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Consumer traffic at Polish pharmacies increased significantly in October.
As a result, medicine sales were up in all the main categories. This was
accompanied by a substantial increase in the value of reimbursement and
a slight decline of prices and pharmacy margins. (...)
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On 2 December 2009 the Sejm passed legislation amending the Food
and Nutrition Safety Act and some other laws. The bill is now before the
Senate, and it is highly likely that it will be enacted in its current form. The
new legislation has important implications for the dietary supplements
market. (...)
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Flu drives growth of pharmacy

market

Consumer traffic at Polish pharmacies increased significantly in October.
As a result, medicine sales were up in all the main categories. This was accom-
panied by a substantial increase in the value of reimbursement and a slight de-

cline of prices and pharmacy margins.

Overall market performance

An early outbreak of the flu season and
mounting fears about swine flu led to
a considerable increase in patient numbers

at Polish pharmacies in October'. This fed
through into sales figures, which maintained
robust growth for another straight month.

In October, the Polish pharmaceutical
market (understood as retail pharmacy sales)

Polish pharmaceutical market performance, October 2009

reached the value of PLN 2.31bn (€547m),
up by 5.9% from September. In annual terms
pharmacy sales grew 5.3%, a slight acceler-
ation compared with the preceding month.
Significantly, the strong result was achieved
despite a high reference base (in September
2008 the pharma market grew by 9.4% y-o-y)
and a lower number of working days than
a year earlier.

Cumulatively in the first 10 months of
the year the Polish pharmaceutical market
rose by 7.9% y-o-y and amounted to nearly
PLN 21.4bn (€4.9bn). In view of the rapid
surge in flu cases observed in the past weeks,

" In the analysed month the number of patients
visiting the average pharmacy was 3,940, an increase
of 5.1% compared with September and up by 0.4% on
ayear earlier.

Total turnover, PLN '000
Average pharmacy
Total pharmacy market
Value of reimbursed prescriptions, PLN '000
Average pharmacy
Total pharmacy market
Value of fully-paid prescriptions, PLN '000
Average pharmacy
Total pharmacy market
Value of non-prescription sales, PLN '000
Average pharmacy
Total pharmacy market
Value of reimbursement, PLN '000
Average pharmacy
Total pharmacy market
Share of reimbursement, %
In total pharmacy turnover
In reimbursement sales
Average price per package, PLN
Total
Of reimbursed medicines
Of OTC medicines
Average pharmacy margin, %
Total
Of reimbursed medicines
Of remaining products
Number of patients per pharmacy

171.0 6.2% 5.6%
2,305,080 5.9% 5.3%
76.7 5.3% 1.2%
1,033,750 5.0% 0.9%
31.8 4.4% -0.1%
429,162 4.1% -0.3%
61.5 8.2% 15.0%
828,901 7.9% 14.7%
54.3 5.5% 5.9%
732,242 5.2% 5.7%
31.8 -0.6% 0.4%
70.0 0.1% 4.7%
15.36 -0.1% 6.7%
27.41 0.0% 6.6%
9.27 1.3% 11.9%
26.76 -0.5% 8.7%
20.47 -1.5% 7.9%
32.15 0.6% 8.2%
3,940 5.1% 0.4%

1,672.5 5.7%
21,372,537 7.9%
712.0 2.7%
9,677,625 4.8%
301.5 4.6%
4,098,180 6.7%
550.5 10.5%
7,481,835 12.8%
501.0 8.9%
6,809,492 11.1%
31.9 3.0%
69.6 6.0%
15.05 6.0%
26.64 5.6%
8.96 8.6%
26.0 8.2%
20.0 8.8%
31.7 6.2%
37,012 -0.4%

Source: PharmaExpert, 2009
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Polish pharmacy market value and growth, October 2008-October 2009
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Average monthly number of patients in pharmacy in Poland, October 2004-October 2009
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and given a markedly lower reference base,
we expect a sharp rise in pharmacy sales in
November, with a full-year forecast of 10%
growth.

