand, while imported medicines accdont47.14 percent. The DAV also
reported that, despite meeting 52.86 percent oftoh@ demand, domestically-produced
medicines only account for 27 therapeutic categorihich are also mainly normal
formulations™' Therefore, imported medicines account for a lameportion of all
distribution channels in Vietnam.

There are many types of players participating ia thstribution channels for imported

medicines, including foreign companies, represamabffices, importing companies,

distributing companies, enterprises providing gjeréacilities and other supporting services,
private enterprises and pharmacies, etc. The loligion channels for imported medicines,
therefore, are normally very complex and, hencHicdlt to keep a check on, so far. (See
Figure 4 below)

150 SMEs are those enterprises with legal capitalvedl® billion VND and the number of staff membersobe
300.
!31 Normal formulations for treating common sicknesaes diseases in Vietnam: anti-infection, antilomti
anti-fever and pain-killers, anti-steroid infectiwitamins and others.
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Figure 4 — Distribution Channels for Imported Medicines in Vietham
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There are currently 72 enterprises with importdmes for pharmaceutical products in the
whole of Vietnam, of which 10 are large enterprissscounting for around 76.5 percent of
the total import value in the industry. However]dwoeg the largest market shares are three
companies, namely, Phytopharma, HCMC Pharma Cal.,\amedimex 2, accounting for
29.2 percent, 10.1 percent and 8.4 percent of tr&eh respectivel}y’?

Regarding product composition, medicines importgd Vietnam are mainly from India, the
European Union, the Republic of Korea, US, Chind &witzerland, etc. Amongst all,
medicines coming India, the European Union andRBpublic of Korea account for 93.51
percent.

132 y/ietham Pharmaceutical Industry Analysis — Vietbamk Securities 2008.
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Figure 5 — Pharmaceutical Import Composition
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As per Vietnam law, FIEs and branches of foreigtemgamises are not permitted to distribute
medicines directly in Vietnam. Vietham’s accesseaammitments to the WTO allow FIEs

and branches of foreign enterprises to directlyaraimedicines into Vietnam (from January
1, 2009), but not for direct distribution, only faoe-sale to Vietham enterprises with
distribution licences.

As also mentioned in the Part on Market Structubee forms taken by most FIEs
participating in the Vietham pharmaceutical digitibn sector are representative offices or
enterprises specialised in marketing and distntgutimedicines for one or more
manufacturers. However, the level of involvemerd arfluence exerted by these enterprises
in the pharmaceutical distribution sector in Vietna very high. Specifically, even though
they are only permitted to be the marketing agdatsone or more manufacturers to
Vietnamese enterprises with import licences andnier into logistics® arrangements with
these importers, they possess huge levels of mpdwatr, especially in negotiating the terms
for importing medicines into Vietnam, thanks toithiancial capacity, the relations and
experiences of working with multinational pharmaa=al corporations in the world. They
participate in all the stages of the distributiacter, directly and indirectly, by acting as
intermediaries between Vietnamese importers ancigor manufacturers, registering
products, marketing, transportation into Vietnamorage, delivery and payment collection,
etc. Therefore, if these enterprises participatgdrical agreements, there are bound to be
harms to the competitive process. (More detailegtidision on this follows in subsequent
parts).

133 ogistic services include transportation, custdeance, storage and warehouse, delivery, etc.
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1.2. Horizontal Agreements

Horizontal agreements are between competitors nitheé same trade, which might mean
agreements between manufacturers with each othewebn wholesalers, or between
retailers of the same products/services. Accordiinthe Competition Law, only those in a
horizontal relationship are true competitors.

In the pharmaceutical distribution sector in Vieimalespite the clear provision of the Law
on Medicines defining wholesalers and retailers,rélations between wholesalers with each
other or between retailers with each other are wenyplex. Most of the pharmaceutical

distributors in Vietnam can be both wholesalers i@tdilers at the same time.

Until 2007, the number of enterprises participatimghe pharmaceutical distribution sector
was very large (according to the statistics prodidg the DAV):

» Limited liability companies, joint-stock companiasd private companies: 897;
» Retailing medical stores: 29,541;

* Private pharmacies: 7,490;

* Retalling agents: 7,417;

* Medical stores within communal-level clinics: 7,948

* Medical stores belonging to SOEs: 464; and

* Medical stores belong to equitized SOEs: 6,222.

According to the above statistics, theoreticallgribontal agreements can happen anywhere
between Ilimited liability companies, retailing meali stores or private pharmacies, etc.

However, field surveys showed that there is alnmassuch agreement between competitors
of the same forms that could potentially harm thenpetitive process; and most players often
act quite independently of each other. On the otlaed, the large number of and the small

market shares (by turnover) held by such playersmtleat the combined market share of all

parties to any such agreement would not be bey6re&ent.

FIEs, as already mentioned several times, cannticipate directly in the pharmaceutical

distribution sector in Vietnam. They can only piw®ilogistics services such as marketing,
storage, delivery, preservation, etc. Thereforeeaments between FIEs in the provision of
such services would rarely happen in practicedsasfied by representative offices of foreign
pharmaceutical companies in Vietnam). This is ustdedable since, according to

competitive practices in the world pharmaceuticadrket, horizontal agreements often
happen between companies which have their own raatwing and distribution systems.
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2. Some Prevalent Anti-competitive Practices in the Pirmaceutical Distribution
Sector in Vietham

This part will describe some practices which arégeptally in breach of the Competition
Law, as observed by the researchers during thet féslearch process.

2.1. Anti-competitive Practices

2.1.1. Agreements Restricting Competition

Amongst the practices which might violate the Cofitjoa Law, practices that involve
enterprises within the same relevant markets aggewiith each other so as to restrict
competition in the markets are considered as sehoeaches, which might distort or prevent
the competitive process significantly. Agreememistricting competition might beertical
(i.e., between manufacturers or importers with whaler, or retailers) dmorizontal (i.e.,
between importers with each other, wholesalers ®aith other or retailers with each other).

In the pharmaceutical distribution sector in Viemane can easily recognise the agreements
between intermediary companies and Vietnamese tensorrepresentative offices, limited
liability companies and domestic pharmaceutical ganies, etc. They are potentially
breaching the Competition Law by:

* Fixing prices Even before the actual importation of medicineso i Vietnam,
distributors, intermediaries and representativaces$f of foreign companies have
already agreed to “fix” prices. Foreign companiés sset the wholesale and retail
prices, sometimes reaching the level of 200-30@erer as compared to the original
prices (according to the 2007 Official Report on diése Prices). When being
interviewed, all foreign enterprises say that miedicprices have been registered
before importation into Vietham and the wholesatel aetail prices are set by
Vietnamese importers and distributors on their owtowever, when being
interviewed, Vietnamese importers and distributengealed that the prices are “set”
by foreign companies. A noted evidence to this pagnthat the names of the
distributors, the importers and the intermediarynpanies are all mentioned on the
price quotation of Vietnamese enterprises.

These “price-fixing” practices by enterprises aftero due to the “pressures” exerted
by the companies with market power (as will be assed more below). However,
Vietnamese importers and distributors also agresutth high prices without any
objection. This might indicate their willingnessdasoncerted action to “set” the
prices. According to Article 14 of Decree No. 11833/ND-CP, “agreements that fix
prices of products and services directly or indisemean concerted actions to set the
prices”. Accordingly, these practices can be careid as one type of anti-
competitive agreements. However, since these ar@cale agreements between
enterprises at different stages of the distribusgatem, the agreements need to be
investigated and handled in conjunction with otfectors (such as defining the
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relevant markets in specific cases), in accordavittethe Competition Law.

* Dividing the marketsSee the figure below (Figure 6) for some typigatems for
distributing medicines in Vietham:

Figure 6 — A Typical Pharmaceutical Distribution System
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It is quite clear that the market has been divioed several distribution networks,
almost completely independent of each other from ihtermediary companies
specialised in marketing, of importers, distribstand the end consumers. In these
networks, the role of the enterprises without diiagort licenses in Vietnam, such
as Zuellig Pharma, Diethelm, and Mega, etc., arsuggport the importers and the
distributors at all stages of the distribution chauch as finding supplies, registering
products, transportation into Vietnam, storage g@meservation to delivery and
payment collection at wholesalers and retailers eweh labelling. Meanwhile, the
companies with import licences are only undertakiagthorised imports for
commissions. Besides, the medicines distributedtiveathree networks mentioned
above are branded and special medicines are proodogelarge pharmaceutical
manufacturers in the world. Therefore, it is easgde that wholesale and retail prices
of medicines in the Vietnam markets are also “day’ foreign enterprises (as
mentioned above).

However, the division of the market amongst différ@listribution networks is
entirely separate strategies of respective ent&apr+ avoiding competing with each
other in the same market and not ‘agreeing’ witbheather to divide the markets.
This is what is termed as ‘tacit collusion’ in eoamc terms and it is not prohibited
by law. The fact that these companies are distngudifferent categories or brands of
products actually means that they are having miagkedrrangements with parent
foreign companies: Zuellig is acting on behalf @frgnt companies in Singapore,
Diethelm is acting on behalf of parent companieBunope and America, while Mega
is acting on behalf of parent companies baseddraland Thailand, etc. When asked
whether they would like to import and distribute fbroducts marketed by Zuellig or
not, Viethamese companies said that they do, maesihey have already received
products from Diethelm or Mega, Zuellig would nbbose them as business partners
any longer.

* Supply-restricting or supply-controllingt has been a practice on the pharmaceutical
distribution market that company A without impoiteinces has to authorise its
imports through company B. After a batch of produtave been imported, company
A would “collude” with company C to “exhaust” thateh, i.e., company C would
buy 50 percent or 80 percent (depending on eacd) cdsthe batch, while the rest
would be stored at company B as per the law. Themeder of the batch, after being
“exhausted”, would be put on the market by a dstar for company A at normal
prices. After the products have been almost sotdouhe market, company A would
inform company C, so that the latter would staltirgge the same products on the
market with much higher prices. Since the prodietge almost been sold out, the
wholesalers would have to buy from company C wité higher prices (while the
wholesale prices, as reflected on the bills, woaldain as before).

This practice of controlling supply is similar dsetpractice of restricting supply of
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goods for “speculation”. This is a real practice tre market, however, the
interviewers refused to disclose the identity &f #mterprises which have engaged in
such practices.

Besides, it is stipulated by the Competition Lawatttihe practices are prohibited only
if the parties to such agreements have a combirelanshare of beyond 50 percent
of the relevant markets (for two enterprises). €fae, it is a must to define the
relevant markets before we can come to the comelushether this is a breach of the
Law or not.

2.1.2. Abuses of Dominant Positions and Abuses of Monopoly

The Competition Law stipulates thaerterprises shall be considered to hold the dorhinan
position on the market if they have market shafe8Q percent or more in the relevant

market or are capable of restricting competitionsiderably”. And, “an enterprise shall be

considered to hold the monopoly position if thex@o enterprise competing on the goods or
services dealt in by such enterprise on the relewsarket.” This means that enterprises
having dominant positions or monopoly positionstagse who possess market power.

Monopolistic Behaviours in Pharmaceutical Distribaot

The report on “The Impacts of IPRs Mechanisms owlidee Prices in Vietham”, produced
by the Vietnam Academy of Social Science (VASSYerman assignment of the Ministry of
Health, and supported by the WHO in October 20GHtified five main reasons for the
increases in medicine prices in Vietham. One a$¢heasons is the monopolistic behaviours
by pharmaceutical distributots®

A Monopolistic Behaviour Used to Happen in the Naet Pharmaceutical Distribution
Sector: Monopoly over Drug Registration Number $&iNumber)

As mentioned above, in order to be put into cirtalg medicines have to be registered
(issued a ‘visa’ number) at the DAV. If the regision number is given to the
manufacturer(s), then all importers can import distkibute the product in subject. Howevgr,
in Vietnam, this registration number can be givel specific distributor as well, resulting|in
the fact that this distributor would have legal mpaly over the product in subject.
Therefore, if a distributor holds the visa numbkea apecific product, the distributor becomes
the monopoly enterprise selling that product. Ftbencompetition angle, when defining the
relevant market, that distributor would be consédeas holding a monopoly position.

The cause of this problem is Circular No. 06/2001BYT issued by the Ministry of Health
on April 23, 2001, guiding the importation and exption of medicines and cosmetics which
directly affect human health in 2001-2005, whiclpdates that, “Manufacturers can only
supply medicines into Vietnam if those medicinesehleen registered in Vietham”. This

%4 The remaining four factors are: mechanisms for indering businesses, consumers’ patterns, lack of
information and under-developed technology.
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regulation has enabled certain enterprises holdegstration numbers of medicines
become the sole suppliers of these medicines omimiket. Therefore, other enterpris

even if having access to the manufacturers foséime products, cannot import and put these

products in the market.

This practice is no longer happening in the markein the year 2004, Circular No
06/2001/TT-BYT has been annulled.

At present, as prescribed by the Law on Medicibhe distributors and manufacturers c
now register drugs, including foreign enterprisater having been permitted by the Minis
of Health for operations in the pharmaceutical isthy in Vietnam.

try

In the pharmaceutical industry, there are threedyg monopolies: over patented medicines,
active elements and formulations. Therefore, thexmiy, only manufacturers can have

monopoly power. However, according to the WTO Agreat on Trade-Related Aspects

of

Intellectual Property Rights (TRIPS) (Article 8 &% “member States can take appropriate
actions to prevent the owner and holder of IPRaliase the IPRs unreasonably to restrict

trade or international technology transféer>

In business, distributing monopolised productsgsesat advantage which is not prohibited

by

law. The Commercial law states that “Sole distrpsihip is the practice wherein a single
enterprise or agent is given the right to sell, bugupply certain goods and services within a

specific geographical area.” However, the abuseslahinant positions and abuses
monopoly are prohibited by the Competition Law. rifere, the monopolistic behaviours

of
in

pharmaceutical distribution in Vietnam, as analybgdhe report on “The Impacts of IPRs

Mechanisms on Medicine Prices in Vietham”, neebdgaexamined in order to be handled
they are really in breach of the Law.

When scanning for such practices of abusing donipasitions or monopoly power as:

, if

» Selling goods, providing services at prices lowsmt the aggregate costs in order to

eliminate competitors;

* Imposing irrational buying or selling prices of gisoor services or fixing minimum

re-selling prices causing damage to customers;

» Restricting production, distribution of goods, seeg, limiting markets, preventing

technical and technological development, causimgadge to customers;

* Imposing dissimilar commercial conditions in simiteansactions in order to create

inequality in competition;

155 Agreement on Trade-Related Aspects of IntellectBabperty Rights (TRIPS) and patents in the

pharmaceutical industry — World Trade Organisa{iMTO) — Report — 9/2006.
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* Imposing conditions on other enterprises to corelgdods or services purchase or
sale contracts or forcing other enterprises to @cobligations which have no direct
connection with the subject of such contracts;

* Preventing new competitors from entering the market
Or such practice as

* Imposing unfavourable conditions on customers;

» Abusing the monopoly position to unilaterally mgddr cancel the contracts already
signed without plausible reasons.

