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The development or the pharmaceutical indusiry in Asia has been influenced bv government policies and the growth in
me iaws and reauiatory bodies that oversee various aspec:s of drug manuracwure and sale. Viost Asian governments
neaviiv reguiate tne pnarmaceutical industry, wpically shrougn the national tooa and drug administrauon and the heaith
ministry. *While mosi countries in Asia today have a bodv of laws that govern virtuallv all aspects of production ana sale
ST pnarmaceutical products, the implementation of these [aws has Deen rather uneven. Government policy, with respect
‘0 intetlectual property, plavs a crucial role in shaping the nnarmaceutical indusiry and its reguiation. Kay issues which
permeate through most Asian nations are the quality of pnarmaceutical products and the clasn between original drugs
and generics. Thailand, China and Vietnam have been at the centre of attention in recent years as they navigate the

various challenges in this area.

1. Thailand

Thaiana has guickly cecome the country to watch in the
phamaceuticat fieid since the Thai Ministry of Public Health
stepped in and issued compulsory licenses on varicus key
patented drugs. In addition, the Health Ministry is pushing for a
drug law reform and has proposed new drug legislation which
caontaing a series of amendrments to the current law. Many of
the changes proposed will have direct effects on
pharmaceutical companies. One of the mast outrageous
changes from a drug originator's point of view is the inclusion of
“cost-effectiveness” as a requirement for drug registration in
addition to drug safety, efiicacy and effectiveness. The attermpts
of the Thai Ministry of Pubiic Hea'th to intarvene in the
pharmaceutical market have attracted considerable attention
fram govemnments, stakeholders and various intersst groups
and experts around the world. While the pharmmaceutical
regulatory system in- Thailand operates independently of the IP
systern, interactions between the two systems are crucial 1o
the existence of the pharmaceutical industry and directly affect
the development of the health care system in Thailand.

The Thai pharmaceutical regulatory systern is based on the
Drug Act B.E. 2510 (1967} together with its four amendments,
ministerial regulations and ministerial notifications. The
fundamental basis of Thai drug reguiation is that ali activities in
reiation to the trading of pharmaceutical products must be
icensed/approved by the competent authonties,

The Thai FDA is the main agency in charge of drug approvai
and reguiation, Generally, the procedure for seeking marketing
approvai for drugs will depend on whether the appiicant is the
drug originator or a generic producer. Drug onginators face the
most onerous task, as each alement of drug safety, efficacy

ang effectiveness must be demonstraied to the satisfaction of
:he Drug Controi Division of the FDA. Generc producers, on
ihe other nand, receive a more ignient irgatment beforg the
FDA. Such practice is partially due 10 the government's heaith
care polcy which seeks {0 Improve access o medicines and
make affordable drugs available to averyone. The Ministry of
Public Health itsalf has taken vanious efforts towards these
goais. The most recent and perhaps most controversial
attempt 10 solve the problem of access to medicines was the
Health Ministry’s decisions to issue compulsory licenses on six
key drugs which are still under patent in Thailand.

A. Compulsory licensing

During Decemnber 2008 and January 2007 Thaiiand’s Ministry
of Public Health, acting under a post-coup military-appointed
adrninistration, decided to issue the first set of compulsory
licenses on thres patented drugs. The Health Mirister at the
time, Dr Mongkol na Songkla, took a strong view against
expensive patented drugs and befieved that the issuance of
compulsory licenses was the soiution 10 iImMproving access to
medicines for Thai patients, The three drugs that were subject
to compulsory icenses were Marck's antiretroviral efavirenz
{Stocrin®), Abbott Laboratories’ antiretroviral lopinavir/ritonavic
{Kaletra®), and sanofi-aventis’ heart disease drug clopidogrel
{Plavix®). The legitimacy of these compulsory licenses was
debated extensively both at horme and abroad. As a policy
matter, it was widely questioned whether the actions of the
Health Ministry would benefit Thai patients and help to smprove
the healthcare systerm and access to medicines in the long run.