OTC sales remain key growth
engine

In comparison with September, pharma-
cy sales were significantly up in all the main
product categories. As in previous months,
the highest rate of market growth was ob-
served in non-prescription sales, which rose
by 7.9% in October and amounted to almost
PLN 829m (€197m). Interestingly, on a year-
on-year basis OTC sales posted an even more
impressive growth (14.7%).

At the same time, sales of prescription
medicines rose by 4.7% m-o-m and by
0.5% y-o-y, exceeding PLN 1.46bn (€347m).
This was thanks chiefly to reimbursed sales,
which registered growth of 5.0% m-o-m
and 0.9% y-o-y, to PLN 1.03bn (€245m).
Meanwhile, fully-paid prescription sales
were up by 4.1% in monthly terms but down
0.3% on a year earlier, to over PLN 429m
(€102m).

In the period under analysis, the value of
reimbursement amounted to PLN 732m
(€174m), which represents an increase of
5.7% against a year earlier (compared with
annual growth of 5.6% in September). In

monthly terms the value of reimbursement
rose less markedly in October (up by 5.2%).
As a result, the share of reimbursement in
total pharmacy sales amounted to 31.8%,
which represents a drop of 0.2 p.p. in relation
to September and a growth of 0.1 p.p. com-
pared with October 2008.

Slight drop of prices and margins

Following a marked increase in September
(by 0.7%), in October the average price of
a medicine sold in a Polish pharmacy edged
down slightly (by 0.1%), due to a substantial
decline in the average price of a fully-paid
prescription medicine. At the same time, the
average price of a reimbursed drug remained
flat while OTC prices were up by 1.3% on av-
erage compared with September.

Despite the slight slowing of the upward
trend, medicine prices in October were still
significantly higher compared with a year
ago. In the period under analysis, the aver-
age price of a medicine sold in a Polish phar-
macy was PLN 15.36 (€3.6), up 6.7% y-o-y
(compared with a growth of 7.1% y-o-y in
September), while the price of a reimbursed
drug reached PLN 27.41 (€6.5), up by
6.6% y-0-y (against 5.7% y-o-y in the previous
month). At the same time, the average price of
an OTC product was PLN 9.27 (€2.2), an in-
crease of as much as 11.9% y-o-y (compared

to 10.7% y-o-y in September). As in previ-
ous months, the annual rate of price growth
thus remained well ahead of inflation in all
product categories (the consumer price index
amounted to 3.1% y-o-y in October).

October also witnessed a marginal drop of
the average pharmacy margin (by 0.1 p.p.).
However, since this came after more than
a year of increases, the average margin re-
mains near its record levels. In the period
under analysis, the average pharmacy mar-
gin was 26.8%, up by 2.2 p.p. compared with
a year ago. Over the last 12 months, the re-
imbursed medicines margin increased by
1.5 p.p. to 20.5%, whereas the margin on
the remaining products was up by 2.4 p.p. to
32.2%.

The data used in this article was sourced from

PharmaExpert.

Pawet Sionko
Economist
PMR Publications

pawel.sionko@pmrpublications.com
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Polish dental services driving the
private healthcare market

Polish citizens are increasingly often choosing private dental healthcare, rather
than publicly funded services reimbursed by the National Health Fund (NFZ). At
the moment it is estimated that the number of patients who would rather go pri-
vate is already around 50%, and it is thought that they will spend more this year'.

Private dental treatment worth
almost PLN 4bn in 2008

According to our estimates, the private
healthcare market in Poland is worth approx-
imately PLN 26bn (€7.4bn) and is growing by
more than 10% year on year. In 2008, Poles
spent PLN 6bn (€1.7bn) on dental healthcare
in total. The private subdivision is thought
to be worth almost PLN 4bn (€1.1bn), with
a20-30% year-on-year growth rate. Forecasts
suggest that in 2009 we can expect private
spending on dental healthcare to increase by
10-20%".