We found that the following practices are undentakg some foreign enterprises (such as
Zuellig, Diethelm, Mega, etc) in pharmaceuticaltalgition: fixing the wholesale prices and
retailing prices at excessive level harming thescomers; imposing conditions of delivery
only upon full payment (extracting rents from cusers), etc. However, in order to
determine whether these enterprises are holdingrdompositions or monopoly power or
not, we need to follow the provisions of the Law.

About Zuellig Pharma

Zuellig Pharma (ZPV) is known as a monopoly disttdy in Vietham. Despite the law npt
allowing foreign enterprises to distribute medicime Vietham, ZPV has somehow managed
to be “licensed” for distributing medicines in irgtdal zones in the country. In 2001, Zuellig
Pharma Co. was established (as a branch of then@gtompany, which is headquartered in
Singapore) with its headquarters based in Hanogaménch in HCMC.

From the day of establishment until its activitissrespects of authorised importation and
distribution of final imported products were susped by the DAV, through its Official
Letter No. 2570/CLD-HN dated March 4, 2004, effeetfrom September 5, 2004, ZPV has
been the sole provider of medicines having 180vactiements (out of 4,400 medicines
having 900 active elements which have been reg@tén Vietnam). Most of these are
patented products. Ninety-seven medicines are mgesformulation (which is patented);
and 18 medicines have 5 formulations (also patgntad they are all solely supplied by
ZPV. (Source: Inspectorate — Ministry of Health).

When the licences of such companies are suspetiged:onsumers in Vietham would be
suffering the absence of patented formulationsiénmharket.

2.1.3. Economic Concentration

From the perspective of the market size, the lefaconomic concentration is reflected in

the level of entry and exit from the markets. Frtiva perspective of the Competition Law,

economic concentration means: (i) mergers of erisa® (ii) acquisition of enterprises; (iii)
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consolidation of enterprises; (iv) joint-venturasd (v) other acts of economic concentration
prescribed by Law.

Until now, there has been no case of economic cdret®n in Vietnam, which reach the
market threshold for notification or prohibition ihe Competition Law in the whole
pharmaceutical industry, as well as in the pharmiéea distribution sector in particular.

However, in the future, there might be trends of M&in the pharmaceutical industry, due to
the following reasons:

(1) More competitive pressures are going to emergeowiag to the statistics of
the DAV, Ministry of Health, there are in total 18tanufacturers, 370 foreign
enterprises supplying medicines, 800 enterprisadirtg in medicines and
41500 retailers. From January 1, 2009, when foregnpanies are allowed to
directly import medicines, competition between dsetiee companies and
foreign companies is bound to be fiercer. If domeesbmpanies do not
improve their infrastructure and expand their meskehere is a clear
possibility that they are going to lose their shafdhe markets to imported
medicines. This is because, according to VietnaW§O accession
commitments, after five years, the average taewel would be reduced from
five percent to 2.5 percent. Many domestic entegzrimight have to merge or
consolidate in order to be able to survive in tiess context.

(i) As per the Law, from July 1, 2008, manufacturers meeting the GMP
standards, as recommended by the WHO, and impatetistributors not
meeting the GSP standards would have to stop tmeinufacturing and
importing activities. Until March 2008, only 78 oot a total 180 enterprises
have met the GMP standards. According to the abssleedule, many
manufacturers would have to stop production and itabo sub-contractors for
the other enterprises who have met the standardseoge and consolidate
with other enterprises. However, this factor wouldt affect the market
structure to a great extent, since the enterpngles have met the GMP
standards account for around 95 percent of supply.

(i) In order to penetrate the Vietham markets, instd#fagreen-field investment
(building factories, building the distribution neivks, etc.), foreign
pharmaceutical enterprises can buy the controlbgck of Vietnamese
enterprises instead, including both listed compaare unlisted companies.

Therefore, in the next three years, many M&As migappen between domestic enterprises
with each other or between foreign companies amdedtic companies?

%6 Source: Report on Economic Concentration Actisitie Vietham — VCAD 2008.
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2.2. Unfair Competition Practices

According to the Competition Law, unfair competitigoractices mean competition acts
performed by enterprises in the process of doimgjnass, which run counter to common
standards of business ethics and cause damage cause damage to the state's interests and
legitimate rights and interests of other entergriseconsumers.

Field research results showed that there are \&vyunfair competition practices happening
in the pharmaceutical distribution sector in Vieméwithin the scope of this report), since
acts such as infringements upon business secqaisading untrue rumours about other
enterprises, disrupting other business, etc., iffieudt to detect. Unfair competition practices

in the pharmaceutical industries are mostly relatedPRs, such as misleading practices
related to fake labels, fake designs or violaticglated to advertising and sales promotion
(For more information, see Annex 5).

3. State Administration over Competition in the Pharmaceutical Distribution
Sector

3.1. Relevant State Agencies

3.1.1. Competition Authorities

In Vietnam, there are two competition authoriti€y: the Competition Administration
Department (Ministry of Industry and Trade); andithe Vietnam Competition Council.

a) Competition Administration Department

Established under Decree No. 06/2006/ND-CP, the m&bton Administration
Department’s (a subordinate agency under the Mynist Industry and Trade) main tasks
comprise of:

* Investigating competition cases relating to behargestricting competition;

* Investigating and settling competition cases netato unfair competition behaviours
and other behaviours in violation of the Competiti@aw;

» Controlling significant economic concentrations;

* Examining requests for exemption and submittingap@sal to the Minister of Trade
or the Prime Minister for decision; and

 Creating and managing a database on dominant angopuly undertakings,
competition rules within associations and exempgimtedures.

b) Vietnam Competition Council

The VCC is an independent commission, establishetkbruDecree No. 05/2006/ND-CP,
whose members are appointed by the Prime Minigien uecommendation of the Minister
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of Industry and Trade. The VCC is composed of ai@fan, who is always the Vice-

Minister of Industry and Trade, and at least elew@mmbers from relevant line ministries and
regulatory agencies. The members of VCC are expegte politicians who are not

necessarily specialised in competition law.

The main tasks of VCC are to consider and decidesceelating to agreements in restraint of
competition; consider and decide cases relatingraatices constituting abuses of dominant
position or of a monopoly position; and consided dacide cases of economic concentration.

3.1.2. Sectoral Regulator

The regulator for the pharmaceutical sector isRineg Administration of Vietnam (DAV),
which is under the Ministry of Health. Its main fiion is to help the Minister of Health to
undertake state administration and law enforceraadtmanage specialised activities in the
pharmaceutical sector.

The functions and the responsibilities of the DAWVe aprescribed by Decision No.
2964/2004/QD-BYT issued by the Minister of HealthAugust 27, 2004.

3.2. State Administration over Competition Activities the Sector

The administration of competition in the marketthe responsibility of both competition
authorities and sector regulators. The competitiothorities are responsible for ensuring a
competitive environment for the whole economy, &l as the pharmaceutical industry, in
particular, i.e., enforcing the Competition Law.drder to carry out this task, the competition
authorities have to co-operate with the sectorgiilegors on the basis of the division of the
responsibilities, as per the functions of each eigsn This means that the competition
authorities would control and forewarn about aotirpetitive practices in order to ensure a
competitive environment in each sector, investigatd handle anti-competitive practices in
the market, etc. Meanwhile, the sectoral regulaf@nsthis case the DAV) would be
responsible for controlling the technical aspedtthe pharmaceutical industry, ensure non-
discrimination towards market entry, co-operatehwénd provide information to the
competition authorities in specific cases, etc.

The Inter-ministerial Circular between the Ministif Health, the Ministry of Finance and
the Ministry of Industry and Trade No. 11/2007/TFBYT-BTC-BCT issued on August 31,
2007, guiding the state administration of medigmmiees is the legal normative document
which prescribes in detail the mechanism for corafien between the sectoral regulator (the
DAV), the competition authorities (the VCAD) ancetprice regulator (Ministry of Finance).
Section IV, Article 5.2(1) of the Circular assigtiee task of “monitoring and controlling
competitive practices, anti-monopoly practices dmdaches of competition law” to the
Ministry of Industry and Trade. And, the Ministryf tndustry and Trade has, in turn,
assigned this task to the VCAD.
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In fact, the co-operation between competition adties and sectoral regulators has been
undertaken based on inter-sectoral memoranda @frstathding, or establishment of working

groups in specific cases. However, the state adtnatiion over competition in the market

has not achieved the desired results for the fatigweasons:

0] The awareness of the private sector on competissnes is still limited.
Therefore, the Competition Law has not really begagrated into the daily
practice of enterprises. They are still not awaeg they should be protecting
themselves and co-operating with the state ager{Eies more information,
see Annex 4).

(i) There is a lack of information/data on the marketicdure, leading to
difficulties in co-operation between state agenciespecially for the
competition authorities in controlling the compegt behaviours of
enterprises.

(i)  The pharmaceutical industry is a highly technicald aspecialised area.
Therefore, the determination of certain factorsieagiired by the Competition
Law, in this industry is more difficult, for exangldefining relevant product
markets, defining economic concentration indexakutating market shares,
etc.

* k k k %k

From the beginning till here, we have examined amalysed the market structure, the legal
and regulatory framework, as well as the competitpractices in the pharmaceutical
distribution sector in Vietnam. In the following c$®n, we would be looking at the
international experiences with respect to reguiptine pharmaceutical sector, as well as
some famous competition cases therein, and theoapipes taken by competition authorities
around the world, in order to draw the lessons/ietnam.
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Chapter IV
INTERNATIONAL EXPERIENCES

The global pharmaceutical industry is presentlygdlat approximately US$400bn. Growth
rates differ across nations, with developing cdeattike South Korea, Taiwan, India, etc.,
notching high growth in the range of 12-15 pergeamt Countries can be classified into five
categories, according to the stage of developmettier pharmaceutical secttf. These
categories are outlined in the following Table:

Table 11 -The Structure of the Global Pharmaceutical Industry°®

Level Stage of Development Number of Countries
Industrial Developing Total
5. Sophisticated pharmaceutical 10 Nil 10
industry with a significant research
base
4. Innovative capabilities 12 6 18

(Argentina, Brazil, China
India, Korea and Mexico)

3. Those producing both therapeutic 6 7 13
ingredients and finished products

2. Those producing finished products 2 87 89
only

1. No pharmaceutical industry 1 59 60
Total 31 159 190

The pharmaceutical industry of Vietnam is oftenkexh into the 2.3 category, which
means we can produce some generic medicines arel éxgoort capability. However, our
technology is still not very sophisticated, prochgcionly simple formulations, with less
innovative composition.

The sophisticated, research-based part of the lglpbarmaceutical industry is highly
concentrated in a handful of countries, notablyWsA, the UK, Germany and Switzerland,
and is composed of just a few companies. Curretttlgre are fewer than 40 firms, under
patent protection, competing in highly lucrativeuglr markets. According to the

137 According to the classification of the World Tra@eganisation (WTO) and the United Nations’ Confeee
on Trade and Development (UNCTAD), there are inaltot grades of developments for the global
pharmaceutical industry, which is similar to thiassification.
1% Source:R. Ballance, J. Progany & H. Forstener, UNIDO, TWerld’s Pharmaceutical Industries: An
International Perspective on Innovation, Compeiit& Policy (1992), in K. Balusubramaniam, Access to
Medicines: Patents, Prices and Public Policy — Gomes Perspectives (2001) (paper presented at Oxfam
International Seminar on Intellectual Property &®Vvelopment: What Future for the WTO TRIPS Agreetpen
Brussels, March 20, 2001).
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pharmaceutical industry, long-term patent protectis essential because otherwise drug
companies cannot afford to develop new medicinégs@& companies derive most of their
profits from a small number of drugs. In fact, Arqent of drug company profits come from
10 percent of drugs. These figures point to théh Hayel of concentration in the global

pharmaceutical industry, even though respective edti;m markets might be divided and

segmented. M&As activities by multinational corpgaras (MNCs) (no matter where they are
based or where the transaction actually takes plamelld have strong impacts on the
competitive scenario in each country.

Pressure on drug prices has made global pharmeakeWNCs resort to mergers and
alliances, in a bid to reduce R&D duplication arabkts, combine product portfolios and
increase the reach. The total number of allianneseased from 120 in the mid-1980s, to
nearly 400 in the mid-1990s. These alliances odiléow pharmaceutical companies to draw
upon each other’s research expertise and bringuptedo market more rapidly and more
effectively. The mega-mergers in the global phaeunécals industry, in the last few years,
have been Glaxo-Wellcome-SmithKline Beecham; Hoebtegion-Merrell Dow-Roussel;
Pfizer-Warner Lambert; Ciba-Sandoz (to form Nowrtiand Hoechst Marion Roussel-
Rhone Poulenc (to form Aventis).

Mega-merger — Glaxo Wellcome and SmithKline Beecham

Two large pharmaceutical giants, Glaxo Wellcome 8nuithKline & Beecham merged {o
become GlaxoSmithKline (or GSK). This merger crdageleading global pharmaceutical
company with sales of £18.1bn in the year 2000 dgeartered in the United Kingdom, GSK
supplies products to 140 markets in the world. Obsty, the merger created competition
concerns in several countries, yet it went unchghel in most of them. India did not have a
merger review provision in its extant competiti@aw| the MRTPA, so the merger was not
investigated. In Sri Lanka, the competition auttyodid not even take up the case of merger
between Glaxo Wellcome and SmithKline Beecham, rgpythat that it did not have
jurisdiction, even though both the companies hadroercial presence in the country!

In an earlier instance, during the merger of Glaxaboratories Pakistan Limited and
Wellcome Pakistan Limited, the Monopoly Control Aatity (MCA) of Pakistan took
initiative to investigate. But, MCA failed to talkany action and the case was abandgned
halfway. The reason provided by the MCA for thisuadlonment was that calculating market
shares of individual products with the identificatiof their substitutes, as required in the
case, was complicated and the MCA did not haveftechiind trained staff for this exercise.

The handling of the merger case by South Africquige illustrative. Upon investigation and
evaluation of the merger, the Competition Commissieached the conclusion that the
transaction should be prohibited on competition jamblic interest grounds. In particular, the
Commission was concerned that the merger wouldtregsthe merging parties having high
market shares in two therapeutic categories. Tharission stipulated that there would be
unacceptable level of concentration in respect attbban, Zelitrex and Famir and there
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were no appropriate substitutes to counter anyepgmuging or ease of entry to offset the
concern. Upon prohibition of the merger by the Cassion, the merging parties volunteered
to license out some of their products identified thg Commission to be the cause| of
competition concern. The merging parties and the@ssion reached an agreement and the
merger was allowed conditionally. Interestinglyg tonclusion of the Commission in making
its recommendations to the Competition Tribunal wsastantially the same as the
conclusions of the EC, in so far as the overlaprotiucts was concerned. This may partly be
due to the fact that the Commission sought andwedextensive co-operation from both the
US and the EC. However, it may be noted that theni@ission completed its investigation
before the case was decided by the EC.

M&As of this size have increased the level of caoration in the global pharmaceutigal
industry significantly. Even where these MNCs dd have factories, they are still key
distributors or importers.