From the iegal perspective, tha validity of the compuisory
licenses issued by the Ministry of Pubiic Health remains
questionable. The Thal Patent Act limits issuance of
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compulsery licenses to certain restricted circumstances and
provides the procedures which must be followed. The various
sompuisory licenses pursued by the Ministry of Public Health
were based on Section 51 of the Patent Act, which permits
government ministries and departments to seek compuisory
icenses for the following purposes:

1. To carmy out any service for the public consumption or
defence of the country;

2. For the preservation or acquisition of natura: resources
and environment;

3. "o prevent or alleviate a severe shoriage of food or
medicine or other consumer goods or focdstuifs: and

4. =orthe sake of other oubiic interests.
Zomeeling arguments couid be made, that the Minstry of
“ubiic Health did not mest these requiremsnts. Even T the
aurpeses Tor whicn the Ministry decides 10 88ek a compuisory
icense “2Iis uncer one of the foregoing cirouMstarcss, a
Surnper of creconaitions Tust De setiefied before the

1183 24N aciialy ce cotained.

g 31 of the Tha Fatent Act s
NOSrSIENGING NS TISCESS IOr SSUNg SCmewscry
“

2gp in MiNG al Znca  nakarc

s a memuer of the WTO. any nterpretation of tne Fatent Act
Srovisions must De consistent with the obligations under the
‘NTC's Trade-Retaied Aspects of Inteilectual Procerty Rights
THIPg, athougn the THIPs Agreement itsef 's not cart of Tra;
aw. By and arge, the gispute on the isgitimacy or vaidity of the
compuisory licanses pursued by the Ministry of Puiiic —ieaith
stems from the first paragracn of Section 31 which appears
authorise government ministnes and departments 1o expicit a
oatented invention oy way of compuisary icensea, but the
govemment department ‘g required 1o pay a royaily after a
period of negotiation with the patent owner. The Ministry of
' Public Health and supporters of compulsory licenses Nave
merpreted this to confer the autharty on the Ministry to
unilateraily issue the compulsary licenses without prioe
censultation with the patent owners or the Department of
Intellectual Property. Thus, under this interpretation the patent
owners would not have any oppeortunity o appeal the
govermment’s decision 1o issue the compulsory licenses or
negotiate the terms and conditions thereaf. This interpretat.on
seems to bend Section 57 beyord credibie limits.

However Section 51 states, in the second paragraph, that “the
ministry or bureau or department shall submit s offer setting
forth the amaunt of royaity and conditons for the exmoitation to
the Director-Generai, The royalty rate shall be as agreed upon
by the ministry or bureau ar department and the patentee or his
exclusive licenses, and the provisions of Section 50 shall aoply
mutatis mutandis.” Section 50 sets out the process for
negotiations of the parties and the proceduras which must be
foillcwed befors a compulsory license can be issued by the
Director-General of the Department of Intellectual Property to
the applicant. Section 50 specifically states that “when the
royalty, conditions for expioitation, and restrictions have neen
prescribed by the Director-General, he shall issue a sicensing
certificate to the applicant.” Section 50 aiso provides for an
appeals procedurs, which would allow the patent owners an
apportunity to subject the decision regarding compulsory
licenses to judicial review. Thus, a careful reading of Section 51
and its reference o the procedures for issuance of compulsory
licenses under Section 50 would seem to suggest that the

Ministry of Public Heaith has not taken the appropriate steps
required by law in seeking 1o impose compulsory licenses on
the patented drugs. This view, however, is not the prevalent
view among Thai government authorities at prasent. Many
people continue 1o argue that the compulsory licenses issued
by the Heaith Ministry are valid and the role of the Dépantment
of Inteilectuai Property is merely as a mediator for the royaity
negotiation.

‘When the Ministry of Pubiic Meaith issued the first sat of
compuiscory licenses, not anty the companies whose drugs
were subject to the compuisory licenses but also the
research-based pnarmaceutical Sector as a whaig, through
~harmaceutical Research & Manufacturers Association
[PReMA), has made efforts 1o work with the Ministry of Pubiic
—eaith 10 mprove ~hal patients’ access o medicnes and
resoive CompuISAry icansing issuses through colabaraticn ana
Jimogue. Towaras the and of 2007, the Ministry of Pubiic
—eaith agreed 10 a6t L the “.ont Committes Detween

Sapregentanves of he Minsty of Supic Sa

itk ard PRabds o

Cezverct Sustanace —eaith Sarvics Sysism.”