According to the Centrum Implantologii
i Ortodoncji Dentim Clinic in Katowice, be-
cause of the increasing popularity of private
dental healthcare, the market is doing very
well during an overwhelming economic cri-
sis. Last year the turnover of this practice
increased significantly, and the number of
patient appointments increased almost six-
fold. In addition, the number of patients who
chose to have one of the most expensive treat-
ments, implants, is continuously increasing.

Dental services in private hands

At present 80% of all dental treatment is pro-
vided by dental clinics which have contracts
with the NFZ, and clinics therefore have cer-
tain dental procedures reimbursed by the
NFZ. There is a long list of treatments which
are reimbursed, and this includes not only
general dentistry and surgical treatments,
but also prosthetics and periodontics, along
with the comprehensive dental care of preg-

" According to a survey carried out by PBS DGA.
2 All data on dental spending in this paragraph
comes from Deloitte.

> In accordance with an August 2009 ordinance.

nant women. However, patients cannot, for
example, choose the kind of filling to have,
apart from those specified by the NFZ, and
patients of more than 13 years of age do not
have their orthodontic treatment reimbursed
at all>. Unlike NFZ funded dental health-
care, at a private practice one can choose the
form of anaesthesia, including the new, pain-
less, computer-controlled anaesthetic device
- “The Wand”. These are just a few examples,
of which there are many and which are the
reason why an increasing number of patients
are choosing to pay for dental treatment
themselves.

It also follows from this that those who
choose private, non-reimbursed practices
are usually more affluent, more interested in
more comprehensive treatments, and more
well-informed, looking for access to the most
recent and most innovative solutions intro-
duced in the field of dental care.

Small clinics preferred

With regard to the choice of dental health-
care provider, there is also an interesting mi-

nor detail: the surveys suggest that, when
choosing a private dental practice and a den-
tal clinic, patients tend to favour small pri-
vate dental practices, rather than large clinics.
About 80% of local healthcare practices are
now served by private companies and they
usually rent equipment and premises.

The expectations of patients are growing
in step with the value of the dental market.
Today, a typical patient expects to receive
comprehensive and professional treatment,
which is not, however, always available.
Patients tend to look for a dental healthcare
provider which can offer all required servic-
es and treatments promptly and in one place.
Of about 6,700 dental practices registered
in Poland, 1,243 are located in the Slaskie
voivodship, and of these only two have spe-
cialist computer-driven tomography equip-
ment. In total only 10% of dental practices
are equipped with modern RTG or tomog-
raphy apparatus. This is associated with the
trend mentioned previously - most private
dental practices are too small to afford such
medical devices.

Promotions increasingly
widespread

Private treatments are, in addition to being
more luxurious, in a sense, obviously more
expensive. Whereas a standard, one-off visit
to the dentist costs approximately PLN 150
(€35), highly specialist treatments can be
considerably more expensive. For this reason,
many private practices, and clinics, have in-
troduced the possibility of paying treatment
fees in instalments, by signing an agreement
with a bank, which offers the patient money
specifically for dental treatment at a partic-
ular dental surgery. Such loans usually carry
interest of about 1%, which makes them very
attractive as a source of funding. The patient

Amount spent on dental healthcare in Poland by public

and private sectors (%), 2008

Private money spent
66%

Source: Deloitte, 2009

Public money spent (NFZ
reimbursed)
34%

PLN 6bn (€1.7bn)
in total
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thus not only becomes loyal to the dental
practice or clinic but can also afford essen-
tial treatment, which can sometimes cost as
much as PLN 30,000 (€6,900), e.g., for an
aesthetic.

Another way in which large dental clinics
attract customers is to offer promotions for
certain packages of treatments: for exam-
ple, Enel-Med offers 60% off a consultation
and 15% off the treatment. It is also becom-
ing increasingly common to issue warranties
for dental services, which require the patient
to appear for regular check-ups, once again
increasing customer loyalty. Such practic-
es are used by other large clinics which of-
fer dental treatment, including Lux-Med and
Medicover.