1. The Regulatory Experiences of some Countries in theWorld in the
Pharmaceutical Sector

1.1. China

China is a country quite similar to Vietnam, inntar of the pharmaceutical industry, even
though its level of development might be a bit leighthan that of VietnamAfter the
economic reform, China started to develop its cahensive pharmaceutical policies on
control assurance, production and distribution legan, advertising control, promotion of
R&D on new medicines, pricing control and managenwgnpharmaceuticals produced in
China and imported from overseas. Over this pemesy regulations and decrees regarding
the medicine production and distribution were alsgeloped to help introduce more market
mechanisms into the state-owned pharmaceutical factowers in order to promote and
expand the industry. In September 1984, “The Drutmmistration Law of the People’s
Republic of China” was issued and acted effectiyiedyn 1 July 1985. However, it has now
been found that the Law and other regulations awegs on pharmaceutical policies had
many shortcomings or could not adequately tacklergmg issues and problems related to
pharmaceutical production and registration, distidn and utilisation. Specifically:

Pricing

Under the market-oriented economy, Chinese phamiaeé manufacturers have their
autonomy to decide what products they would prodarat how much they should produce,
as long as they have got their products registesgtth the State Food and Drug
Administration in China (SFDA), which was given rdaie to be responsible for reviewing
and approving the applications of new medicinestegiion on the ground of medicine safety
and efficacy, while the National Development andoRa Commission (NDRC) is mandated
to approve and regulate the prices of new prodihetsare suggested by the manufacturers
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based on so-called self-reported production costdually, all authorities for medicine
pricing management do not have sufficient human t&etinical resources to assess how
rational the production costs provided by the maaufrers are. The prices of medicines, to a
great extent, are set at the level at which manufacs wish to achieve.

The cost of health care in China has increasedfisigntly since the economic reform. In
order to help the vast majority of Chinese peoplaave financial barriers in seeking health
care, the NDRC has, since 1997, issued guidelinasedicine pricing 20 times. Each time
the prices for a number of selected medicines watedown significantly. However, such
good intention has not actually resulted in expatatcomes fully, although the service
users did benefit from the price reduction of saneglicines. Once they found that there was
less profit in producing particular products, themafacturers would immediately stop
producing them. Therefore, it is not surprisingfite out from a study that, among 1,500
essential medicines defined by the SFDA, one-tlofdthem could not be seen in the
pharmaceutical market in Beijing. Of those not Elde in Beijing, some 30 percent of the
products are no longer produced by any Chineseymweutical manufacturers.

Distribution

Prior to the reform, three levels of medicine wisalers (province, prefecture and county)
had been established to supply pharmaceuticalsedpitals at their levels on a regular basis.
The advantages of this distribution network werenégwe effective control and monitoring
over the quality of medicines and prices. Howetlee, disadvantage of the system was the
lack of competition and had too many bureaucratacg@dures, which might be associated
with poor management and storage practices.

After the reform, both the medicine distributorsdamanufacturers are allowed to sell
medicines directly to hospitals and pharmacies. other words, each of the 4,600
pharmaceutical manufacturers in China can alscaadfistributors, apart from the 12,000
wholesalers. Most distributors are small or midsileed. However, it appears to have too
many distributors in the distribution system of phaceuticals in China. They are competing
with each other in the same marketplace, whiclotsarell regulated by the state, resulting in
unfair competition practices being used by entegwito increase their market shares.
Recently, reports of corruption related to the ptageutical sector have been frequently seen
in the Chinese newspapers, TV, radio, etc. Thohghdaw and the regulations ban all these
illegal practices in the promotion of medicine sahel use, the capacity of the government for
monitoring the distribution system has not adeduatkeveloped. In other words, the
enforcement of such laws and regulations has na@&n beffective. Furthermore, the
punishment and discipline system has also not bpernopriately developed to police these
actors in the medicine distribution and serviceveey system from using illegal means,
further aggravating the situation.

Recently, China has adopted a competition law oguati 30, 2007 — which is called the
Anti-monopoly Law of the PRC, in addition to thewL@gainst Unfair Competition Practices
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adopted in 1999. The Anti-Monopoly Law has beeefiiect only from August 1, 2008, but
the newly-established competition authority of toentry has been quite active. These laws,
together with the set of sectoral regulations noer@d above, prohibit cartels, abuse of
dominant positions and monopoly and protect conssintéowever, their effectiveness is still
to be seen.

1.2. South Africa

Until 1993, the South African pharmaceutical supghgain followed the traditional and still
predominant international model: from manufacturdrsvholesalers® retailers (including
dispensing doctors)=» consumers. Multinational pharmaceutical companfeature
prominently in the production stage of the supphain. Distribution of pharmaceutical
products is by independent wholesalers who buykstioe their own account from
manufacturers and resell to retailers. Wholesalever their costs and make a profit, based
on the difference between the price at which theyfbom the manufacturers and the price at
which they resell to the retail trade. The pric#fedential takes the form of a discount
(historically 17.5 percent) granted by manufactsirés wholesalers off the list price.
Wholesalers pass on a significant portion of th&aunt, as is demonstrated by reported
margins, to retailers, as they compete for markates

There have been some significant changes in thdategy system of South Africa in the
pharmaceutical sector, resulting in reactions ¢stimal) from the enterprises here. To begin
with, the amende®ledicines and Related Substances Control Kot 101 of 1965, proposes
mandatory generic substitution. A pharmacist walrequired to inform “all members of the
public who visit his or her pharmacy with a pregtian for dispensing of the benefits of the
substitution for a branded medicine of an intergfeable multi-source medicine” (s22F).
Another significant challenge for producers is imiplin the proposed single exit pricing
provided for in s22G, 3(a). This means that a singkice will be prescribed for
manufacturers when they sell to anyone other tim@nstate. The differential system of
discounts operated by some manufacturers and wdieteswill no longer be permissible.
The elasticity of the demand curve (which is triadially inelastic in this sector, dictated by
doctors’ prescriptions) was higher than it used b®, as a result of the changes.
Manufacturers, therefore, try to (rationally) calesi their market positions very carefully as
follows.

International Health Care Distributors

In 1992, four companies, Boehringer Ingelheim, Roddayer and Ciba-Geigy committed to
the formation of a common distribution venturewwiw.ihd.com/milstone.htm
Representatives of the four companies submitted@osal (that became International Health
Care Distributors [IHD]) to their principals in Eape and received formal approval in July
1993 from the European head offices. Since themnaber of pharmaceutical manufacturers
have joined IHD (including 7 companies in totalmedy, Abbott Laboratories, Aventis,
Bristol-Myers Squibb, Eli Lilly, MSD, Novartis, Sehing and Wyeth) and it is now jointly
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owned by eleven multinational manufacturers for mhd distributes pharmaceutical
products to the retail trade.

The entry of IHD (which may be described as a jaxtlusive distribution venture) into the
market for the wholesale distribution of pharmam®ltproducts changed the configuration
of the pharmaceutical supply chain by effectiveggmenting the market. Traditional
wholesalers are displaced with respect to the mtsdof those manufacturers that distribute
their products through IHD. Wholesalers, either-fime or short-line may still buy the
products of these manufacturers through their exatudistribution agency, but they buy on
exactly the same terms as the retailers to whom iésell. The discount structure that used
to apply to wholesalers (a 17.5-percent discouatlonger exists. This, the wholesalers have
argued (in submissions to the Competition Tribunasupport of applications for Interim
Relief), makes their role of suppliers to the detaide, commercially unviable.

Kinesis Logistics and Pharmaceutical Health Disttitors (PHD)

In 1998, a second joint exclusive distribution agenwas established when five
pharmaceutical manufacturers formed an investmamhpany, Synergistic Alliance
Investments (SAI). SAI acquired Druggists Distriimst (DD), a traditional full-line
wholesaler to exclusively distribute the products the principals and two other
manufacturers. Druggists Distributors currentlyles under the name Kinesis Logistics.

As of 25 November 2000, AstraZeneca (AZ) has udearrRaceutical Health Distributors
(PHD), another distribution firm, as its sole distition agent, on a fee-for-service basis. In
terms of the distribution agreement, the warehauaimd distribution functions, as well as the
generation of orders, credit control and debt mamamt are provided by PHD until the end
of 2002. AZ maintains ownership of stock until stica third party.

Impacts on Competition

The complaints and applications for interim reliedt have been brought by the traditional
wholesalers to the competition authorities havenagited to show that the joint exclusive
distribution arrangements constitute restrictivactices, either of a horizontal or vertical
nature, or that they involve abuse of a dominarditmm. These prohibited practices are
covered by Chapter 2 of the Competition Act, No0o832998 (as amended).

In support of their positions, the pharmaceuticahofacturers have advanced a range of pro-
competitive arguments, citing efficiency gains,hi@alogy gains and the promotion of the
public interest as factors motivating the formatioh the joint exclusive distribution
enterprises and countering claims of anti-competitieffects resulting from these
arrangements.

The Competition Tribunal of South Africa has comethie following decisions, in view of
these cases:
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Case No. 98/IR/Dec00 Natal Wholesale Chemists (Pty) Ltd vs. Astra, Me&kPHD —
Natal complained that Astra and Merck had engagezkclusive dealing arrangements with
PHD, which prevented Natal from distributing thegucts of Astra and Merck, restricting
competition in the market, in contravention of Al 5(1) of the Competition Act. The
complainant also accused the defendants of appbisagiminatory price-related conditions
and terms, in contravention of Article 9 of the Aathich prohibits dominant undertakings
from applying discriminatory terms. The Competitibnbunal, after carefully reviewing all
the details, as well as the arguments of the cdmgoiés, concluded that there were not
enough grounds for deciding that the vertical agpe#s between the defendants had
constituted an anti-competitive practice and thosuled the complainants’ request for
interim relief.

Case No. 68/IR/Jun00 Pharmaceutical Wholesalers vs. GlaxoSmith WellcenThe
Competition Tribunal concluded that exclusivity do@ot necessarily contravene the
Competition Act, but that the joint nature of thgreement (joint ownership in the case of
IHD) implied horizontal collusion such that interilief could be granted to the applicants.

The various different decisions of the Competitibribunal of South Africa point to the
complexity in assessing the impacts on competibibdistribution agreements. Competition
authorities would have to differentiate between:

- Strategic behaviours and anti-competitive behagitnyrenterprises;
- The exclusivity of agreements and its impacts angetition in the market;

- The difference between manufacturers-distributetationship and joint ownership;
and

- Impacts on the nature and scope of intra-brand etitign and inter-brand
competition, etc.

1.3. The European Union

In Europe, enforcement priorities in the pharmacausector have traditionally focused on
(intra-brand) competition between producers of & prescription drugs and parallel
traders. More recently, however, the European Casion has started to focus increasingly
on practices believed to be aimed at delaying ttieyef generics or innovative products —
which essentially means abuse of dominant positi@nglisrupt the innovative process

(traditionally been the case of the US’s policyhisTpolicy trend is clearly reflected in this

competition authority’s latest action — springingextor-wide enquiry into these issues.

Primarily due to differences in national pricingiaes and health care spending, there exist

substantial price differences — as high as 70 péinesome instances — in medicines between

member states. This has created a significant |phtedde activity. Wholesalers purchase

products in low-priced countries in order to sell high-priced countries at or near the

reimbursement price of the medicine in the counfrimportation, that effectively arbitrages
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to take advantage of the price differentials. Plameuatical manufacturers have sought to
restrict these parallel imports through unilateredans and also by agreement or concerted
practice with their distributors. Such action idguaially in breach of EC competition law,
either as a restrictive agreement (Article 81 of tBC Treaty) in the case of concerted
measures or as an abuse of a dominant positiorci@B2 of the EC Treaty) in the case of
unilateral measures. These issues are clearlycteflen two exemplary cases — known as the
Greek GSKcase and th&SK Dual pricingcase in Spain. Both cases are currently pending
before the European Court of Justice (ECJ).

In the GSKDual pricing case, GSK has submitted to the European Commissiapproval
their dual-pricing policy (in accordance with Regpion 17 — Article 81(3) of the EC Treaty)
with two main objectives: (i) to maintain the intise for innovation in member states where
prices remain high; and (ii) to ensure the accesaddicines by consumers in member states
where the prices are low. The EC has refused theission, saying that these benefits are
not clear. However, the European Court of Firsttanse stated that the EC had not
considered these benefits appropriately.

In the Greek GSKcase (also known as tl&YFAITcase), GSK had decided to restrict its
supply to meet orders in Greece after seeing tmatptoducts it sold in Greece had been
traded all over Northern Europe. The Greek CompatiCommission had referred the case
to the ECJ with regard to abuse of dominant posstioefusal to deal).

In June 2005, the Commission imposed a 60-milliorodine on AstraZeneca for misusing
national patent systems and national proceduresnfoketing pharmaceuticals to block or
delay market entry for generic competitors to lteudrug Losec.

Lately, on January 15, 200#e European Commission (EC) disclosed that itlaadched a
"sector inquiry" into the pharmaceutical indusingluding unannounced inspections, known
as "dawn raids." The EC has the legal authoritgaieduct a general "sector inquiry” into an
industry when it suspects, based on price trendsghar factors, that there may be a distortion
of competition in an industry even in the absenicactual evidence of wrongdoing.

The EC stated that it had launched the sector ipdpgicause it was concerned that fewer new
drugs were being brought to market and that theyemft generic drugs appeared to be

delayed. The EC noted that while 40 new drugs wereduced per year by drug companies

between 1995 and 1999, the average fell to 28 leet\#800 and 2004. The EC stated that it
is considering several potential competitive issuggreements between pharmaceutical
companies, such as patent litigation settlemerdstla@ creation of barriers to entry through

the misuse of patent rights, vexatious litigatiowl @buse of the regulatory process or other
means.

EC, using its power to launch the sector-wide erygom the basis of its own concerns, does a

good practice/lesson aiming at a healthy pharmaaundustry. However, it should be

noted that the EC is a powerful competition autiyaaind the EU is a huge market. These are

the two factors which can exert pressure on phaeotamal MNCs, which make them
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cautious when engaging in strategic behavioursrder not to trigger actions by the EC.

Turning to the member states, the United Kingdo@féice of Fair Trading (OFT) has
recently issued the results of its market study the use by branded drug companies of the
‘direct-to-pharmacy’ sales model. Under this modbe company contracts directly with
pharmacies, merely using the logistical supporbreé or more wholesalers. It gives it more
control over prices and also avoids the risk ofnterfeits through parallel trade. The OFT is
concerned that the model may result in lower diat®dor pharmacies and lower service
levels in the distribution of medicines. It recommde that the government address the
concern over lower discounts in the UK price retiuha system (PRS) and also set down
minimum service standards.

In France, the Competition Council has imposedagertonditions to make the supply quota
system in force between a number of branded drugpeaaies and their wholesalers more
flexible and transparent, ensuring that the systemadapt to potential growth on the market,
without distorting competition between wholesal@iise Council did not object to the supply
guota system as such, but rather had concernstey@actical implementation.