—espide the scponiment of the Jont Committes, she Minery
"EE CEIRIEC Lpen e mpiementaicon o ' caim o7 ment
.Noer the Somouiscny CSNSES IO MOCr S8NeNC SrocuUcIE nis
Thaiiana througn the stEle-cwnsa Sovernment
Pharmaceuncai Crganisation ;GPJ). Earier this year Or
Mongkoi na Songkla, the Pubiic =eaith Minister between
Sentemper 2066 and ~etruary 2008. signed a further
announcament S COMDUISary HCensas on ree cancar arugs
pefore the end 0T IS term as the Heaih Minister. The new set
31 compuisory iCensas neudes the creast cancer arug
‘efrozoie proouced by Novartis. the oreast ana iung cancer
drug gocetaxer made oy sancfi-aventis. ana the ung cancer
drug erfotimb produced by Roche. In view of the newiy
sigcted government, it is yet to be seen wheather the
compulsory license policy will be continued or whether the
new administration will adopt a less drastic measure to sclve
the problem of access to medicines.

B. Cost-effectiveness as an element for drug registration

In addition to pursuing campuisory licenses on key patented
drugs, for several years the Ministry of Public Meaith has been
pushing for amendments to be made to the current Drug Act,
One of the most controversiar amendments, which seems to
raise the most concern ameng drug orginators, s the ncusion
of cost-effectiveness as a requirement for drug registration.

Under the current law, in order to obtain marketng appraval for
a new drug, the drug originator must submit an application to
the FDA to register the product for sales in Thaiiand. A full
marketing approval application rmust be compiled to
accompany the sampies of the new drug. This stage
corresponds with the NDA procedure befora the US FDA and
reguirses the applicant ta subrnit & complete dossier
demonstrating the afficacy, safety and quality of the new drug.

It has been suggested that the new Drug Act should require the
inclusion of cost-effectiveness data in the appiication for :
marketing approval of pharmaceutical progucts. Given the
enoimous cost of heaith care nowadays. the assessment of
comparative cost Decomes an important consideration ior the
govemment's reimbursement and subsidy decisions. The
proposed Drug Bill includes an additional requirement that the
marketing approval applicant must aiso submit drug price
structure and patent information 1o the Thai FDA. The FDA is
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granted the authority to refuse registration if the drug has
‘unreasonabla’ or “‘unworthy” price structure.

Even though there is a global trend towards the use of
cost-effectiveness evaiuation, Le. winether a product is better
value for the monay than anternative drugs; cost-sffectiveness
analysis usualiy comes intc play in the drug
rgimpursement/subsidy process rather than at the initial
marketing approval stage. In fact, most countries do not require
sest-sfectivenass data for ootaining marketing approval. The
proposed incusion of cost-affectiveness as an element for drug
registration has raised considerabie concerns irom the -ndustry,
aspecially among research-based sharmaceutical companies.
Although cost-effectivenass gvaation has gainad rmuch
sonpuanty N recert vears. thas oeen cnticised on many
srounds. nouding accuracy and transcarency. =or nstance.
diract svigance of margiral costs of oroduciion 5 offen cenieg
o avaiuators on conmidentiaity arcunds. There:s also a
suesticn of wrether a country nas surficient resourcas o ramn
3NCUGCH Crarmacs-Sconamisis 1o cerom the svauaticn, Tnis

SSUIENY 20 25UE Or NS TRy of SEVSICTINg SILnEs,

©OIUML many Cecele FEMamn 3c2nncar akout the Sniena icr

REtREr I SrLa S Toost-sfectye? Tihars ousstion

] T = and T

‘12 Casantites sro rasturcss fsourea tor the Tral TUA o
ISMQUCT The SCS-3fTeCiVENSSS 3raysis. ¢l 1o Menion e
Jeiays Uwil cause. —urthermere, there .§ a general concern
that fthe arug registration precess is maae mere difficutt than
t snowe De, this will further reduce Tnal cecoie’s access 1o
Tegicnes.

C. Generics appraval and data protection

Genenc drugs nave accounted for a significart crogortion of
2verad arug saes in the Thal market. This srena is ikery (o
continue :n iight of the government’s health care poticy to make
aifordabie drugs avaiiate 1o all. infact, this policy sesmed to
have translated itseif iInto an aimost pro-generic poiicy before
the Thai FDA. As is the case in many countries. an abbreviated
form of approval is avaitable in Thailand for generic drugs. The
generic applicant only needs to submit bicequivalence data as
opposed to conducting rigorcus tnals and tests to prove safety
and efficacy of the chemicai entity or biclogical molecule. In
other words, the Thai FDA does not reguire the generic
appiicant to reproduce cinicai trals or pre-clinicd tests.