Polish dental services attractive to
foreigners

Polish private dental practices and clinics are
also very attractive destinations for foreign
patients. Because of the location of Poland
and its relative proximity (a flight of be-
tween two and two-and-a-half hours) to all
other European countries, it is very common
for German, Dutch and Swedish citizens
to travel there to receive dental treatment.
Surprisingly, the statistics show that Poland
is also a popular “dental tourism” destina-
tion for nations such as Britain and Canada,
which are further away. According to the
Polish Information and Foreign Investment
Agency, foreign patients spent more than

PLN 400m (€114m) on dental treatment in
Poland in 2008. Experts expect numbers to
rise by 25-30% on an annual basis.

Changes to the Food and Nutrition
Safety Act as pertaining to the
marketing of dietary supplements

On 2 December 2009 the Sejm passed legislation amending the Food and
Nutrition Safety Act and some other laws. The bill is now before the Senate, and
itis highly likely that it will be enacted in its current form. The new legislation
has important implications for the dietary supplements market.

The bulk of the changes approved by the
Sejm concern dietary supplements. Indeed,
the committee and subcommittee meetings
that led to the passage of the bill showed just
how complex and controversial the issues
surrounding dietary supplements really are,
raising the question whether this category of
products would more properly be regulated
by a separate act of parliament. Their close-
ness to medicines cannot be denied, partic-
ularly from the perspective of the average
consumer. On the other hand, they are only
allowed to contain ingredients that appear in
food products, which from the legal view-
point makes dietary supplements a subcate-
gory of food. Whether this is a good solution
is a difficult question. Obviously, it follows
from relevant EU regulations, but that is not
to say that it is necessarily right.

Mutual recognition

Concerning EU law, we should note the in-
troduction into the Food and Nutrition
Safety Act of a new Article 6, which contains
a reference to the mutual recognition clause.
It stipulates that food products lawfully pro-
duced or marketed in another Member State
of the European Union should be allowed to
be marketed in Poland even if they do not
meet requirements set forth in other parts of
the Polish law that are not covered by the EU
directive, provided that they do not consti-
tute a danger to human health or life. A com-
pany that introduces a food product on the
Polish market will be required to prove that
the product is not harmful: the sanitary in-
spection may order the company to submit

>«

information confirming the products “com-

pliance with equivalent health standards,
including documents issued by relevant au-
thorities of the country of origin”

Because the past record of Polish sanitary
authorities in applying the mutual recogni-
tion clause as pertaining to dietary supple-
ments has generated much controversy, the
proposed changes could inject a degree of
stability into the market in this respect.

Investigation process

Under the proposed changes, a company that

introduces (or is about to introduce) a food

product (including a dietary supplement) on

the Polish market for the first time, will be re-

quired to provide the following information

in an official notification filed with the Chief

Sanitary Inspectorate (GIS):

B full name of the product and of its
manufacturer

B the form in which the product is intro-
duced on the market

B a model of the product’s labelling in
Polish

B classification of the food product, adopt-
ed by the company

B qualitative composition of the product,
with data on its ingredients, including
active ingredients

B quantitative composition of the product

B name and address of the company that is
notifying authorities about the introduc-
tion of the product on the Polish market
for the first time, as well as its tax identi-
fication number (NIP), if applicable.

EPMR


http://www.pmrcorporate.com

Thursday, 17 December 2009

Pharma Poland News — Issue No. 12 (45)

The notification will have to be submitted
in both electronic and written form. However,
the written form will continue to be regarded
as the “official” one, as the date of its submis-
sion will count as the official date of notifica-
tion. Imposing an additional requirement to
submit the notification in electronic form is
hardly a simplification of the procedure.

In another important change, the amend-
ment enlarges the scope of the investigation
process that may be initiated by the Chief
Sanitary Inspectorate in case of doubt over
a product. A GIS investigation may now en-
compass product composition, properties of
specific ingredients, and intended product
use.