1.4. The United States

In the United States, the Federal Trade Commig$aiC) has shown a similar interest in the
pharmaceutical industry. The FTC has routinely leingled mergers or other allegedly anti-
competitive conduct in the pharmaceutical industrya long time, but in recent years, its

focus on the industry has risen to a new level. wost controversial aspect involves the
FTC's challenges to patent branded/generic litgasiettiements involving so-called "reverse
payments.” The FTC has settled a number of cagbsbranded and generic pharmaceutical
companies involving reverse payments and it hafiediithe competitive implications of such

settlements.

In 2001, the FTC brought a complaint against SaigeRlough Corp. challenging settlement
agreements that it had entered into with two genmympanies it had accused of violating its
patents for its potassium chloride supplements. FR€ concluded that the settlement
agreements — which the FTC found involved paymé&ats1 Schering-Plough in return for
delayed generic entry — violated the antitrust la@s appeal, however, the"1US Circuit
Court of Appeals overturned the decision, finding evidence that the agreements had
impaired competition beyond the scope of Scherilogidh's patents.

In February 2007, the FTC brought a suit to chgiéehrand drug manufacturer Cephalon’s
settlements with four generic firms (all of whom wia have shared the 180-day exclusivity
period). Each settlement involved a side-agreenieabiding intellectual property licence
payments from the brand as well as supply agreesvaamd product development agreements
under which the brand paid the generic. The FTQesghat these are agreements not to
compete.
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1.5. Canada

Created in 1987, under the Patent Act, as an imdkgre quasi-judicial tribunal, the Patented
Medicine Prices Review Board (PMRRB) limits thecps set by manufacturers for all
patented medicines, new and existing, sold in Canaader prescription or over the counter,
to ensure they are not excessive.

As an independent quasi-judicial body, the PMPRBies out its mandate independently of
other organisations, such as Health Canada, wipiproges drugs for safety and efficacy and
public drug plans, which approve the listing of gkuon their respective formulas for
reimbursement purposes.

The PMPRB has a dual role:

* Regulatory To protect consumers and contribute to Canadgattiin care, by ensuring
that prices charged by manufacturers for patentedicines are not excessive; and

* Reporting To contribute to informed decisions and policyking, by reporting on
pharmaceutical trends and on the R&D spending layrphceutical patentees.

Canadian regulators have ordered the local subgidiaUS-based ICN Pharmaceuticals to
cut the price of its Virazole, anti-infection, drioy almost 90 percent and pay a C$1.2mn
(US$876,000) penalty for excessive pricing. It fdu€N had sold Virazole at “an excessive
price” since January 1994 and ordered the compamgduce the price of a 12-hour dose
from C$1540 to about C$200.

The ruling is the first since the establishmenthaf Patented Medicine Prices Review Board
in 1987, under reforms to extend patent proteatiobrand-name pharmaceuticals. However,
the Board has reached 100 “voluntary” settlementsch it claims have saved consumers
about C$110mn.

1.6. Thailand

Similar to other countries in Asia, the pharmacmltiindustry in Thailand is mostly

formulating active ingredients and manufacturingnegec products. The number of local

manufacturing companies is limited, thus Thailaekks on imports. In 2005, domestically-
produced medicines accounted for 65 percent ofofiaé demand and 35 percent are provided
by imported medicines. In Thailand, the drug mactufieers are categorised into three
groups:

* Multinational corporations which manufacture actimgredients and pharmaceutical
formulation;

* Thai-owned companies, which primarily focus on p@dg pharmaceutical
formulation and, to a smaller extent, manufactuaotive ingredients ; and
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« The Government Pharmaceutical Organisation (GPQjichw primarily prepares
pharmaceutical formulations for public medical bEshment.

The GPO enjoys the benefits of the government'mérregulation of the pharmaceutical
market and nearly holds a monopoly over the sufplhe public sector. According to the
annulled regulation, public hospitals are legalliged to purchase 80 percent of their drugs
from the GPO and only 20 percent from private oiggtions, the impact of the annulment is
however not certain. Thanks to these advantagdsy stihe GPO has always ranked amongst
the top-ten pharmaceutical corporations in Thailaiogiether with other MNCs such as
Pfizer, Sanofi-Aventis, GlaxoSmithKline, AstraZeag®lovartis, Roche, etc. It is considered
as the backbone of the domestic pharmaceuticakindof the country, helping to stabilise
the supply of medicines to all Thai people (to avoeing dependent too much on foreign and
imported products) and ensure the access of thetp@ssential medicines.

The Thai pharmaceutical regulatory system is bamedhe Drug Act B.E. 2510 (1967),
together with its four amendments, ministerial tagans and ministerial notifications. The
fundamental basis of Thai drug regulation is tHatetivities in relation to the trading of
pharmaceutical products must be licensed/approwedhb competent authorities. Drug
regulation is centred at the Thai Food and Drug #astration (FDA) under the Ministry of
Public Health (MoPH).

Generally, the procedure for seeking marketing @pgdrfor drugs will depend on whether
the applicant is the drug originator or a generigdpcer. Drug originators face the most
onerous task, as each element of drug safetyaeifiand effectiveness must be demonstrated
to the satisfaction of the Drug Control Divisiontbe FDA. Such practice is partially due to
the government’s health care policy, which seeksnforove access to medicines and make
affordable drugs available to all patients who niesin.

Other than this pro-generics policy, the MoPH Hae anade various efforts towards making
affordable drugs available for all. The most recamid perhaps most controversial, attempt
was the MoPH'’s decisions to issue compulsory liesrto six key drugs that are still under
patent in Thailand. The drugs include Merck’'s attoviral Efavirenz (Stocrin), Abbott
Laboratories’ antiretroviral Lopinavir/Ritonavir @fetra), Sanofi-Aventis’ heart disease drug
Clopidogrel (Plavix), the breast cancer diLegjrozoleproduced by Novartis, the breast and
lung cancer drugdocetaxelmade by Sanofi-Aventis and the lung cancer dEnbptinib
produced by Roche. In all these cases, the MoPHirgsted upon implementing the
compulsory licences to import generic products ifibailand, through the state-owned GPO.
These decisions are based on the Thai Patent Aararhighly controversial.

Thailand also has a Trade Competition Act sinceQ1®#hich replaces the Price Control and
Anti-Monopoly Act 1979), but the implementation h&nained ineffective. Regulations in
the pharmaceutical industry have been following&al approach.
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1.7. The Philippines

The Philippines has been considered as one coum&gia where medicine prices are at their
highest. The drug prices are probably the highrettie world in relation to per capita income.
For example, a 500 mg. tablet of Ponstan, a pd@mkitanufactured by Pfizer, costs US$0.45
in Philippines, while the very same item costs dd§$0.06 in India, a nearly 800 percent
differential.

A major reason for the high cost of pharmaceutigalthe Philippines is the existence of a
“cartelised system” of marketing and distributidrerein. There exists a Philippine drug
industry “cartel” which controls the supply andss#te prices. Such pricing has little or no
relation to the actual cost of production and fetgiand is determined solely by what the
cartel believes the market can take. More than @dcgmt of the retail trade in
pharmaceuticals in the Philippines is controlleddmg privately-owned company, Mercury
Drug. Mercury Drug, with over 600 outlets all ovére country, has annual sales of
approximately US$1bn. By its sheer size and ecooaraut, Mercury is in a position to
dictate the pricing and distribution policies ofetllrug makers. They have to dance to
Mercury’s tune or risk being left out of the paditogether. Moreover, approximately 80
percent of the toll manufacturing for foreign drugpmpanies is done by Interphil
Laboratories. About 80 percent of wholesale distidn of medicines is handled by Zuellig
Pharma/Metro Drug, a sister corporation of Intecphith so few dominant industry players,
it is no wonder that a cartel evolved which novweefively controls the market.

The Philippines does not have a competition law(fetugh there have been some demands
for the same to be adopted recently, in order toighuthese cartels). The government has
been trying to ease the medicine prices and sblwetoblem of monopolistic arrangements
by many different policies and measures, though lited success.

The Philippines has a National Drug Policy (NDRicei 1986-1987. In 1988, the Philippines
enacted a law on generics in consonance with the.NHeIping usher in an era of social-
reform measures, Republic Act No. 6675 sought ¢tonate, require and ensure the labelling,
prescribing and dispensing of medicines, usingr theneric names. Besides, clinics in rural
areas are required to maintain all drugs mentionethe Essential Drug List (EDL). A
programme called “Boticang Bayan” is also undemtake&hich is essentially a grass-roots
distribution and retailing network, intended torgricheaper generic drugs to the people who
need it most.

However, such programs are hampered by bureau@atidoudgetary limitations. Whether
this will loosen the cartel’s stranglehold on tHalippine pharmaceutical market remains to
be seen. Generics still account for below 10 peroérthe whole Pilipino pharmaceutical

market and the prices are still incredibly high.
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2. Specific Issues Related to the Implementation of @apetition Law Policy in the
Pharmaceutical Distribution Sector

Pharmaceutical manufacturing and distribution ivesy distinctive industry. Therefore,
competition law policy only constitutes one parttoé legal and regulatory framework
regulating the sector, in addition to regulationspoicing, quality, standards, distribution (the
way that wholesalers and retailers are allowedadheir business) and drug registrations,
etc. The lead role of competition law policy, adlvas that of the competition authorities, is
to ensure that market players do not engage incantpetitive practices (for example, price-
fixing agreements, abuse of monopoly, abuse of #@Rdock the innovative process, etc.),
erect barriers to entry or extract rents from unf@mpetition practices (for example resale
price maintenance, excessive pricing, misleadingedidements, etc). In some cases,
competition authorities can also undertake polidyogacy with other sectoral regulators or
relevant state agencies (for example on marketnagtiges, distribution practices and the
organisation of the distribution systems, pricimglvertising or the maximum margin of
profits for distributors, bidding for supply conttato hospitals, etc.) so that there is no
regulation which may potentially restrict competitiin the market or prevent competition, in
order to ensure the legitimate benefits of the goress, as in the case of the United Kingdom
and France, mentioned above.

On October 29, 2007, Canada’'s Competition Buredeased a report which claims that
consumers in Canada are still paying high prices generic drugs, despite vigorous
competition between drug manufacturers. Accordingthis report, pharmacists drive
competition by exchanging shelf space for discoontgrugs, yet have little incentive to pass
those savings onto individuals and insurance plans.

The study also showed that rebates or paymentsiatambfor close to 40 percent of the price
the pharmacy is invoiced. In provinces that fonmdnufacturers to pay pharmacists to stpck
their drugs, drug companies often pay for pharnsagieofessional services, such as patient
counselling.

However, consumers and insurance plans that sengumers rarely see the benefit of thpse
deep discounts, the bureau found. Instead, thegoéten reflected the highest charges| for
generic drug prices allowed under Ontario’s druanpl

Although drug plans often contain policies to regltite cost of generic drugs, “they provide
little incentive for manufacturers to compete bfedhg competitive prices to end payers”,
the bureau said in its report.

To help boost competition and consumer savingsptiteau has recommended that puplic
and private insurance plans, rather than pharmadiefp spur competition amongst
manufacturers. The bureau has also suggestechthaaince providers allow drug companies
to bid on what drugs would be covered under cenpédans and provide other incentives for
manufacturers to compete.
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There are some major issues related to the impletenm of competition law in the
pharmaceutical distribution system on which we d@aw on the lessons of other countries in
the world, as follows:

2.1. Defining the Relevant Market in order to Calculatelarket Share and the
Level of Economic Concentration

For defining the relevant product markets in relatito medicines, most countries use
standardised systems such as the Anatomical Therap@assification “ATC” systert® —
recognised by the WHO - in addition to consultinghwnedical/pharmaceutical experts or
considering other factors such as mode of deliemgdicines only for use in hospitals,
prescribed medicines or over-the-counter medicjng® usage (for injection or normal
usage), etc., so as to add or exclude some (vaetgroducts.

According to the ATC system, finished pharmaceutgaducts can be categorised as
follows:

Table 12 — Major Drug Groups

Major Drug Groups

Gastrointestinajstomach aciqAntacids H, antagonistsProton pump inhibitops
tracfmetabolisnAntiemetics ¢ Laxativese AntidiarrhoealgAntipropulsivess Anti-obesity
(A) drugse Anti-diabeticse Vitamins e Dietary minerals

Blood and blooc
forming organs

(B)

Antithrombotics(AnticoaqulantsAntiplatelets Thrombolytic
Antihemorrhagics

%9 |n the Anatomical Therapeutic Chemical (ATC) cifisation system, the drugs are divided into diéfer
groups according to the organ or system on whiely #tt and their chemical, pharmacological andaheutic
properties. Drugs are classified into groups a filifferent levels. The drugs are divided into feen main
groups (1st level), with one pharmacological/thetdjw subgroup (2nd level). The 3rd and 4th le\ais
chemical/pharmacological/therapeutic subgroupsthadth level is the chemical substance. The 2rdl a8d
4th levels are often used to identify pharmacolalgsubgroups when that is considered more appitepttian
therapeutic or chemical subgroups. The complessitiaation of metformin illustrates the structarfethe code:

A Alimentary tract and metabolism
(1st level, anatomical main group)

A10 Drugs used in diabetes
(2nd level, therapeutic subgroup)

A10B Blood glucose lowering drugs, excluding inssli

(3rd level, pharmacological subgroup)

A10BA Biguanides
(4th level, chemical subgroup)

A10BAO2 Metformin
(5th level, chemical substance)
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cardiac therapydntianginals(Cardiac glycoside®ntiarrhythmics Cardiag
Cardiovascular|stimulan) « Antihypertensives Diureticse Vasodilators Beta blockers
system(C) renin-angiotensin syste(ACE inhibitors Angiotensin Il receptor
antagonistsRenin inhibitory « Antihyperlipidemics

Emollientse Cicatrizante Antipruritics « Antipsoriatice Medicated
dressings

Skin (D)

Reproductive

system(G) Hormonal contraceptionFertility agents SERMse Sex hormones

Endocrine

m) Corticosteroid® Sex hormones Thyroid hormones Antithyroid agent

Infectionsand
infestationyJ,
P)

Antibiotics « Antivirals ¢« Vacciness Antifungalse Antiparasitic
(Antiprotozoals Anthelminticg

Malignantand
immunediseas

(L)

Anticancer agentsImmunomodulator§lmmunostimulators
Immunosuppressants

Muscles bones |Anabolic steroids Anti-inflammatories(NSAID) ¢ Antirheumatics
andjoints (M) |Corticosteroid® Muscle relaxants Bisphosphonate

IAnesthetic{General Local) « Analgesice Anticonvulsant® Mood

S;}%:) 32dsvsten stabilizers « PsycholeptidAnxiolytics, Antipsychotics

(N) HypnoticdSedativels* PsychoanaleptiCAntidepressants

= Stimulant#Psychostimulan)s

Respiratory DecongestantsBronchodilatore Cough medicine H; antagonists
system(R) =

Other ATC /) |Antidotes Contrast media RadiopharmaceuticakDressing |

The European Commission often uses the ATC-3 (tiirel tevel) for market definition
purpose, especially in merger cases. Many counitnie¢se Organisation for Economic Co-
operation and Development (OECD) also take the sgpeoach, while some countries even
use the fourth level, as in the case of Italy. Sastieer countries may use other ways of
expression, but the essence remains the samex&mipée, Korea uses “commonly accepted
therapeutic categories” as the basis; while theMd&ld determine:

“(1) whether drugs treat the same disease, conditiomdication; (2) whether drugs
treat a disease by interacting with the body in s#aene manner (i.e., whether they
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have the same "mechanism of action"); (3) whethregsl have the same specific
chemical compounds; (4) whether drugs have the sdosage form such as

injectable, liquid, capsule, tablet, or topical; )(3vhether drugs have the same
frequency of dosage, such as once-a-day or extersdieglse; (6) whether drugs have
the same strength of dosage, distinguishing, famgte, 30mg and 60mg tablets; (7)
whether drugs are branded or generic; (8) whethergd require a prescription or

are sold over-the-counter; and (9) whether druge aurrently marketed or are in

development.”