The extent o which a generic apglicant can rely on clinical test
data on fiie with the FDA has been subjact to criticism and
debate for many years. In 2002 Thailand enacted the Trade
Secrets Act B.E. 2545 in compliance with TRIPs obligations.
The Act creates a legal framework for the protection of trade
secrets and other confidential information, rendering the
unauthorised use and disciosure of such information an
actionabls offence, punishable by civil and criminal remedies.
With respect to data or information submitted to the FDA by &
drug originatoer in order to obtain approval to market a new
drug, the Act recognises that such data or information, either
wholly or in part, may amount to a trade secrst in the form of
testing resuit, or other information regarding its preparation,
discovery or creation. In this case, the owner has the right to
request that the FDA maintain the confidentiality of the data
submitted. Upon such reguest, the FOA would have "the duties
to maintain the trade secrets from being disclosed, deprived of
or used in unfair trading activiies, in accordance with the
regulations prescribed by the Minister.” The ministerial
regulation on data protection was not issued untif recently. In

the absence of such regulation, the extant of data protecticn
afforded to drug originators remained unciear.

Since the Thai Patent Act ¢iearly confers on generic drug
manufacturers the ability to engage in various preparatory
activities, with a view to seeking reguiatory approva before a
patent for a particular protected drug has expired {i.e. Bolar
provision); generic manufacturers could submit applications for
reguiatary approvar before the expiration of the patent. As a
result, the extent to which the drug criginator's data, supmitted
0 the FOA, 8 protected. or in other words, the extent to which
a genenc drug manufacturer may rety on previousy filed data
whicn underzins the efficacy snd safety of the drug tc support
“he appiicarion for marketing scorovai ‘cr a generic becomes &
orrcal ssue.

Zithough the TRIPs Agreemert maroaies that memoer
JCLNNes must crovide orotec:,icn againat unfair commerciai
use of marketing approval data. counirnes oo resehnve
consideraite aiscration o define “unfair’ notme context of thar
-arcral @S, Since the Trace Sscrets Ac 26ss not enecfica v
agdress this. the Minisieral recuaticn ngeas 0 orovide

3z ratiancs o the data

Ug TNgimalsrn 1oorder T2 sss

o

a

ILGESCLSNT SECNCAlS T TCNETILISS “unlar zommersa Lae”
‘Ahee the =0A nfact refrans from 2sciosng the da
supmitted by drug erginators io third parties. generic
manutacturers. L.e. diract comnpertitors, cleany obtain a
sommearcial genelt rem the crginaior’s sonfidsnta cata.

“he Thal FCA has taken the posiiion that reliance on arug
onginators’ cinical test dara suomitted ic the FOA does not
constituts uniair commergial use. - he FOA has fallowea this
poiicy since the enaciment of the “rade Secrets Act n 2002
and has treated an onginator's data on file as forming part of
known scientific knowledge. Therefore, the FDA does not
require a genenc applicant to prove salety and efficacy of a
drug eompound. Follow-on applicants are usually required
merely to conduct the less burcensome bioeguivatence and/or
stability testing to demonstrate that the foilow-on genetic drug
compound is either the biceguivaient or with the same
bicavailability. Similarty, the generic manufacturer does not need
to conduct research on ingredients and dosage forms that
nave aready bean approved for safety and effectiveness.

While enactment of the ministeria regulaticn was underway, the
industry and legal experts had anticipated that the ministerial
regulation would clearty estabiish the breadth of data protection
and/or data exclusivity under the Trade Secrets Act.
Unfortunately, the ministerial requiation issued in 2007
completely fails to provide a clear soiution to this highly
controversial issue and hardly protects data owners against
untair commercial use as prescribed by the Trade Sscrets Act.