Furthermore, the GIS’s investigative pow-
ers will now extend to the correctness of
the products classification, its compliance
with the requirements pertaining to the rel-
evant type of food product, and to establish-
ing whether the product does not meet the
requirements for other human products, in
particular for medicinal products, cosmet-
ics, or medical devices, as defined by relevant
laws or regulations.

At the same time, the amended Act re-
tains an existing provision whereby the GIS
must notify the concerned company “im-
mediately” about the launch of an investiga-
tion. Significantly, however, the Act does not
specify when such an investigation should or
could be initiated. Does it mean that it could
be launched e.g. one year after the product
has been introduced on the market?

URPLs opinion

Under the amended Article 31, during the
investigation process the Chief Sanitary
Inspectorate may:

B  demand the opinion of the Dietary
Supplements Panel (...)

B order the (notifying) company to sub-
mit the opinion of a scientific institu-
tion (...)

Item 2 of this article stipulates that "in case
the GIS resolves to conduct an investigation
with a view to establishing whether the food
product that is the subject of the notification
procedure does not meet the requirements
for medicinal products or for medical de-
vices as defined by relevant laws and regula-
tions, the Chief Sanitary Inspector is obliged
to request the opinion of medicines registra-
tion office URPL”

What is new and surprising, the amended
Act stipulates that if the URPL concludes that
the product in question does meet the re-

quirements for medicinal products or medi-
cal devices, it must express its opinion in the
form of an official decision, subject to an ap-
peal procedure. It appears that by including
this provision, lawmakers have responded
to calls by the industry for an appeal route
against decisions that classify a product as
a medicine. Nevertheless, such an arrange-
ment is controversial, because it accords to
an opinion - which by definition has an aux-
iliary character — the status of an administra-
tive act.

The appeal route envisaged by the amended
Act raises problems of its own. If it is the GIS
that requests the opinion of the URPL, it begs
the question whether it is not in fact the GIS
that is also entitled to lodge an appeal against
it. Obviously, the intent of the law is different,
but the right of companies to appeal against
URPL decisions is by no means expressly es-
tablished in the amended Act. Furthermore,
it is not clear which authority is competent to
handle such an appeal. Is it the health min-
ister, or should the appeal take the form of
arequest addressed to the URPL to reconsid-
er the case?

Finally, we should also mention the stand-
point of the Committee of the European
Integration Office (UKIE). According to
the Office, a failure by a company to submit
the opinion of the URPL does not in itself
constitute a basis for the removal of its prod-
uct from the Polish market. That is because
such a decision may be justified only on the
grounds of health risk to the population; and
it is incumbent upon sanitary authorities to
prove that such a situation obtains in the case
of a given product.

As with any legislative changes, only prac-
tice will tell whether the new bill lives up to
expectations and contributes to a more sta-
ble market environment, or whether it only
makes life more difficult for companies.

Monika Zboralska-Piesto

Legal Advisor Office

Legal Expert of the Polish Council for Supplements
and Nutritional Foods
mzp@zboralska-kancelaria.pl
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Central and Eastern Europe: an
attractive and promising location

for clinical trials

The Central and Eastern European (CEE) area is considered to be a very at-
tractive location for clinical trials. This is because of the lower costs, the large
population and the lack of patient access to innovative therapies in the CEE
countries. Despite some similarities, the market is not homogeneous, and there
are important differences between individual countries in the region. This was
one of the main problems discussed at the 4" Annual Clinical Site Partnerships
in Central & Eastern Europe and Clinical Outsourcing Alliances in Central

& Eastern Europe conferences held recently in Budapest and Boston'.

The East is cheaper and offers
high quality...

One of the greatest advantages of carrying
out a study in Central and Eastern Europe is
the benefit of cost saving with no loss of qual-
ity of service. HungaroTrial, a CRO company,
claims that the costs of monitoring a clinical
trial are roughly only 60-70% of those which
it would incur with a comparable study in the
US. Salaries and investigation fees are still
lower in the CEE than in Western Europe
and the US, and because of the low salaries
of doctors it is quite easy to take on qualified
medical staff.

