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Abstract

The Clawback is a special tax applied to the pharmaceutical industry, that implies the
contribution of all drug producers, to finance the public health system with a sum of money,
which may vary between 5% and 11%, sum paid out of their income made from selling drugs.
This tax provision was introduced in Romania in October 2009 and it suffered a series of
modifications, following administrative obstructions and due to the numerous controversies that
appeared between the drug producer’s representatives and the Regulation Authorities.
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1. Introduction

Taking into consideration the high demand for drugs, that has led to a exceeding of the limit allocated for
2009, but also to ensure the population a continuous access to drugs released with or without a
prescription, within the national health programs or within hospitals, the government had to intervene
with urgency. In order to overcome this situation the Government authorized the NSIH to foreclose future
payment arrangements.

Not approving the supplementary costs would have led to the impossibility to ensure the patients drug
treatment event that would have major negative impact over the patients’ health state with possible
consequences even irreversible on their health.

Supplementing the public health system funds was required as an emergency measure due to the constant
growth of the number of patients that benefit from the services offered by the national public health
system.

Taking into consideration that these phenomenon’s were of public concern, with a direct impact on
ensuring the populations medical assistance, their state of health, as the main social-economic indicator, the
Government has adopted a couple emergency decrees, respective The Emergency Decree nr. 104/2009, to
modify and complete the Law nr. 95/2006, regarding the health reform, OGU 77/2011, following the
modification of the law in august 2012 through GO 17/2012 through which a supplementary tax was added
for the licensed holders with a marketing authorization.

Therefore, in order to finance certain public costs the licensed marketing holders for drugs that are included
in the national health programs, for ambulatory treatment with or without a personal contribution or for
hospital treatment, which obtain revenues from commercialization in Romania, they participate with a
quarterly contribution from the value of these revenues. This value is established depending on the sales
volume and it is determined based on a grid regarding quarterly contributions owed for the obtained
revenue.

The grid regarding quarterly contributions due to the obtained revenue.

Total quarterly income | Contribution
(thousands of RON) (% out of the
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total income) | Starting with the forth quarter of the year 2012, following
the modifications brought to the GO nr.17/2012, the
calculation for the quarterly contribution is realized by

>75.000 11 reducing the VAT from the sales value, respectively the TQc
and the QAb that don’t include VAT, while QAb is 1,515
50.001-75.000 10 million RON.
The quarterly contribution is calculated by applying a
25.001-50.000 9 certain percent “p” on the value of drug consumption,
supported by The Unique Social Health Insurance Fund
12.501-25.000 8 and by the Ministry of Health, the consumption related to

the sales of each contribution payer.

“_n

The percentage “p” is calculated as follows:

6.251-12.500 7

(TQc - QAb)
1.515-6.250 6 1 T —— x 100
<1.515 5 QAb

Where:

TQc: represents the total quarterly consumption, supported by the The Unique Social Health Insurance
Fund and by the Ministry of Health;

QAb: represents the quarterly approved budget, afferent to the drugs supported by The Unique Social
Health Insurance Fund and by the Ministry of Health, calculated by dividing in four the annual initial
approved budget by the state budget law.

The value of the percentage “p” is communicated to the licensed holders with a marketing authorization by
the HSIH, along with the quarterly consumption established through the budget.

In case the drug holders of the marketing authorization, don’t carry out in Romania commercial activities,
the contribution comes down to the legal entities that obtain revenues in Romania by selling drugs, as a
result of obtaining the right to directly commercialize drugs from the holder of the marketing authorization,
following obtaining the right to sell from the drug holder of the marketing authorization, respectively the
person that obtained from the holder of the marketing authorization directly or indirectly the right to pass
on to third parties the right to commercialize drugs in Romania.

The revenues made from the collected sums, represent the Ministers of Health own income. The
contribution is transferred quarterly by the 25'Th of the following month after the closing of the quarter
when the drugs where delivered. The juridical persons that do not fulfill their obligations until the set date
lose their right to be reimbursed out of The Unique Social Health Insurance Fund of the issued drug value
given to the patients on compensated prescriptions.

2. Considerations regarding the introduction of the clawback tax and its influence on the

national pharmaceutical market

From its introduction in October 2009, this tax had to cover the whole compensated drug consumption the
exceeded the approved budget approved by the Ministry of Health. Due to the economic impact it created
on production costs, a series of cheap drugs produced by the local industry of generic drugs were about to
leave the market as for example: the drug Enalapril (Labormed), Egilok (Egis), Digoxin (Zentiva), Diazepam
(Terapia), Metoclopramid (Terapia) si Furosemid LPH (Labormed).