The regulation evidently sidesteps this issue and does nict
define the limits or boundaries of data protection in a
meaningful way. Whereas the reguiation purportedly estabiishes
a standard for protection of data submitted to the FDA, the
relevant sections merely address physical secunty of the
documents submitted and simply prevent unauthorised
disclosure. For instance, Section 16 provides that in case of
application for drug registration, the data submitted must be
stored in a securely locked cabinet, stc.; Section 18{2) merely
states that govermment officials have the responsibility to
protect/keep the trade secret information in a safe place.
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Since the regulation does not really provide additional guidance
for the implementation and enforcement of the Trade Secrets
Act, in respect of data protection, the Thai FDA would likely
stick to the narrow interpretation of its confidentiality cbligation
under the Act and continue to ailow exploitation of drug
onginators’ confidential data on file in favour of generic
producers. Nevertheless, while it could be argued that the
lindirect) use of data by the FDA, o approve a subsequent
generic application wouid essentially confer commercial benefit
0 a third party and therefore consiitute “unfair commercial
use”. Many beiieve that the use by a state agency in granting
marketing approvai to a iollow-on appiicant based on the
second product's similanty 1o the crginater’s previgusly
acprovad product cannot constitute an “uniair commerc:al Use”
of data. This is because the FOA itsaif s nor a commercial
=ntity, it remams 1o oe seen wnether such an argumsnt has any
ments wnen Subject 1& a judical review,

D. Combating counterfeit drugs

[1#]

FEEMS STuUMErTelt Zrigs mave Tecome 3 S8vers
srogpem 2o i Thaiend ana vorowice. The Thal government
s gware T e cropier? a2nd recoanises that sounteriest
Tedicres reals 2 macr neath ~sk for Thar oecme, A3 oart of
e overali NCHE T SaMmD Sown o CoLNIsSes. the
slarrorenclm o Ungerstanang WYOU on ~Ceerauon 1o
SPrevent and Suppress Drugs Viciating Intelectual Froperty”
‘was antered into by government agences and the industry on
=goruary 14, 2008, The signafones noluds the Decartment of
nielieciLa: Procery .8 the Thai sauvaent of the USPTO), the
Justcms Jeparument. the Soyai T hai Palice, the Department of
Zpecial Investigation ana the Pharmacsutical Researcn &
wanutacturers Agsocation iPReMAl. However. the Thai FOA.
which is the man drug regutater. did not take part in this
co-operative ffart covered by the MOU. Therefara, significant
doubts remain with regard to whether this MOU will have any
effect in practice.

e et=Tal A

1. China

In the surmnmer of 2007, China's image as the world’s factory for
all things made fast and cheap and good came to a screeching
halt. Spurred by the US media, reveiations of countless
exampies of poor guality, faulty and harmfui products coming
from China made the warld stop and ask itseif whether low
prices wers really worth petentally harmiui products. The
number and types of sheddy progucts recalled in the United

tates alone were disturbing, especially products posing the
most immediate risks like food and pharmaceuticats.

investigations made by the LS media confirmmed that at least,
with regards to food and drug imports, Ching is considered a
reqular source of products containing carcinogens, ilegal
pesticides and additives, and other banned antibiotics and
preservatives. The US Consumer Product Safety Commission
has reported that as much as 80 percent of recalled goods in
the United States are Chinese-made. The usual course of
action most govermnments take is to return such products to
their country of ongin, but many times, the same goods will be
re-shipped or sent to other countries with [ess onerous
inspections.

Following the inrtial finger pointing and blame game between
JS companies and China, we saw some very positive
outcomes from the othaerwise tragic situation. First, many new
policies, regulations and procedures concerning

vharmaceuticals which had been in the minigterial pipeling for
years were fast-tracked and impiemented. These included
poiicies for things such as more transparent drug approval and
registration procedures, pricing standards, advertising controls,
retail/whoiesae directions and harsher criminal penaities for
dealing in fake products.

Second, the Chinese consumer is now mere aware of issues
regarding product auality which naturally ieads to a greater
understanding and appreciation of intefleciual praperty rights.
Poisoned products afect the Chinese too. In 2004, at least 50
infants died when they were fed unsafe and fake infant formula
and another 200 or so were left sgverely malnourished. Cn Juiy
10. 2007, Zheng Xaoyu, the former head of the State Food
and Drug Administrazion 1SFDA), was executad after antibotics
approved under hig watch were resncnsibie for the deaths of
10 pecpie before they were “gcaied from the rmarket. Zheng
‘#8s found to have accepted cver JS$800,.00C n brbes ana
aifts from vancus drug manufaciurers 1o ‘ast-frack approva: of
Me ooiscnous drugs. e ceunt ned that Zherg nad faien n
LS QUTY ¢ TMaKs carsll arengemeants for e superdsicn of
Tedicine oroduction, ANICER § Of CNTICA: MBCrances G cecp.s's
vag”

A. SFDA shake-up

The SFOA was estaglisned n s current icrm in 2GC3. 3etore
this, the regulation of food and pharmaceuticals was overseen
Qv a host of ministries ana respeslive agencies. Bringing his
ail-iogether under cne regualcry roct was niencea to
straamine procegures and dring China’s sysiem .0 ine with
those in other countries. What was nct fareseen, hawever, was
now consclidation might resuit in a concantration of anorcval
authonty in the hands of salact ministars with iittle or no
aversignt in temms of how they carred out thair duties. Zheng
Xaoyu's execution was seen as Baijing’s shot across the SFDA
bow o shape up.