Furthermore, because of its large popula-
tion and the small number of patients who
have access to innovative therapies, recruit-
ment for a clinical trial in the CEE region is
usually faster than it is in other countries.

According to companies operating on
the market whose representatives spoke at
the conferences, clinical trials carried out in
the CEE region are superior to those carried
out in the Western European countries and
the US, because clinical trials in the countries
of the region are less widespread and because
investigators and patients are more motivat-
ed. This is also supported by inspections car-
ried out in the CEE area by the US Food and
Drug Administration, which showed that,
between 1994 and 2008, only 2% of trials in
CEE required obligatory measures in order to

1 The conferences were organised by NextLevel

Pharma in September and October 2009.

rectify inaccuracies (in Western Europe the
figure was 6% during the relevant period).

... but some ethical problems
may occur

A company carrying out clinical trials in the

CEE region may encounter ethical problems.

This was emphasised by many speakers at the

conferences. As such countries have weak-

er democratic traditions, because of their

past political situations, their professional

traditions may not be as ethical as those of

Western Europe.

Because of this, several problems may

arise:

B the reporting of activities which have
not been carried out (employees)

B havingtwo conflicting jobs despiteanon-
competition agreement (employees)

B personal relationships instead of skills
used as recruitment criteria (CROs)

B service provider selection not transpar-
ent (regional sponsors)

B hiding income and evading taxes (sites)

B corruption.

CEE: similar but different

Although the CEE countries are similar to
each other in terms of costs and the quality of
trials, there are some important differences.
For example, in Russia and Ukraine customs
processes are long, complicated and very cost-

ly in comparison with the situation in other
CEE countries. In addition, many unforeseen
procedures may arise in these two countries,
and the instigation of a trial is slower and less
predictable than in other countries of the re-
gion. On the other hand, although Russia and
Ukraine are not EU members, they adhere to
most EU regulations. Patient recruitment is
even faster than in other countries in the re-
gion, because of the widespread willingness
of patients to take part in a clinical trial.

Furthermore, financial reward plays an im-
portant role on those emerging markets with
less well-developed economies and health
care systems, such as Russia, Ukraine and
Bulgaria, but it is not as important in, for ex-
ample, Poland and Hungary. In addition, the
international prestige of an employer might
be considered an important motivational
tool in Russia or Ukraine, but not necessarily
in other CEE countries.

Poland: clinical trials to be
regulated by a comprehensive
law?

In 2008 there were 468 new clinical trials ap-
proved in Poland, in comparison with 449 in
2007 and 451 in 2006. The most widely dis-
cussed topic in the country in the area of
clinical trials in the recent past was the pos-
sibility of adopting a new law which would
provide a comprehensive legislative frame-
work for clinical research. At present this
area in Poland is regulated by several legal
instruments, in pharmaceutical and civil law.
The draft version of a new law was present-
ed by the Health Ministry in mid-December,
and the public consultation stage is to last un-
til the beginning of January.

The law will change the current regulations
pertaining to the insurance of a researcher
and will limit the number of clinical studies
lead by one researcher (this will be decided
individually in each case by bioethics com-
mittees). Access to clinical trials is also to be
easier. Sites which carry out clinical trials will
have to announce this fact on their websites,
with any patient, rather than just one chosen
by a researcher, able to take part in a trial.

The Head of the Office for the Registration
of Medicinal Products, Medical Devices
and Biocidal Products (URPL), and not the
health minister, will issue the final decision
on the approval or rejection of a clinical trial,
if the law comes into force.
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Russia: significant reduction in the
number of new trials approved

In 2008, 615 new clinical trials were ap-
proved by RosZdravNadzor® in Russia, rep-
resenting an increase in excess of 9% in
the number of studies in comparison with
2007. In every quarter of 2009, however,
the number of new clinical trials approved
in Russia fell in comparison with the corre-
sponding period of 2008. There was a decline
of around 13% in Q1 2009, 26% in Q2 2009
and around 10% in Q3 2009, according to
the Synergy Research Group. In total, there-
fore, the number of new trials approved fell
by 17% in the first three quarters of 2009
in comparison with the corresponding pe-
riod of 2008, from 474 to 395. This is prob-
ably a result of new strategies approved by
many global pharmaceutical manufacturers,
which decided to limit their spending on re-
search and development during the econom-
ic crisis.