Many studies on the competitive structure of tharptaceutical markets in the world showed
high concentration levels within these differergérdpeutic groups. In some cases, there are
only one or two firms accounting for the turnovémeany markets (groups$° However, it
should be noted that data on market shares, ctdduts one point of time in accordance with
this method, might not be relevant for long timece the market shares may change when
substitutes are marketed or when patents expire.

2.2. Dealing with Anti-competitive Agreements in the Pimaaceutical Industry

Anti-competitive agreements can be vertical (otvetween manufacturers and distributors —
wholesalers or retailers), for example in exclusdesling arrangements or resale price
maintenance practices or horizontal (between matwiers with each other or between
distributors with each other), for example in priteng, dividing the customers or bid
rigging. After we have been able to define thevaht markets, it is an easy job to calculate
the market shares of enterprises involved, thel le¥econtestability/concentration of the
markets or estimate the potential impacts (restagton competition of these agreements.
While horizontal restrictive agreements can be itdd, notwithstanding the combined
market share (or market power) of all parties ® délgreements, the competition authorities
need to calculate the exact market share, the tHvelarket power, as well as the potential
impacts on competition of vertical agreements oteoto handle them.

1. On July 13, 2006, Turkey's Competition Board findkiee companies — Roche
Eczacibasi and Beser — for running a prescriptiag dartel in 2003. Roche, whigh
gas over 68,000 employees worldwide, make presmnigtrugs used to treat canc
obesity, AIDS, acne and influenza. Eczacibasi mactufes over 400 medicine
including Setron, which is used to treat nausea a&wodhiting induced by
chemotherapy. Roche makes a competing remedy cENedl. According to the)
competition board, both companies used a singlal warehouse — Beser Pharmacy
Retailers — to stock and distribute Kytril and $etrThis allowed them to fix prices
and divide up the market when fulfilling public prmement contracts agreed with the
Social Insurance Association and other state halspit

1)
-

»

10 For this task, it is necessary to collect inforimraion the turnovers of each enterprise for eapk/brand of
medicines. The competition authorities may make afseneir authority to require enterprises to pdevisuch
data and information.
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2. In 2007, Italy’s Antitrust Authority has fined foupharmaceutical wholesalers,
Alliance Healthcare, Comifar, SAFAR and lItriafarmdor refusing to supply ove
the-couner drugs to non-pharmacy outlets in theonsgof Abruzzo, Puglia an
Basilicata. The authority claims the arrangemedttte a general lack of supply of
OTC drugs for two months, creating negative effeotisthe benefits to consumeys.
These companies were fined an amount of €24,840afdr-competitively co
ordinating commercial policies.

O o

3. In 2008, Germany’'s Federal Cartel Office has finatk pharmacy associations and
several individual pharmacies a total of €465,080ufrging their members and other
pharmacies not to compete on the retail price ofesdrugs. According to the office,
the associations spent much of 2003 touring p&r@&eomany giving presentations on
why they should charge uniform prices for simple@medications such as aspifin
and cold medicine.

4. Also in 2008, the UK’s Office of Fair Trading wasvestigating a price-fixing carte
comprising of several generic medicines produceken{ Pharmaceuticals,
Goldshield, Ranbaxy, Generics and Norton Healthcamhich were accused of
raising their prices as much as 800 percent, cgusamages worth £150mn from
1996 till 2000. There are several medicines invd)vencluding blood-thinner
Warfarin and certain penicillin-based antibiotiSame of the companies have already
paid out £34mn to settle allegations without adngttiability.

2.3. Dealing with Abuses of Dominant Position and Mondgo

Abuses of dominant positions can be related to sstee pricing, such as in the case of
Canada, as mentioned above, or to IPRs, as indbe of the US or the EU. For these
practices, determining that an enterprise is hgldir® dominant position is crucial in order to
conclude whether the alleged enterprise is guiltyat. Therefore, market definition becomes
very critical to the outcome of each case.

1. In 2003, the South African Competition Commissiaurfd that GlaxoSmithKling
South Africa and Boehringer Ingelheim have contnaekethe Competition Act 199
by abusing their dominant positions in the antre@tral (ARV) drug market. Each @
the firms had refused to license their patentseturn for a reasonable royalty. In
particular, the Commission found that the firms iddna competitor access to an
essential facility, set excessive prices and erdjyagan exclusionary act. Finally, the
companies had decided for out-of-court settlemafter the case was referred to the
Competition Tribunal. It should be noted that irsttase, the Commission determined
that each type of ARV is one relevant product migrks in the approach “on
product-one-market” mentioned in the part on Mafketicture of the report. This is a
useful experience for the competition authoritiésl@veloping countries, in genera

= 0
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as well as Vietnam, in particular.

2. In 2007, some US pharmaceutical retailers have sactudrug maker Abbo

Laboratories of leveraging its monopoly positioneovan HIV drug patent called

[t

Norvir, to inflate the cost of the drug by almof04percent over the last four yearg to

offset losses due to increased competition for rotH®/-related drug it makes.

Although Norvir can be used alone, it is typicadlgomponent drug used to boost
effectiveness of other HIV inhibitors, including léaa, another Abbott bran

Several rival producers use Norvir, which is théyadrug of is kind, to supplement

their drugs. When competitors to Kaletra beganiggimarket share, Abbott charg
them more for Norvir to offset it losses and regaiarket position. This case w
supposed to be brought out for hearing in 2008.

the
.

ed
s

2.4. Reviewing Economic Concentration (Mergers and Acgions)

Mergers and acquisitions can also be verticalnathe case of Kinesis Logistics in South
Africa or horizontal, as in the multi-jurisdictionanerger between Glaxo Wellcom and
SmithKline Beecham. In these M&A cases, which migbtentially lead to the formation of

a dominant business, or restrict competition (duedmbination of IPRs, expansion of t

he

distribution networks or increase of market power different market segments, etc);
competition authorities in the world often set aertconditions for approval to ensure that

the merging parties are not becoming too poweridl@n control the market.

In 2007, the US Federal Trade Commission has dondity cleared a merger between {
country’s third and fourth-largest pharmaceuticahpanies, Rite Aid and Brooks & Ecker

Rite Aid had expected to close US$3.5bn acquisiibBrooks and Eckerd pharmacies|i
March 2007, but the commission raised concernstkigatieals would be anti-competitive|i

23 local markets, allowing Rite Aid to “unilateraléxercise market power” in certain are
and demanded that Rite Aid sell at least one phaynmaeach of the markets to commissig
approved buyers. This condition is supposed to renthat consumers continue to hav
choice in where they shop for prescription drugs.

The deal would give Rite Aid control of over 1,8@vooks & Eckerd stores and si

distribution centres on the US east coast. Rite vwalild control over 5,000 stores in
states after the takeover and expect annual revehamund US$27bn. Seventy percent
the acquired stores are in states where Rite Aahdl/ operates.

Quebec-based pharmacy Jean Coutu — Brooks’ anddEskmarent company — would keg
327 Canadian shops and would gain a 32-perceng staRite Aid. Rite Aid said it woulc
close up to 200 stores to avoid overlap.

he
d.
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Overall, enterprises can always abuse their ownildigion networks or patent rights or right
to business to increase prices, set prices, exalodgetitors from the market or maintain
their dominant positions. The experiences of ottmmtries in the world mentioned above
have revealed the significance of competition lawprotect the consumer and ensure
circulation.

In summary, international experiences showed thatpetition authorities play a great role
in putting forward recommendations or policies whicould help remedy the various
distortions in market structure, level of econorm@ncentration or be the facilitator so that
innovations can come to the markets and consurbemsever, they can only do that if they
have constant access to information over the hapgem this very distinctive market.

Besides, anti-competitive practices (including bogktrictive business practices and unfair
competition practices) can be quite prevalent ia thdustry, especially abuses of dominant
positions (to increase prices unreasonably andkbiwarket entries by new competitors) and
restrictive vertical and horizontal agreements. seheractices can be shelled as strategic
business behaviours or efficiency-enhancing agragssra simply under the shadows of the
“legal monopoly” conferred by IPRs. The crucial kesn handling these cases include
accurate market definition, the possibility of wgilegal authority to order the companies
under its scrutiny to provide information or accésshe content of their agreements and
contracts. Besides fines and cease-and-desistspim@anpetition authorities should also look
at innovation-enhancing measures (to promote catigrein the future) and market-opening
measures (to allow alternative sources of suppbw mmanufacturers and importers to
participate in the market, to allow parallel imgoretc.) so that competition gets breathing
space.
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Chapter V
ASSESSMENT AND RECOMMENDATIONS

1. Assessing the Competitive Environment in the Pharmzeutical Industry

In this report, the competitive environment in giermaceutical industry, in general, and the
pharmaceutical distribution system, in particuke examined from three main aspects: (i)
the legal and regulatory framework, which includempetition policy and law and other
relevant laws and regulations; (ii) the degreeashpetition in the market, which is reflected
through the prevailing market structure and the petitive behaviours of enterprises in the
relevant markets; and (iii) the existence of basri® entry, which include economic barriers,
barriers erected because of the strategic behaviofirenterprises in the market and
regulatory barriers. On the basis of the analysithe preceding parts, some of the general
assessments can be drawn as follows:

1.1.

The Competitive Environment in the Whole Pharmacmatl Industry

The legal and regulatory framework in particular with the adoption of the
competition law, for regulating the pharmaceutich$tribution system is quite
comprehensive. The considerable consistency betitee@ompetition Law and the
overall legal framework for economic activities shothat the competitive
environment in the whole pharmaceutical industrguge good. Specifically, all the
legal normative documents have set the regulat@yndwork stipulating prohibited
anticompetitive practices, pharmaceutical price iatstration, drug information
provision, advertisement and promotional salesyel$ as fines and remedies to be
imposed on violations.

The market structure has been changed considerably, with the numbenarket
participants on the rise. There are in total aro8@@ enterprises doing business in the
industry, including both manufacturers and distiibs, out of which 439 are FIEs
with 40,000 retailing agents (as compared to ardaf@l enterprises in total in 2001).
On the other hand, statistics on market entry axitt show that this is quite a
competitive market (with all market players havsfficient information about the
market and enterprises being able to enter intoexitdrom the market with ease). It
can be said that the pharmaceutical industry, inegd, has quite a competitive
structure, resulting in fierce competition betweaaarket players, sometimes unfair
competition practices and anti-competitive practice

Field survey results show that enterprises competerder to take control of the
market. Specifically, competition therein is chaesised by behaviours such as fake
trademarks, misleading indications, taking undugrod of other enterprises’ markets
or under-pricing during bidding. Besides, in aduitito competition by way of
quality, choice and more competitive prices, ad a®lsales services, there have been

signals of anti-competitive practices which are eptilly in violation of the
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Competition Law as well. The existence of anti-ceifitive practices in the market
also reflects, to some extent, the degree of fiearapetition therein. On the other
hand, the pharmaceutical market’'s most distindature is the existence of barriers
to entry, since pharmaceutical is a very speciadlpct - the consumers only purchase
the products when they are really in need (fortineat) and the demand is decided
by doctors’ prescriptions. Therefore, the sizehaf televant product market (for each
type of drug) would not increase in accordance whth demand, as in the case of
other products. This characteristic of the markedb to the consequence that, when
an enterprise is excluded from the market for éageiproduct, it is not easy for it to
enter into another market for a similar substitusulting in fiercer competition
amongst market participants.

Domestic pharmaceutical manufacturers have to ctampighin a small market, since
they are all only capable of producing medicinescivhireat ordinary sicknesses
(statistics show that domestically-produced meéincan only treat ordinary
sicknesses, meeting around 50 percent of the det@and). This small market will
become even smaller, once the tariff is reducegeasVietnam’'s WTO accession
commitments. Therefore, the pressure of competittonld be even higher when the
market ‘pie’ gets smaller, while the number of nergarticipants is on the rise.

* There exista significant number of barriers to market entry, especially technical
barriers, since pharmaceutical manufacturing aadinig is a conditional business
(enterprises have to meet certain qualifying regjugnts in terms of manufacturing
facilities, technology and human resources in otdebe able to participate in the
market) and hence the cost of entering the magkeuite high. Besides, the costs
involved for R&D for inventing a new medicine orrfioula are also very high. What's
more, there is another type of barrier: the userebditionship with doctors and
pharmacists so as to influence the consumers’ ugatision. Finally, medicine is a
product of low substitutabilityj.e., the use of medicine is decided by doctors’
prescriptions or the guidance of pharmacists foCQIfugs. The survey results with
pharmacies show that, in most cases, consumersficest do not have a choice since
they have to follow the prescriptions of the dostor

In summary, it can be said that the competitiveirenvment in the pharmaceutical
industry, in general, is quite good, since it pesse quite a competitive structure,
with a great number of market participants (thee¢hfirm ratio — CR3 — for this

market is only 22.5 percent, i.e., the level of @atration is low and no enterprise
has substantial market power). Therefore, the @egfecompetition is quite high,

leading to the emergence of a great variety of aitipge behaviours, which include

anti-competitive practices. Barriers to market ym@tre mainly technical ones, which
increase the costs of participating in the maitket,do not deter entry significantly.
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1.2.

The Competitive Environment in the Pharmaceuticaldiribution Sector

The regulatory framework: The legal and regulatory framework regulating the
pharmaceutical distribution sector is quite compralive. Amongst all, the
Competition Law becomes the standard code for adigigl anti-competitive practices
and unfair trade practices, aimed at healthy coinpetand protection of consumer
interests. Other relevant laws and regulations legiglg economic activities in the
pharmaceutical distribution system (such as whohegaretailing and franchising)
are also quite consistent with the Competition Laavd with each other in ensuring
and promoting fair and healthy competition. The @ifitation of administrative
procedures involved in registering businesses avnestment projects also contributed
significantly in this regard. However, the regutgtdramework also sets quite
stringent requirements for market participationraes regarding the state’s role in
overseeing the pricing autonomy of enterprisesequirements regarding medicine
quality, information and advertising, which may iinmarket entry and business
expansion. Therefore, even though it may erectiretechnical barriers to market
entry, the overall regulatory framework helps touipqenterprises with legal
instruments (regarding competition law and polieyd aother relevant policies) to
protect their legitimate rights and interests dgritme course of doing business.
Regulations regarding anti-competitive practiced anfair trade practices are quite
consistent across all laws and policies, includivegprohibition of restrictive business
practices in the pharmaceutical distribution system

Specifically

At present, it is difficult to define exactly thearket for pharmaceutical distribution
since there has been no specific and consistenutation on “the pharmaceutical
distribution system”.