On the cay of Zheng's execution, the New Measures for the
Adrministration of the Registration of Pharmaceuticals "New
Measures") wers released by the SFDA and becarme effective
on October 1, 2007 {the PRC's National Day). These New
Measures replaced the earlier 2005 Measures. The New
Measures have significantly curtaiiled individual regulator
authority over drug registration and approval, clinical trials.
gereric pharmaceutical approval and manufacturing. While
data protection safeguards rermain in place, in terms of new
drug application dossiers, most of the SFDA’s interna!
procedures and requirements which befors were arbitrarly and
sometimes ineguitably disseminated and practiced arg now to
be made publicly avaiiabie, mostly online. By separate
measures in 2007, SFDA officials were preciuded from
'nvesting in pharmaceutical cormpanies and as of Aprii 2007
were meant to have completaiy divested themselves of
interests they had held.

One of the cornersionss of the current Eleventh Year Plan is
technolagical innovation. To encourage this in the field of
pharmaceuticals, the New Measures provide for a number of
new procedures such as definite timetables for the approvai of
new drugs. a revised definition of “new drugs" which for the
first tirme specHically precludes mere reformulations of existing
pharmaceutical products which have no improved guaiities
{such reformulations may now be submitted for generic
approval) and a new fast track approva! procedure for certan
specially emphasised medicine products such as those used in
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tha traatment of HIV/AIDS, rare diseases and medicines for the
treaiment of terminal ilhesses. The conduct of prectinical and
clinical trials especially in terms of onsite inspections and
testing nas been expanded including local FDA inspecticns of
generic applicants and approved manufacturers. Increased
‘nspecticns of phamaceutical manwtaciurers were actually
mandated by the SFDA back n 2004 when Good
Manufacturing Practice (GMPY certification was first required of
all drug factones in China. 'Vith nearly 200.000 licensed drug
manufaciurers n Ching, mast experts predict that a magonty will
fail *hase GMP canification inspectons which are meant 1o be
compreted this vear.

B. Advertising controls

Zn March 3, 2007, re 3FCA and the Stare Admirestraren for
roustry and Commerca ointly issued thelr Srovisions for
~harmacsuricat Acvertiserment Siandaras "Provisicns™. 2rug
scvert sement and drug abelng ras aways ceen the
TISCONSCiTY °F Ccal meaning

T Ae o~ . N N atal-Te =ty a
SLAEL JULT TS SR manonhae Irelt =

nor CrovingiEl or municinal

) CTSNCED W 2N
sifferences no~cw drug Sroducts ars markeles and akbeiec
‘hrougn the use o7 Zouninawizis STanaarcs. o adaition 1o turther
as1acKshng ANal WEe of RICIMalcn S reclired nagvers sho
aces, TdI8 Cron CIeS SCrIENT SUCn 28
LNsubsmantiatsn foutng, oroduct comparseons. sficacy
Juaranteses. product association with medical institutions or
crganisanons. and also 8 preciuscn against language which

3yCkes Tear of & Tisease or liness.

UTE orDVBICNRE 55T D

C. Product sarety and liability

Moving even nigher up the authontative :aader. the State
Jouncii issued its Special Provisions Regarding the
Strengthening of Supervision and Administration of Food
Preducts Safety on duy 25, 2007 which esablishes China's
first recail procedurs for food and phamaceutical products. On
August 31, 2007, the General Administration oi Quality
Suparvision, Inspecton and Quarantine {AQSIS) set up a
system for tracking and recalling unsafe food and ioys in the
domestic Chinese market as well as food and toy products for
export (a system for recalling defective automobiles and auto
parts had been in place since October 1, 2005 and this served
as a piatform from which to build programs in other sectors),
Betfore last year, defective drug products wars guestioran:y
subisct to recall urder Articie 14 of the Rules Regarding the
Implementation of "Some Regulations on the State Supervision
and Testing of the Quality of Products” of February 2, 1987,

Now, the government can recall products which are dangerous
or unapproved and issue consumer alerts. Manufacturers must
stop making and selling products that are unsaie by other
countras' standards, even if they abide by Chinese ‘aws and
regulations. Provincial and municipal authorities have aiso
issued their own recall guidelines.