Close to half of the new clinical studies ap-
proved in Russia during the first nine months
of 2009 were phase III trials. Only 6% of new
trials are phase I.

The clinical trials market in Russia is domi-
nated by foreign companies. In Q3 2009, 67%
of new clinical trials approved were sponsored
by international companies. Furthermore,
during the period analysed, as many as 61%
of new approved clinical trials were multi-
national and multi-centre, and, despite the
general reduction in the number of new tri-
als approved, the proportion of multinational
studies increased in Q3 2009 by 3 p.p. in com-
parison with Q3 2008. Leading international
study sponsors in Russia in Q3 2009 included
Novartis, Novo Nordisk, GlaxoSmithKline,
Merck&Co. and EliLilly.

Czech Republic: more clinical trials
in oncology than in any other area

In 2008 some 61 new applications for clini-
cal trial authorisation and 293 clinical tri-
al notifications were submitted to the State
Institute of Drug Control (SUKL) in the
Czech Republic. There was a reduction of
around 15% in the number of applications
for approval/notification of a clinical trial in

2 The Federal Healthcare Surveillance and Social

Development Service of the Russian Federation

Number of new clinical trials approved in Russia, by phase (%), Q1-Q3 2009

Phase IV
8%

Phase IlI
58%

Source: Synergy Research Group, 2009
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Number of clinical trial applications assessed by SUKL
in the Czech Republic, by phase (%), 2008
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7%

Phase I
8%

Phase IV
9%

Bioequivalence
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Source: SUKL, 2009

Grant studies

1%

Phase Il
66%

www.pmrpublications.com !

comparison with 2007. This could be because
of a new Act on Pharmaceuticals which came
into force in December 2007. This signifi-
cantly changes the clinical trials arena in the
Czech Republic. These are now governed not
only by pharmaceutical law, but also by an
Administrative Code. This has led to a ma-
jor increase in the administrative work asso-
ciated with the assessment of a clinical trial.
Furthermore, given the planned changes in
the reimbursement of clinical trial costs, com-
panies have decided to speed up their clinical
trial applications. As a result, some 60 new
applications were submitted in December
2007 alone, twice the usual monthly average.

An application for the authorisation of
a clinical trial is submitted for any clinical
trial in which the relevant medicinal prod-
uct is obtained by biotechnological process-
ing or which contains substances of human
or animal origin not authorised in the Czech
Republic or in the other EU Member States
(regardless of whether or not they are author-
ised in third jurisdictions). Clinical trial no-

tification is granted for, among other things,
a medicinal product obtained by means of
biotechnological processing and substances
of human or animal origin authorised in the
Czech Republic or in the European Union
states by means of a centralised procedure
but which is not used within the scope of the
marketing authorisation decision.

Most of the clinical trial applications as-
sessed by the SUKL in 2008 pertained to
phase I1I trials (around 66% of the total) and
bioequivalence studies. The most substantial
number of applications for approval/notifica-
tion of a clinical trial submitted in 2008 were
in the areas of oncology (20% of the total)
and neurology (13%).