As defined in the part on market structure, thdrithistion system is a process of
circulating the final finished products manufactudgy both domestic and foreign
producers, which means this process can start totside the national territory set
by physical borderlines. Accordingly, regulatinge tdistribution system amounts to
regulating the behaviours of foreign enterprisesctviare based outside the territory
of a country, but do participate in distributingg thnal finished products they supply
to the customers in that economy.

As of now, the “distribution” concept is providedrfin the Commercial Law and the
Law on Medicines. The Commercial Law provides tiatribution services comprise
of four types of businesses: wholesaling, retajlingnchising and marketing agents.
The Law on Medicines, on the other hand, providesy specific regulations

regarding wholesalers and retailers. Thereforegtieestill no specific and consistent

definition of the distribution system in the ovéidabal and regulatory framework for
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the pharmaceutical industry. Looking at both thevslamentioned above, the
pharmaceutical distribution system, therefore, rmigtontain only medicine
wholesaling and retailing. Without a clear defimitj the task of defining the market
structure in the pharmaceutical distribution systeould become extremely difficult,
resulting in controversies regarding relevant madedinition and establishment of
restrictive business practices. This is one letmhent which needs to be specified
consistently across all the laws and regulationganding the pharmaceutical
distribution system in Vietnam.

» Market size and structure The pharmaceutical distribution market in Vietn&n
quite complex since there is an overlapping of fimms between enterprises
(manufacturing cumulative with distributing). In @Q the total number of
pharmaceutical enterprises is 800, out of whicha@)direct importers or exporters,
with around 39,016 retailing shops. This shows thatdegree of market participation
is high and so is the level of contestability, t8sg in fierce competition between
existing market players. In the distribution systeam per the field survey results,
fierce competition is mainly between importers avitblesalers, due to the limited
market scope for each type/brand of medicines.rdteroto enter a market and gain
control over it effectively, enterprises often hawery to exclude their competitors. It
should also be noted that there are some abusdmmhant positions in some small
market segments, for example, imposing financialddmons on customersThis
means the competitive environment is restrictecbigpavioural factor

Besides, January 1, 2009 onwards, the market steuch the distribution sector

would be significantly affected by Vietnam’s WTOcassion commitment regarding
the right to trade in pharmaceutical proddétsThe numbers of pharmaceutical
importers would increase, with more participatioh 1@0-percent foreign-owned

enterprises. Therefore, the degree of competitidhinvthe distribution sector would

increase and the control over different market ssgmwould change, affecting the
competitive environment in the distribution sector.

* Regarding barriers to entry, most prominent in this sector are the inelastioi
demand, IPRs and stringent regulations on conditfon business. The sector is also
characterised for its high level of vertical integon, which means most distributors
also have their own factories or have relationshvpharmaceutical manufacturing
sub-contractors, resulting in difficulty for enteges which only desire to enter the
distribution sector. Besides, wholesalers are #&igog to form their own retailing

181 VVietnam’s accession commitment to the WTO regaydime trading right in the pharmaceutical sector:
Vietnam would allow foreign individuals and entaésgs to directly import medicines into Vietham from
January 1, 2009. This right to import includes thght to resell the imported products to indivicaiand
enterprises which are licensed to distribute suddycts in Vietnam. This commitment does not mdaat t
Vietnam automatically grants the right to distrioigoods in Vietnam for these importers. This commiit
only means that 100-percent foreign-owned entexprisill be able to participate in the starting staxj the
whole distribution chain, though they are still atibwed to participate in the chain (only the tigthaccess).
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systems, creating pressure on retailers duringr tineigotiation process with
wholesalers who used to be more dependent onenetadl market their products.

According to the statistics provided by the GSQe tiumber of distributors has
increased significantly since 2001 till 2005, frafA2 distributors to almost three
times the number in 2005 to 1444 enterprises. $h®wvs that this is an attractive
market for investors, despite the existence ofibarto entry and high participation
costs, since it is quite competitive.

1.3. Competitive Behaviours in the Markets

According to current regulations, only 100-percieméign-owned enterprises can participate
in the pharmaceutical distribution system. Thedfisurvey results show that these 100-
percent foreign-owned enterprises (Diethelm Vietnkhaga Lifesciences Vietham Co. Ltd.,

and Zuellig Pharma Vietnam Co. Ltd.) are holdingnéttant positions in several market

segments. This is especially clear if one lookatliargaining power they have over retailers.
Even though there is no explicit agreement amotigste enterprises, each of them only
supplies some certain medicines of certain thetapemoups. And, these medicines and
therapeutic groups are not the same amongst timteprses, amounting to some form of
tacit collusion. This can be seen through the pquetations and product lists offered by
Mega, Zuellig and Diethelm. Accordingly, each oésk enterprises has significant market
power over certain products. For example, Mega sapplies medicines for diabetic patients
or life products for women. The consequences ae th

- Foreign enterprises have better bargaining power detnamese wholesalers and
retailers, so there is a high risk that they maysabtheir market power to impose
unreasonable conditions during negotiation withthVaenese enterprises, affecting
medicine prices in the market, affecting consumers.

- Foreign enterprises have better relations with idore manufacturers, while
distributors do not have such access, so foreigmnufaaturers refuse to deal directly
with Vietnamese distributors, especially in somdepted products where they
dominate the market.

It is quite common that some Viethamese distrilsittose control over some market
segments due to lack of bargaining power vis-aaushorised distributors for foreign

manufacturers. However, this is not stipulated bg Competition Law, so the losing

enterprises could not make use of this legal insémnt for self-protection, even in case they
are aware of the possibility of doing so. Therefdhey were forced to exit those market
segments and try to enter others. This is anoisereithat needs to be addressed.

If we follow the approach “one-product-one-markeds mentioned in the part on market
structure, market entry and exit with regards tohegpecific products are often changing,
leading to frequent changes in the prevailing miaskicture and high competitive pressure.
(For example, Vietnamese enterprise A is in theketaior product Al, but is forced to leave
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this market after the entrance of a foreign eniseprEnterprise A would then enter the
market for product B, leading to changes in theketastructure in both markets A1 and B).
Therefore, the status and degree of competitidhermarket for pharmaceutical distribution
is quite distinctive, as compared to other markitteeeds the specialised regulation of the
sectoral regulator (the DAV), in close collaboratiwith the competition authorities.

It should also be noted that most foreign pharmigcaucompanies do not see themselves as
being subject to the purview of the Competition |.awnce their commercial presence in
Vietnam is only restricted to the form of repres¢int office (i.e., not having business
function — according to the Commercial Law), wher€zompetition Law only regulates
individuals and organisations doing business intném. Therefore, it remains a question
whether the collusion between the representatifieest the limited liability companies and
domestic pharmaceutical enterprises setting thekehasrices at two or three times the
original prices is subject to the purview of thengeetition Law of Vietnam or not. This
guestion needs to be clarified and addressed.

Other Factors Affecting the Competitive Environmeint the Distribution Sector

The pharmaceutical distribution system comprisab@two main following sectors:

- Manufacturing — distributinglt is with branches and marketing agents witlystesn
of shops, pharmacies. Most enterprises have s#taiupown distribution channels as
a chain of retail shops. This type accounts fouado50 percent of the pharmaceutical
market, corresponding to the capacity to meet ntademand of Vietnamese
pharmaceutical producers. This distribution sedsolquite clear in structure and
operates in line with the current laws and regofeti Since this market mainly
comprises of generic products or products of theesaherapeutic categories
manufactured by various domestic producers, th&ebarices for all are quite stable.
Therefore, competition within the distribution smctfor “domestic medicines” is
quite normal and healthy. It can be said that tbengetitive environment for
distribution of domestic pharmaceuticals is quited) and not distorted by strategic
behaviours of market participants.

- Importing — distributing (wholesaling and retailing), and authorised imgoilost
enterprises in this sector do not produce medicthesnselves, but only deal in
importing and exporting and, after imports, pap&te in the distribution system via
wholesaling and retailing at pharmacies. In factere though they are only
intermediaries between importers (100-percent \detese-owned enterprises) and
foreign pharmaceutical manufacturers, these enseprare those which decide the
prices on the market. These enterprises are foigred distributors which deal
only in patented medicines and not domesticallydpoed medicines.

This practice of setting the prices is not a markgstrategy of firms in the market,

but it is a practice induced by the monopoly gaifiesn sole distributorships of

various patented products. Each foreign-owned idigtr often has sole
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distributorships over some certain patented pradudihey are selected by
manufacturers on the basis of criteria such asréqlibility and market position of the
distributors, and (ii) meeting the conditions faragtity of imports. After they have
been granted sole distributorships over certaiargat products, these foreign-owned
distributors can set the market prices and impobkatever commercial conditions
they want on other domestic distributofderefore, it can be said that there are
some signs of collusive practices in distributioncbestrated by the representative
offices of foreign distributors in Vietnam, but tki type of ‘invisible’ abuse of
dominance seems to be out of the scope of regutakip the Competition Law

Looking closely at these collusive practices ortfadsd by the representative offices
of foreign distributors in Vietnam, one can saytttiere are signs of competition-
restricting agreements. From international expegsn competitive behaviours

between distributors mainly comprise of competHieatricting agreements, such as
exclusive dealing, price-fixing cartels and abude dominant positions to set

excessive prices. In the world, these agreementwebe distributors are quite

common. And the abuse of dominant positions isnoftaused by pharmaceutical
distributors with patent rights. Monopolistic bel@aus in distribution often happen

in countries like India, China or Vietnam, wherdesdistributorships are quite a

common practice. For the countries at the samd tdvdevelopment (with regard to

the pharmaceutical industry, as classified by UNJD€uch as Vietnam, the market
for imported medicines is quite often controlledfbyeign distributors and, therefore,
is quite dependent on their behaviours. Domestipomers usually do not have

sufficient credibility and bargaining power to négte the terms with manufacturers
and, therefore, cannot compete effectively.

Another distinctive feature of the pharmaceutiaatribution system in Vietham, as
compared to that of other developed countriedias, in developed economies, there
are often only a few big distributors (wholesalef)r example, in the US, there are
only three such companies, in France 7-12, reguitira high level of concentration,
whereas in Vietnam, there are thousands of entiti¢se whole system. This means
the market is quite open and attractive, but asmpiex, multi-structured, hard to
regulate and resulting in high prices. These tyfemarkets are quite competitive in
structure, with prices fluctuating quite often irccardance with the market
mechanism. Whereas, in those market segments here is only one distributor,
price is often excessively and unreasonably high.

In general, the competitive environment in the marlet for distributing imported
pharmaceutical products has the following charactestics:

The market structure (calculated on the basis td da the import value) is quite
competitive, while the level of concentration isvloThe enterprise (Phytopharma Il)
with the highest import value only accounts forwd 29.2 percent of the total
market. Most of the others account for less thapéd@ent of the total import value.

107



Using Competition Law to Regulate Anti-competifvactices in the Pharmaceutical
Distribution System in Vietnam

However, since this is mostly the value of authetismports by foreign enterprises,
the statistics do not reflect correctly the mangesitions of Viethamese enterprises.
There is a high possibility that companies suchZasllig Pharma (importing via
Phytopharma II) are holding dominant positions aaré capable of restricting
competition in the market significantly, even thouyeir market shares (by turnover
and import value) are not high.

* There exists quite a comprehensive regulatory fremne for the sector. However,
implementation has not been effective, due to Ecélear and specific provisions to
define the distribution system, so as to ensuredahterprises are not making use of
such loopholes (some are not allowed to participatbe distribution system, but are
actually doing so).

As already analysed above, in order to regulat@ti@@maceutical distribution system
in an effective manner, there is a need to putlacelaws and rules which regulate
the activities of enterprises without commerciagance in Vietnam. Even though the
activities of those enterprises without commergetsence in Vietham has been
stipulated in Decree No. 90/2007/ND-CP issued lyGovernment on May 31, 2007,
this regulation is not applicable to the competitivehaviours of such enterprises.
Therefore, this is another issue which needs tadmressed when the Competition
Law is amended.

* The existence of those technical barriers to entnjch lead to high participation
costs, does not negatively affect the competitimeirenment, since the number of
enterprises active in the market is quite large arweasing significantly during
recent times. The number of market participantprasent show that the degree of
competition is quite high, unavoidably leading e ttmergence of several strategic
behaviours in order to exclude competitors. Howewemost cases, enterprises could
not be excluded from the whole distribution systdtagether.

It can be said that the high degree of competitiorihe market is caused by the fierce
competition amongst market participants and betwbkerexisting market players with new
entrants, the bargaining power of customers anda@ng power vis-a-vis manufacturers
supplying to that market. (This is clearly reflatia the case of Vietham, where the market
would be opened for 100-percent foreign-owned comgsafrom January 1, 2009, which
means foreign enterprises would be allowed to itngoectly from foreign suppliers and
resell to Vietnamese distributors). The fact thdéwese 100-percent foreign-owned
pharmaceutical distributors have bargaining poweerodomestic enterprises and good
relations with foreign suppliers means that contjpetibetween these distributors and these
enterprises is unavoidable. This is a behaviounded barrier to entry after January 1, 2009.
And, if the consequence of this competition is @riacrease, it would adversely affect
consumers.
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It should also be noted that there is a possibdityertical collusive agreements between
pharmaceutical suppliers (with or without commdrpigsence in Vietnam) and distributors
SO as to monopolise certain markets. Meanwhile,leégal instruments for regulating and
preventing such practices are still absent. Theseftin the long run, it is a must to
incorporate regulations on vertical agreements ihetoCompetition Law and other relevant
laws and policies. In the short term, it is necessaenhance the supervisory role of relevant
state agencies (DAV and VCAD) to ensure a check amd timely measures to deal with
such practices, which might restrict competitiortha pharmaceutical distribution sector.

In summary, the competitive environment in the prageutical distribution sector is quite
good and attractive to investors. The degree ofpstition in the market is quite high and
there are inherent potentials for competition-reitrg factors. There are also monopolistic
practices in supplying patented medicines manufadtby MNCs in this market. These
remaining problems lead to some distortions indherall competitive environment, which
need to be addressed and remedied in the futuréh®hbasis of these assessments, several
groups of recommendations would be mentioned iméhx part of this report.

2. Recommendations

2.1. General Recommendations with regard to Comipmti Policy in the Pharmaceutical
Industry and the Pharmaceutical Distribution Sectan particular

In order to protect the consumer interests andeas® social welfare, policy makers in the
pharmaceutical industry of Vietham need to putlace an appropriate development strategy
for the industry, including the distribution sectavhich is consistent with international
commitments and which ensures the right to competity enterprises under the regulation
of the state (via sectoral regulator). Even thotigh pharmaceutical market operates on the
basis of market mechanisms (demand vs. supply)e tisean urgent need for the regulatory
role by the state, since this is also a highlyinisive market with direct and significant
impacts on the health and life of human beings. @atition policy, therefore, needs to be
integrated into the industrial and sectoral poficier the pharmaceutical industry in both
short and long terms. These two types of polici@gehto go hand in hand and be treated
equally, so that they do not result in protectionegainst foreign investors or in opening the
market without safeguards for infant industries.