The protection of consumer rights has long been a cornerstone
of the Party's commitrment to the welfare of pecple. The
General Principles of Civif Law of the PRC, effective since
sanuary ¥, 1987, the Product Quaiily Law of the PRC of
February 22, 1982, and the Law of the PRC on the Protection
of the Rights and interests of Consumers of October 31, 1893
all contain provisions relating to the protection of consumer
interests and Habilities for manufacturers and distributors of
defective and dangerous goods.

D. An uncertain future

LLast year rmarked Beiiing’s first reai commitment to remove
dangerous goods from the market and penalise those
respansible for the damages they cause. With the growing
populanty of product iability insurance within the domestic
pharmaceutical industry and the ciosing of non-GMP certified
factories, the situation 5 meant to ‘mprove. Although nearty a
year has passed sinca the SFDA snake-up. there reman
penodic exampies of how far China still needs 10 go. In April
2008, the blood thinning agent hepann was found to be
defective and responsibie for at gast four US deaths and
nunareds of cases of alergic reacticns, many Senous.
invastigations reveaied that the factory, ccatea outside
Shangna anc owned by 3 US-casea company, nad never
peen mspected by the SFCA aithougn 1 haa beer approved Sy
tha US FDA for Active Pharmacasunca: ‘ngregient ‘/APY supoly o
the United States. China s now the wend's numoer ane AP
i er anc as the country cecomes mare nisaratad mto the

,
coal charmacsy

Pl W

; | PQuUstry, furthar strangthening of is

SQUIALICTY "SOIMES AL

Al Prorecdici o7 251 lata N /etnam

fietnarn's ocpulatcn s aporoximatay 26 muion. Tha stanstces
of the Ministry of Heath and the Wond Fealth Crganisation
MWHO) show that the toral revenus cf the country's
INEMMACSUNcal 3851CT was 1 na ragen of LS3T oilicn ast
veadr, 2nd the marker s increasing ar about 2 1o * & percant
per year. ~ he market share of ‘'moorted drugs aicne s
approximatery 80 percant of the country's arug market. Tnese
dgures explan why YVietnam's drug market '3 30 atractive to
‘orelgn pharmaceuticai companiss. ~ his market became even
maore pramising for forgign manufacturars arter the signing of
the Vietnam - United Stares Bilateral Trade Agreement and,
especially, after Vietnam’s accession 1o the Wond Trade
Organisation (WTQ).

Thanks ¢ Vietnam's accession to the WTO, a key change in
the pharmaceutical field was the introductian of the protection
of test data as one of Vietnam’s commitments upan ds
ACCession.

The protection of test data was intrcduced for the first time in
Vietnam in the Law on Intellectual Property (the “IF Law"),
Decree No, 103/2006/ND-CP dated September 22, 2006 on
*Previding Guidelines for Implernentation of a Number of
Articies of the IP Law”, Decree Na. 106/20068/ND-CP dated
September 22, 2006 on "Penalties for Administrative Breaches
in the Industrial Property Sector”, and in particuiar, the
“Regulations on Data Protection Appiied to Drug Registration
Dossiers” that were promulgated by Decision No.
30/2006/QD-BYT dated September 30, 2006 of the Ministry of
Health.

Under the Regulations on Data Protection Applied to Orug
Registration Dossiers. data protection s not provided
autormatically; rather a pharmaceutical manufacturer must
request data protection when filing for registration of ther drug.
This makes Vietnam an excetional country where no systermn
of agtomatic data protection is in ptace. Most of the countres
that provide for data protection do not require this additional
step and many manufacturers and organisations have sought
the removal of this exceptional requirement,
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In accordance with the “Reqguilations an Data Protection
Applied to Drug Registration Dossiers”, to qualify for protection
data must be undisclosed information that required a
considerable effort to produce, can be used in business, was
created by {or lawiully assigned to) the person who requests
the data protection, and for which the owner appiies necessary
secunty measures 1o mantamn its confidentiglity. in theory, the
affiort must have been significant in economic terms or from a
techrical poirt of view. In practice, nowever, a iisting of the
appiicant’s financial investment in the creation of this data
should be suficient. A request for data protection s examined
within six menths. If it s approved, any subseguent apclication
for drug regigtration filed within the following five years using
gssentially the same data shouid e refused. This aata
rolEcTon s only apoied to drugs winich Jtiisa new chermca’
zntities or new combinations of known entties cniy. Protection
sannat ge aought for New nadicatong. new maoges af
adrimstration, Naw precaralion oms and new dosages of an
cngira: preparation. This test darz crotaction tarm and the
miaten N susiects ausifien for 4ata orotecticon sheua e
SONBICErsC reasoNan's 3rc 20I801aCS LNGEr The surrsnl