Agnieszka Stawarska
Pharmaceutical Market Analyst
PMR Publications

agnieszka.stawarska@pmrpublications.com
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Drug withdrawals in Poland, November 2009

5 November 2009 Nuticia Cuijk Bebilon Sojowy 2 powder 400 g 231966
Withdrawals 19 November 2009 Stiefel Laboratories Isotrexin gel 30 g (20 mg/g Eryt_hro_mycm * 586L
0.5 mg/g Isotretinoinum)
26 November 2009 Phytopharm Kleka Intrctum Visci Phytopharm oral liquid 100 ml 090205
Source: Main Pharmaceutical Inspectorate (GIF), 2009 www.pmrpublications.com l

Bans on drug advertising in Poland, November 2009

Aadvertisement addressed to distributors and people entitled to issue prescriptions, in the form ofa
leaflet with the identification number 05/09/FEM/DET/0623;

12 November 2009 Novartis Poland Femara advertisement in the May, 2009 issue of "Magister Farmacji" magazine;
advertisement in the March/April, 2009 issue of "Onkologia info" magazine, volume 6, no 2 (28).
Advertisement addressed to the public in the form of an audiovisual ad with the following message:
,You are invited to view this programme by the maker of Gripex Noc medicine. Gripex Noc
18 November 2009 US Pharmacia Gripex Noc combats all symptoms of flu and cold. It allows you to sleep the night through,” and lighted words:
,Running nose”, ,Cough”, ,Fever”, ,Pain”, ,Combats all symptoms of cold and flu”, ,Allows you to
sleep the night through”.
18 November 2009 \évﬁqm%%hg&"é Milgamma Advertisement addressed to the public in the form of a brochure.
* Marketing authorisation holder !
Source: Main Pharmaceutical Inspectorate (GIF), 2009 www.pmrpublications.com X
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A DV ERTISING

P g D8
. . . . e e
Advancing Biologics from the Lab to the Clinic o
EVENT: Advancing Biologics from the Lab to the Clinic .
VENUE: Brussels, Belgium '
DATES: 11-12 January 2010 B
NextLevel Pharma N
Phone.: +421 232 662 621 . B
Fax: +421 232 662 622 Lo
ORGANISER: E-mail: erika@nextlevelpharma.com ' |
URL: '
https://www.nextlevelpharma.com/events/view/advanced_biologics_from_the_lab_to_th e
e_clinic '
_ Lo
Ly
5th Annual Pricing, Reimbursement & Market Access C o
in Pharma & Medical Devices Co
EVENT: 5th Annual Pricing, Reimbursement & Market Access in Pharma & Medical : @
. Devices (O]
VENUE: Barcelona, Spain .
DATES: 20-21 January 2010 oM
Jacob Fleming Conferences PR
Phone.: + 420 257 222 800 .
ORGANISER: E-mail: david.polak@jacobfleming.com . B
URL: http://www.jacobfleming.com/conferences/life -science/5th-pricing-reimbursement- . z
market-access-in-pharma-medical-devices-1 P M R X
P
13th Annual Competitive Intelligence in Pharma ResearCh :
EVENT: 13th Annual Competitive Intelligence in Pharma Expe reins g ht '
VENUE: Nice, France '
DATES: 27-28 January 2010 .

Arena International
Phone.: +44 207 936 6672
ORGANISER: Fax: +44 207 915 9773
E-mail: emanhauari@arena-international.com
URL: http://www.ciinpharma-events.com/

Market Access Europe 2010

EVENT: Market Access Europe 2010
VENUE: Regents Park Marriott, London
DATES: 2-3 March 2010

eyeforpharma
ORGANISER: E-mail: jstanta@eyeforpharma.com

URL: http://www.eyeforpharma.com/marketaccesseurope

BioForum 2010
. : : :

e e e International fieldwork in
VENUE: New Business Centre Manufaktura, Lodz, Poland Eastern Europe
DATES: 19-21 May 2010 f

Bio Tech Consulting /Ltd. Central location/hall tests

Phone.: +48 42 299 60 83 Consumer research
ORGANISER: Fax: +48 42 678 01 28 ; ;

E-mail: bioforum@bioforum.pl Brand Anizlls studies

URL: http://www.cebioforum.com Product & package tests

B2B projects
Healthcare research
Industry analyses

= For more information

— please contact us at:
"~ EPMR "

R E S E AR CH

tel. /48/ 12618 90 80, fax /48/ 12618 90 08
e-mail: info@pmr-r.com
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