In order to achieve the balance and consistencingiihe policy-making process in the
pharmaceutical industry, including the distributi®ector, there is a need to ensure that the
implementation of the Competition Law in this inthyss not adversely affected by specific
sectoral regulations.

In order to realise this goal, the policy-makinggess of sectoral regulatory policies by the
DAV needs to have the participation of the VCAEnd, the government should consider
giving the VCAD the function of reviewing sectore¢gulatory framework and policy, as an
integral part of its competition policy advocacyrfation.

109



Using Competition Law to Regulate Anti-competifvactices in the Pharmaceutical
Distribution System in Vietnam

2.2. Recommendations on Specific Legal Provisions

In order to enhance the effectiveness of statelaigos, in general, and the effectiveness of
competition law enforcement, in particular, visia-the pharmaceutical distribution system,
there is a need to complete the regulatory framkewegarding the following specific legal
provisions:

. _Specific provisions to define exactly the pharmateal distribution system should
be adoptedCurrently, even though already dealt with in sdaengs, there remains no clear
and consistent definition of the pharmaceuticatriflistion system. On the other hand, in
order to enhance the supervisory role of the stathis filed, this is a need of the hour. As
mentioned in the part on market structure, the ggrm®ncept of distribution comprises of all
wholesaling, retailing, franchising and licensirggities. Meanwhile, the Law on Medicines
states that pharmaceutical businesses include: faoters, exporters, importers,
wholesalers, retailers, those enterprises whiclvigeologistics services and those which
undertake clinical tests and quality control. Theme, we can understand that distribution
means wholesaling and retailing. However, in pcastsome understand distribution only as
the retailing system. Thus, we need clear and 8pgeovisions which can help to categorise
various business activities, such as distributienvises, and help determine the starting point
of access to the distribution system.

Real business practices also show that some foleggstics providers can easily get access
to the distribution system by ways of exclusiveidtigs agreements, which cover the sale of
inventories, even though they are not officiallloaled to do so. Therefore, it is extremely
essential that we adopt comprehensive and cleatategns on pharmaceutical distribution,

especially in view of the January 1, 2009, mileston

. Provisions regulating vertical agreements should hecorporated into the
Competition Law Business practices in pharmaceutical distribusgstem show that there
are often vertical agreements therein, be it betweanufacturers and distributors or between
importers and distributors. And, most notable ansoradj is the agreement between foreign
manufacturers/suppliers and foreign distributorsrapng in Vietnam. Even though they are
not allowed to import, these distributors often ortpunder the cover of Vietnamese
enterprises and impose certain conditions on thdsthamese enterprises. Field survey
results show that foreign distributors often essiiblong-term co-operation with Vietnamese
enterprises regarding these authorised import srdéthat's more, the imports by these
Vietnamese enterprises are quite different fromheatber, which means each Vietnamese
enterprise is only solely authorised to import sjieg@roducts. The agreements between
foreign distributors operating in Vietnam and fgrei manufacturers/suppliers result in
significant market power for the former, enablihgrm to set the prices for specific products
with distributors. These practices are rampant seaf two problems:

o0 The Competition Law of Vietham does not provide dgtra-territorial jurisdiction for
the competition authorities.
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o Besides, the Competition Law also does not havelear cdistinction between
horizontal and vertical agreements. Therefores ihat possible to regulate vertical
agreements using this Law, even though verticaegents are most prevalent in the
pharmaceutical distribution system in both devetbped developing countries (as
shown in the part on International experiences).

Therefore, in the long run, the Competition Law dse& be amended in order to be able to
regulate the activities of enterprises, which aaedd beyond the territory of Vietnam, , but
have significant impacts on competition in Vietnamd regulate vertical agreements. In
particular, in the pharmaceutical industry, whiodmprises of manufacturing-distributing and
importing-distributing segments, it is essentialrégulate vertical agreements, since their
impacts on the overall competitive environmentraeminimal. For example, in the case of
vertical agreements, if a specific enterprise hasket power over some types of medicines
(patented and manufactured outside Vietnam), itaiause this power to create pressure on
its distributors and erect barriers to entry byepdil competitors. If their conditions are not
accepted, they might withdraw the medicines altogiefrom the market, while no other
enterprise can import these medicines.

2.3. Recommendations on Enhanced Supervisory andjiRatory Role by Relevant State
Agencies over Competitive Practices in the Pharmaa=l Distribution Sector:

The experiences of some countries at similar leeéldevelopment as Vietnam (such as
China, Thailand and the Philippines) show that cetitige behaviours in certain sectors are
regulated by sectoral regulators, rather than thapetition authorities, due to two main
reasons: (i) there are no comprehensive and crgsag competition laws in place yet, and
(ii) the competition law has been adopted, but e@ment is still limited, due to the absence
of certain specific provisions or the lack of expeces of competition authorities to deal
with distinctive behaviours in certain sectors, ls@as the pharmaceutical industry. This is
also the case in Vietnam at the moment. In the tong it is necessary to complete the legal
and regulatory framework, as recommended abovihelishort term, we need to enhance the
mechanisms to be used by state agencies for sgpgyvand regulating competitive
behaviours in the pharmaceutical market, includiistyibution. The focus areas are:

» Competition monitoring and supervision in the phaaneutical distribution sector
should be promoted, in order to detect and adom-pmptive measures against anti-
competitive practices such as abuses of dominargifgmns/monopoly to fix resale
prices and impose unreasonable commercial condii@n customersThe Vietnam
VCAD is responsible for regulating competitive beloars in all markets in Vietnam.
The Drug Administration of Vietnam (DAV — Ministrgf Health) is responsible for
regulating the behaviours of all pharmaceuticaémrtses in the market. Besides, the
Inter-ministerial Circular between the Ministry idealth, the Ministry of Finance and
the Ministry of Industry and Trade No. 11/2007/TFBYT-BTC-BCT dated August
31, 2007, which guides the implementation of stdeninistration over prices of
medicines used for humans, states that: The Mynistr Industry and Trade is

111



Using Competition Law to Regulate Anti-competifvactices in the Pharmaceutical
Distribution System in Vietnam

responsible for inspecting and regulating all cotitipe behaviours, monopolistic
behaviours and other violations of the Competitiawv. Therefore, with the functions
clearly described in these laws and regulatiores,ritportant thing is to promote this
supervisory and regulatory role of these relevaatesagencies, as well as promote
collaboration amongst them in both stagegxfinteandex postregulation.Ex ante
regulation has to be undertaken in a transparemtnaraand there should be
separation between registration and granting obimlicences. This would facilitate
clear determination of whom allowed to participat¢he distribution system (foreign
enterprises are allowed to import, but not allovwedoarticipate in the distribution
system). Regulation has to be enhanced during Wsendss registration process, as
well as the course of doing business, specifically:

o Regarding market entry: There should be a dataliaseanonitor the
competitive practices in the market.

o Regarding the course of business: Monitoring tecesigns and potential
risks of anti-competitive practices, such as hariaband vertical agreements
restricting competition or abuse of dominant posiéi or monopoly by
enterprises with significant market power (equinale the capacity to raise
prices above the level which prevails during norm@ampetitive conditions
and maintain the prices at such levels for a defiity long period,
independent of the reactions of other market pEydduring the course of
regulation, if detecting signs and risks of sucblations, the state agencies
need to timely inform enterprises so that they take voluntary remedial
actions.

* There is a need to promote the monitoring and supsion of vertical agreements,
specifically.

As mentioned above, vertical agreements can oslyicecompetition if the upstream
firm has market power. In the current distribut®ystem in Vietnam (with foreign
enterprises supplying only imported medicines amgharted medicines cater for
around 50 percent of total domestic demand), thereno single enterprise in
possession of dominant positions in the market des turnover). However, in
practice, in some small market segments, somegiorenterprises are possessing
significant market power (reflected through theamty to set the market prices). In
order to eliminate and prevent this practice, | ¢bntext that Competition Law does
not regulate vertical agreements yet, there isealie promote the monitoring and
supervision of vertical agreements through the sugien of the undertakings such
as:

0 Agreements between foreign enterprises with domesterprises, which have
their own distribution network or such cases whédoeeign enterprises
purchase assets of the domestic enterprises inrdadgain control of the
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distribution network of the latterAccordingly, in some specific markets,
where these foreign enterprises have monopoly meports, such purchase
would adversely affect the competitive environmibietrein, deter new entries
and affect existing players. For these cases, tA¥ Deeds to collaborate
closely with the VCAD during the review process amdy need to apply
certain conditions in specific cases to ensure @iitgn.

0 Agreements between foreign enterprises with domesterprises regarding
sole distributorship of some certain products ie tmarket In these cases,
even though these enterprises do not participatcttli in the distribution
system, they can still affect competition thereihrough requirements of
resale price maintenance. On the other hand, paktemnisks against
competition are normally not made explicit in tletent of the contracts, but
are agreed implicitly, making them hard to be deicDetection is only
possible with the close co-operation amongst advent state agencies and
between state agencies and the private sector u@hroprovision of
information and determination of violations).

There is a need to strengthen the monitoring andpswision of economic
concentration activities (M&As) in order to prevemibreign enterprises from taking
control of domestic enterprises in order to gaincass to the distribution system
There is also a need to pre-empt those factors twhead to “legal” abuse of
dominant position in order to exclude other entesps from the market since the
manufacturers (foreign) do not sell to distributors

The field survey results show that, even withoupam licences, foreign enterprises
have taken control of the market and forced sommedtic distributors to exit from
some certain markets, since they are unable tagpess to foreign suppliers. In the
future, when foreign enterprises are allowed toarhglirectly, this risk would be
even higher and unavoidable. Therefore, it is reangsto enhance the supervision of
transactions on the Stock Exchange. The DAV isfolcal point for receiving all the
information regarding such transactions on the IStexchange. Therefore, the DAV
needs to collaborate with the VCAD to update infation and be able to prevent
such potentially competition-restricting transastio

2.4. Recommendations on Supporting Measures in ortle Strengthen the Competitive
Nature of the Pharmaceutical Distribution Sector increase the Transparency of
Information, Create an Conducive Environment for lFaCompetition, in accordance with
the Competition Law, and not Erecting any Barrieo Entry

It is necessary tbuild up a databasen existing market players, so as to identify
those holding dominant positions/monopoly in theevant markets or having the
potential to become dominant/monopoly. This datab#seds to be transparent and
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made public annually so that state agencies aretpiges, alike, are aware of the
situation, the market structure and potential refginst competition in the market.

VCAD should undertake studies and research so asrécommend pre-emptive
measures against breaches of the Competition Lawb&incorporated into other
relevant laws and policiesuch as recommendations for planning and devejapia
pharmaceutical industry of Vietnam, recommendatidios restructuring and
organising the distribution system, joint co-opemat programme between the
Ministry of Health and the Ministry of Industry adatade. This would help enhance
the effectiveness of the supervision and regulabipthe state over the sector on the
basis of: strictly prohibiting anti-competitive pteces, abuses of market power and
providing fines and remedies with deterrent effects

2.5. Recommendations for the Business Community

Increasing the awareness of enterprises currentlyoirty business in the
pharmaceutical industry and those in the pharmacmat distribution sector, in
particular: In the first place, the field survey results shihat most pharmaceutical
enterprises are not interested in getting to knosverabout the Competition Law.
Besides, some foreign enterprises think they atemithin the purview of the Law,
since they do not have commercial presence in "it(only representative offices).
Therefore, they might:

o Violate the Competition Law unintentionally;

o Not know how to use the law to protect their legdie rights and interests;
and

0 Not be able to assess the impacts and consequiiratetistorted competition
might have on them.

The process of awareness-raising needs to beibpirstiuding activities such as campaigns
and information dissemination sessions or pubbeabf materials on the Competition Law
for enterprises.

Secondly, enterprises need to be proactive in ilegmmore about the Competition Law and
other relevant laws and regulations, as well asatipg information. Enterprises need to
proactively consult with relevant state agencieemvithey think there are signs of anti-
competitive practices which affect their business.

Warning enterprises not to include such contractualauses that may restrict
competition, for example

o fixing prices directly or indirectly;
o dividing customers or supplies; or
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0 preventing other enterprises from entering the eiark
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ANNEXURES
ANNEX 1

LIST OF LARGE DISTRIBUTORS IN VIETNAM

1. Domestic Companies

* PhytoPharma — HCM City
* Coduphar — HCM City

» Sapharco — HCM City

* Vimedimex Il - HCM City
* Vimedimex | — Hanoi

* Hapharco — Hanoi

* Dapharco - Danang

2. 26 Representative Offices of Large Foreign Pharmaaéical Companies in
Vietnam

GlaxoSmithKline — UK Sandoz — Switzerland

Astra Zeneca — UK Peirre Faber — France

Pfizer — US Le Servier — France

Bristor Mayer Squyp— US Organon — Holland

Merck — US Solway — Holland

Janssen Cilag — belonging to Johnson @Gedeon Richter - Hungary
Johnson (US)

Bayer — Germany Egis — Hungary

Baxter — US Medochemie — Kypros
Boehringe — Germany Ebewe — Austria

Berlin Chemie — Germany Biocheme — Austria
Schering AG — Germany Alcon — Belgium

Roche — Switzerland Ciech Polfa — Polland
Ipsen — France Konimex — Indonesia

3. Specialised Distributors/Marketing Agents for One © more Manufacturers
Zuellig Pharma — Singapore Vien Dong — Vietnam
Mega Product — Thailand Dong A — Vietnam
Diethelm — Switzerland Do Thanh — Vietnam
Tenamyd Canada — Canada IC Vietnam — Vietnam

Tedis SA— France
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ANNEX 2
THE METHODOLOGY FOR FIELD SURVEYS

1. Motivations for Undertaking Field Surveys

The report of the DAV at the Pharmaceutical Confeee2008 states that one of the biggest
problems remaining in the supply of medicines agspnt in Vietham is the fierce
competition, whereas demand is increasingly stgatlilerefore, in order to be able to assess,
in the most realistic manner, the status of cortipatin the market, as well as to detect signs
of anti-competitive practices therein, we decidedindertake the field surveys. Field surveys
helped us collect specific, most updated and ateumsformation about the business
activities and competition amongst enterprises.oligh the undertaking of field surveys,
already available information would be comparechwite real practices, in addition to new
revelations during interviews with enterprises. @at basis, we build a comprehensive
picture of the pharmaceutical distribution systenvietnam.

2. Selection of Target Groups for Field Surveys

With the number of 800 enterprises in total in tharket, it requires huge financial and
human resources to interview all of them. Therefohe best choice possible is through
conducting interviews, through samplitfg.

Enterprises were selected on the basis of:
- Representative sampling

In accordance with the prevailing market structwre, selected enterprises on the
basis of their types:

0 State-owned enterprises: mainly amongst those quelji owned by the state,
now already equitized, including manufacturers wiitences to directly
import medicines into Vietnam;

o Private enterprises; and
o Foreign-invested enterprises (FIES).
- Random sampling

o On the basis of the list of enterprises in the whioldustry, we randomly
selected some enterprises for interview. This randelection was mainly for
retailing enterprises such as hospital pharmacigsivate pharmacies.