“gornc.cgical and sconemic conditicns of istnam.,

Sharmacsulica TENUTACTUNSrs are coneemad soous he exient
o oanICT JEIE 5 COrEICSren UNCISCIOSan NG, Rersicre. s
susrien for arclecton. TS rEQUISICHS Ch axaminaticn of
requests for data protection are stiil Deing drafted by the Drug
Admimistration of YVieinam. it .3 esseniial that the new
reguiations aadress this issue. This may nave been the reason
el athougn the Seguatons on Zai Protecion Appied 1o
2rug Pegstraten Dessiers have peen in effect for more than a
yedr (since Novaembear 11, 20088, only twe reguests for data
orotection nave been Tiled.

Yigtnam .§ a promising mariket for pharmaceutical
manufaciurers. The country is introducing more and more
appropriate legal provisions that will hewe deveiop a healthy
investment environment ang make the country ncreasingly
attractive i1y the eyes of foreign investors.

1V. Conclusion

The pharmaceutical industry in Agie has been growing rapicly
in recent years. While mast countries generally promote the
development of the ghammaceutical industry, there are

challenges which have yet to be overcome. Main issues
include access to medicine, quaiity of pharmaceutical
products and counterfeit problams, 'egal orotection for ongina:
pharmaceutical products. data protection, and generics
approval processes. What we have seen in Thailand, China
and Vietnam clearly dernonstrates that government policies
with regard te these issues are crucial to the growth and
deveiopment of the industry and national heaithcare systems,
WhiCh 'n wrm impact econemies and guality of iife.

Tilleke & Gibbins International Ltd. is the oldest and one of the
largest independent multi-service faw rirms in Thailand with
offices in Bangkok and Phuket, as well as in Hanoi and Ho Chi
Minh Ciry, Vietnam. Faunded in 1890, the jirm takes great pride
in jts century-old history or oroviding Afgn quality advice,
knowlegge, ang judgment o Dest accamplish its cliens’
abjectives. The tirm and its afiliates presently emgiov more
than 300 persons (o serve aver 3,000 clients in more than 109
countries,

Siraprapha K. Rungpry ¢ an sssocawe 0 me P geoargment of
Tiflee & Clbbins miernationdi Loz, Jive earnec ner Urs cocior
segres ar Soston Coilege Law Scinol. he aftengec e LLW
SFOBram in rade feruiation GCusing on P aw il New York
_niversicy SO0 of Law ang recaned aer LU wvin gistinction
n 2003 the ‘miper Tiileke kX : n JLGe. ~er
aracifce focuses on P {aw, prarmaceutcdl iaw, ano T and
internet maltters, She may be contacted by email at:
siraprapha.r@tiliekeandgiboins. com.

Alan Adcock nas sracticec IP aw sor [0 vears, i of wiich nas
been devoted to Asian regional oractice - particutariv Chinay,
Appearing consistendy in global legal rankings. Alan’s praciice
centres mostly on the cammercial side with experience in P
due diligence, acguisitions, {ecnnoeiogy transier and ciinical trial
work. He mav be contacted bv emarl at:

Alan A@ullekeandgibbins.com.

Nguyen Thi Phi Nga s a Vietnam-qualifiet intelfectual property
agent and attorpey with over 14 years of experience in 1P work
in Vietnam. As part of her practice, Ms. Nguven handies
trademark and patent registration, appeals, oppositions and
cancellations, licensing agreements, etc. She has handled
hundreds of IP infringement cases and assisted a number of
well-known IP owners in enforcement of their IP rights in
Vietnam, Ms. Nguyen earned her LEM from the University of
Melbourne, Australia. She may be contacted by email at:
nga.n&Tillakeandgibbing.com.
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