0 Besides, we also chose, at random, 100 patientslobtors, 20 pharmacists
and pharmaceutical salesmen in some hospitalsatpriglinics, pharmacies

162 sampling means the selection of certain enterpaseongst all for interviews, then on the basighefresults
collected, deduction can be made for the wholeesysThe advantage of this approach is that it requess
financial and human resource. It can be undertakitinless time, provides accurate results and doigepth
information.
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and retailing stores to take stock of consumptioattepns and the
“substitutability” of medicines.

3. Methodology for Field Surveys

- Examining secondary sources of information: We istidhe information and data
already available from sources such as the Gef¢asistics Office (GSO), the DAV,
other research studies and the mass media.

- Mapping of information to be collected, including:
o0 Awareness of enterprises regarding the Competitam;

o0 Enterprises’ perceptions regarding state admiristran the pharmaceutical
sector;

o Competitive practices of enterprises so as to tlsigas of anti-competitive
practices in the pharmaceutical distribution systena

o Consumption patterns and the substitutability ofpicts.
- Questionnaire design
- In-depth interviews with enterprises in two ways:

0 Getting to understand the general information pEs=¢ by enterprises
regarding the general pharmaceutical market, asasehe distribution sector,
strategic behaviours of enterprises as well as etitign between them on the
market.

o Proposing some specific problems to understanddhetions of enterprises
on issues related to competition in the pharmacaudistribution system, as
collected before.

4. Geographical Coverage

We selected Hanoi and Ho Chi Minh City as the figloivey sites, since these are the two
biggest commercial and financial centres in the letad Vietham. These are also the two
regions where consumption of medicines is the HEglaecounting for 76 percent of the total
national demand. Ho Chi Minh City is the biggestrked accounting for 55 percent of the
total demand, while Hanoi accounts for 21 percéht.

183 V/ietnam Pharmaceutical Industry Analysis — Vietbamk Securities 2008.
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ANNEX 3
QUESTIONNAIRE

Note

Information collected is meant for a report on “tsiCompetition Law to Regulate Anti-
competitive Practices in the Pharmaceutical Digtrdn System in Vietnam”.

The Vietham Competition Administration DepartmenVCAD) would ensure the
confidentiality and anonymity of the informationopided by you, especially for those
specified as confidential information.

A. General Information

Please provide us with the following information:
1. Name of the company:

Area of business:

Address:

Telephone:

Legal representative:

Year of establishment:

Number of workers:

Geographical coverage:

Annual turnover:

Enterprises’ Awareness on the Competition Law

b © ®© N o 0 & WD

Are you aware of the existence of the Competitia®
a. No
b. Yes, but not in details
c. | have read through it once
d. | have gone through it many times
e. | have quite a good grip over competition issues
2. In your opinion, are you subject to the regulatigrthe Competition Law?
a. Yes
b. No
3. Do you think the provisions of the Law are appraf@?
a. Yes

b. No
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Please explain why for both options.
In the event of unfair trade practices by your cetitpr(s), how would you react?
a. Filing a complaint
b. Retaliating with similar measures
c. No reactions
d. Others, please specify
Where would you go for filing a complaint?
a. The court of law
b. The Competition Administration Department

State Administration in the Pharmaceutical Sector

In order to distribute medicines in the market, types of permits, certificates are
required? Who is the issuing authority for thesers and certificates?

Do you think it is justifiable for the State to émvene (such as through price
administration) into the operations of the pharmaéical market?

Economic Activities and Competition in the Sector

Please describe the distribution chain for medgtoereach the consumers?

What are the pharmaceutical products you are kligtnig? How many are
domestically-produced and how many are importedycts?

Please specific whether visa numbers are givepedoific type/brand of medicines or
to manufacturers?

What benefits would sole possession of visa numieng?

In the case where sole distributorships for cenpmoducts are granted to distributors
by manufacturers, who would decide the prices ohquroducts, the manufacturers or
the sole distributors?

What are the bases for calculating market prices?
Who is responsible for registration and listingrédicine prices in your company?
Who are your large business partners/customers?

Do you think the combination of large distributorsthe market to increase their
competitive advantages is legal? Is it benefical the distribution system or the
consumers?

10.Please name five biggest companies in the pharmeakulistribution sector in

Vietnam?

11.Do you think it is justified to have a network ajraements between importers and

distributors? Please explain these agreementsinetdips.
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12. Are you aware of any such agreements?

13.Have you encountered any unfair trade practicegour course of doing business?
Please provide some more detalils.

14.Please 3 to 5 behaviours you consider as unfaiuajust in the market.

15.In your opinion, after Vietham becomes a WTO membauld competition in the
pharmaceutical market be fiercer?

a. Yes
b. No
Please explain why in both cases

16. After Vietham becomes a WTO member, there wouldrmee foreign enterprises
entering into the market (as direct importers), lemwld these enterprises get access
to the Vietnam market in the most effective manmeyour opinion?

17.Did you ever try to defend your position in the ket
a. Yes
b. No
If yes, please describe how

18.Are you ready to cooperate with other companiethersame trade to defend your
position against the entrance of such foreign congs®

a. Yes
b. No

19.What would you do if a foreign enterprise offersbigy your stocks or enter into a
joint-venture with your company?

20. What do you think are the influences that doctdrsspitals and pharmaceutical
salesmen have over the distribution system andubell competitive environment?
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ANNEX 4
SOME FIELD SURVEY RESULTS

1. Enterprises’ Awareness on the Competition Law
1.1.Assessment Criteria

Competing is one of the essential business stegegia market economy. In order to survive
and grow, enterprises have to defend themselvassagheir competitors. Therefore, they
form their own strategies. The state is responsdriensuring a fair and healthy competitive
environment for all market players by using contpetilaw and policy as legal instruments,
in accordance with the distinctive features of eadustry and sector.

The Competition Law of Vietnam was passed by thtéddal Assembly in the Vil working
session of the X1 National Assembly and took effect from July 1, 20@hich is more than
three years ago. The law has quite a compreherssiope of regulation, including the
pharmaceutical industry and its distribution sector

The assessment criteria regarding the awarenessni@rprises in the pharmaceutical
distribution sector on the Competition Law include:

- Awareness of the existence of the Competition Law;
- Understanding of the content of the Law;
- Understanding of the role of the competition autiypand

- Understanding of the rights and obligations of mises in specific competition
cases and understanding how to use the Competidanas an instrument to protect
their own legitimate rights and interests in thekea

1.2.Survey results

Awareness of the overall business community abmeitGompetition Law is not high. Field
survey results show that 82 percent of the interges are aware of the existence of the Law,
but they do not have deep understanding of the Eaghteen percent of the interviewees are
not even aware of the existence of the Law, inclgdine large enterprise (previously owned
by the state).

Most of the interviewees are aware of the role @iblyy the competition authorities.

The survey results regarding the understanding@fights and obligations of enterprises in
specific competition cases and understanding on toowse the Competition Law as an
instrument to protect their own legitimate rightadainterests in the market is quite
surprising. Most enterprises do not know theseeissdwo 100-percent foreign-owned
enterprises even said they are not subject toetipglation of the Law.

Some enterprises pointed out that there are & lohfair trade practices in the market (they
have encountered), but these practices have nat éiectively handled by competition
authorities. Even the enterprises do not knowttiayg can file a complaint in such cases.
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2. Enterprises’ Perception regarding the State Adminigation in the
Pharmaceutical Sector

Most enterprises thought that the pharmaceuti@lstry is a very distinctive sector, which
calls for stringent administration and supervision the state. They also opined that the
requirements set by professional licences or psramtl standards such as GMP, GDP, GLP,
GPP or GSP are appropriate. However, there renoane problems such as:

* The period of time required for consideration asgsuance of permit is still long,
which might affect the business opportunities;

* There is inappropriate administration of medicimegs, resulting in unfair pricing in
the market, especially between prices of domes$tipabduced medicines and
imported medicines (for example, the DAV did nolowal enterprises to increase
medicine prices during the period for inflation toh but did not provide any
support either, whereas input prices had increaggdficantly, further aggravated by
the increased value of US dollars, as compareddtm@mese dong, etc.).

* Regulations requiring that the maximum spending dolvertisement and sales
promotion is 10 percent of the turnover are notrappate for domestically-produced
medicines. (In the case of imported medicines,glegenditures have already been
included in prices, inflating the prices and alsaking it impossible for domestically-
produced medicines to compete, etc.).

3. Substitutability of Products

Patients do not have any choice over the medictoebe ‘consumed’, since they are
dependent on the prescriptions of doctors. The touress who would be considered as
“‘consumers” — the doctors or the patients — inrdefj the relevant markets as per the
Competition Law?

The survey results are as follows:

S. | Issues Patients Doctors Pharmaceutical
No. salesmen
1 Demand for| Purchase byNo need for Sale according to orders
normal medicines themselves prescription
(aspirins, pain
relievers, vitamin
etc)
2 Demand for| Purchase Prescribing Sale according to orders
patented medicinesaccording tg according to
prescriptions by treatment charts
doctors
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3 Substitutability Don’t know Might be similar
between medicines
in terms of

therapeutic
categories
4 Substitutability Don’t know Might treat the
between medicines same  diseases,
in terms of usage but their effects
might vary,
depending or]
dosage, time, etc
5 Substitutability For prescribed No comment When there is no supply
between medicinesmedicines, for order, might
in terms of pricing | purchase is a must recommend other
even in the case of similar medicines of the
price increase. same therapeutic
Switching categories.

between stores fq
the best option
possible or re;
consultation with
doctors.

-

U

This result shows thapharmaceuticals comprise of many different typeseduto treat
different diseases. Even when they contain sinaiddive elements or ingredients and treat the
same diseases, they may still have different meditfacts and can be used only with
different specific dosage, on different groups atignts. Therefore, they are not easily
substitutable, especially in terms of prices (astmaed in the Competition Law).
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ANNEX 5

SOME UNFAIR TRADE PRACTICES AND VIOLATIONS OF CONSU MER
PROTECTION POLICY IN THE PHARMACEUTICAL INDUSTRY IN _ VIETNAM

According to the Competition Law 2004 of Vietnarmanfair competition acts mean
competition acts performed by enterprises in tleegss of doing business, which run counter
to common standards of business ethics and cansaggaor can cause damage to the state's
interests, legitimate rights and interests of otr@erprises or consumers.

Amongst the unfair competition acts prohibited hg Competition Law, practices such as
misleading indications, advertising and sales ptomo with the purpose of unfair
competition are those most closely related to #reebts of the consumers.

Besides, according to the current consumer pratectpolicy of Vietnam, in the
pharmaceutical industry, we can detect such pestas: manufacturing and trading in fake
medicines, misleading information, advertisememis sales promotion, deceptions and acts
which are harmful to the health and life of constene

Finally, the fact that medicine prices in Vietname aften inflated excessively, as compared
to other countries in the region, may also affeetrights and interests of the consumers.

1. Manufacturing and Trading in Fake Medicines

Fake goods are quite rampant in Vietnam under neawvers, such as: fake quality, fake
labels or fake in both quality and labels. Espégidhking of famous brands has switched to
labelling in similar fashions as those in famousandls. These practices are not only in
violation of the law but are also deceptive in matinarming the legitimate right and interests
of consumers and adversely affecting the safetyheadth of consumers, especially in such
an area as the pharmaceutical sector. Fake medgiaeserious issue in Vietnam which
needs to be addressed urgently.

Some cases which have been resolved related taviakiecines vis-a-vis patented medicines
in Vietnam are presented below:

0] UPHA-BIO medicine vs. ANTIBIO produced by Organoa.C
(i) GASROTODIC medicine vs. Ipsen’s GASTROPULGITE;

(i)  Haipharco’s ‘Hoat Huyet Duong Nao’ vs. Traparcoloat Huyet Duong

Nao’;
(iv)  NAPHANOR medicine vs. POSTINOR,;
(v) POSINIGHT medicine vs. POSTINOR; and
(vij POSTOROSE medicine vs. POSTINOR.
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2. Misleading Information or Insufficient Information

According to current laws and regulations, medigriees (for wholesaling, retailing as well
as importing) have to be registered with the relé\state agencies. Especially, retailing
prices have to be clearly and fully listed at tite sf the pharmacies. Besides, the retailing
prices have to be pasted on the cover or packageahedicines so that the consumers can
see and must not be higher than the listed pridesvever, these regulations are hardly
observed in practice, harming consumers. Violataetected include:

(1) Not listing the prices or listing the prices of yslome products;
(i) Only listing the generic names but not the namga@dcribed medicines;

(i) Listing the prices of imported medicines but sgjldomestically-produced medicines
at the same prices; and

(iv)  Having price lists but not updating or keeping fréce lists as small in size as
possible, etc.

These deceptive practices by retailing stores anarnpacies are in violation of their
obligations to provide clear and sufficient infoioa to consumers. Health inspectorates in
big cities like Hanoi and Ho Chi Minh City have wwvered and handled several such cases in
the last two years. However, in remote regionuaalrareas, where the level of awareness of
consumers remains limited, such practices mustdre mmpant and more serious.

Another violation related to information is aboutet expiry date of medicines or the
withdrawal of choice between imported medicinesmdstic medicines and generic
medicines.

In Vietnam, it is quite a common practice to sekgrribed medicines over the counter or
unlabelled medicines or expired medicines, bothviadlesaling or retailing stores and in
hospitals. These deceptions are based on withdraaimportant information from
consumers and may harm them seriously.

Consumers might also be cheated when trying tofteguently-advertised medicines on the
mass media. Taking advantage of the limited awaemd consumers, manufacturers or
wholesalers and retailers might sell them othedpects with similar names.

Besides, since large pharmaceutical companies @igna lot of commissions to doctors,
doctors may prescribe or tend to prescribe moremsipge imported medicines. Coupled with
limited awareness of the end consumers, importetdiaimes are often traded more popularly,
despite high prices.

3. lllegal Advertisement or Sales Promotion Activities

These above-mentioned mistakes of the consumengeayeoften caused by advertisements
or sales promotion tactics or measures to gain rman#xet shares and maximise the turnover
by pharmaceutical companies. At present, in Vietniam prohibited to advertise poisonous
medicines, addictives, unregistered medicines ahe@romedicines related to the mental
system. Prescribed medicines are also not allowdxtadvertised, but marketed directly to
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consumers via doctors and health care staff. Plaautiaal companies are allowed to market
their products to doctors and health care stafivhys of conferences, seminars and through
specialised salesmen. However, most OTC mediciapsbe advertised on the mass media
quite freely. Some companies have gone overboarcdumh advertisement or chose to
withdraw certain information adversely affecting thafety and interests of the consumers.

According to the WHO, in 2004, only 16 percent bfcauntries in the world can manage
pharmaceutical advertising effectively, while 30dgamt do not take any measures or do not
do much.

In Vietnam, there is also another type of ‘shanveatisement — which might be seriously
deceptive. These advertisements are publishedeoméss media as letters of thank from the
patient to doctors, pharmacies or patented mediciSemetimes, they are ‘shammed’ as
doctors’ advice or awards or instructions by dagt@tc. These ‘sham’ advertisements need
to be closely checked and dealt with.
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