This fiscal measure could push towards insolvency the local pharmaceutical market, and a lot of generic
drugs with the same therapeutic effect as innovative drugs, that have a more accessible price for the
patients in Romania, that are more easily to bear by the health insurance budget, could leave the market,
with all its social-economic implications that they will generate. Taking certain products out of the
producers generic drug portfolio will have direct implications regarding the work force, which will lead to
its layoff.

According to a AMPGR report (The Association of generic drug producers in Romania), out of 10 generic
drug producers, 3 have local capital, the rest are part of multinational groups with investments in Romania.
In these drug factories there are over 8000 employees plus another couple of thousands representing the
industry suppliers for pharmaceutical substances.
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The export of generic drugs in Romania recorded in 2011, over 150million euros. Due to this tax, 10-20% of
the generic drugs produced in Romania will have to be rationalized or taken out of production. These will
be replaced with similar products originating from abroad, usually innovative drugs, more expensive that
will affect the patient’s budget as well as the public health budget.

Therefor the generic drug producers will not be the only ones responsible for the unsustainable growth of
drug consumption registered in the last years, this excess is due to the increased expensive drug spending
on the basis of extensive compensated drug lists in 2008, unmodified till today but also due to removing the
limit of the number of drugs released to the pharmacies.

The expenses with generic drugs occupy 2/3 of the treatments used by the patient’s today in Romania and
they represent 30% of the allocated financial resources.

The negative impact of introducing the claw-back tax is even greater for the producers of generic drugs with
an accessible price taking into account that for cheap drugs with the producers price under 25li, the
distributors and the pharmacies margin can reach up to 38% out of the retail price.

Among all links, the pharmaceutical industry has faced lately economic difficulties determined by income
over-taxation, very long reimbursement periods for drugs released on free and compensated prescriptions
(300 days), parallel exports and also the access to innovative products.

Therefore, we can affirm that the claw-back tax affects today’s drug production of generic drugs, and
compensating innovative drugs questions their further production.

This tax is also used in other European countries but with the role to control the drug market, while in our
country the claw-back tax represents a financial source to cover the deficit generated by a incorrect
planning of public health expenses.

If this tax would be applied at a consumption level realized in the previous year, as a reference year, then in
the year 2012, this tax would record a bearable level for the pharmaceutical industry.

For the year 2012, The Ministry of Finance estimated a consumption of 5,7 billion RON, consumption that
was introduced and taken into consideration as the calculus basis for this tax, even if the respective sum was
underestimated and did not rise to the level of consumption and to the real drug demands.

Until the calculation methodology is changed, applicable from the fourth quarter of the year 2012, the claw-
back tax was calculated to the reported sales from the pharmacies at the retail price. Price which included
the retailer’s margin, the pharmacies commercials margins and the VAT tax.

The modifications made lately, marked by the Government Ordinance nr.17/2012 have changed the way the
tax is determined meaning that, the VAT tax was eliminated and the limit for the year 2012 was changed
from 5,7 to 5,9 billion RON per year.

A efficient health system based on the principle of economic efficiency needs generic drugs produced in
Romania but also a need for adequate innovative drug compensation, the only ones that can develop a
generic drug industry capable to bring normality in a sector that will full contribute to the populations state
of health.

According to the local drug producers and importers calculations, in 2011 the quantum of the claw-back tax
reached over 400 million euros, representing 33.6% out of the total compensated value, value sustained by
the pharmaceutical market.

3.The impact of the claw-back tax on the development of the local pharmaceutical industry

In the drug field, where the price is regulated by the producer, and the commercial margins are regulated at
the distribution and pharmacy level, where one can’t interfere in this chain, and approving such a tax where
the producer has to cover the other economic agents shares, shows measures are needed to correct this
fiscal provision.

As a solution to save and boost the local development of the pharmaceutical industry, The Association of
Generic Drug Producers from Romania, in multiple interventions with the legislator have sustained for the
year 2013 a new calculus formula for the Clawback tax. This new formula proposed, excluding the drugs that
have a producer’s price under 30 RON.

This tax is an instrument that tries to rein the drug demand growth and it intervenes only when there is a
difference between (exceeding) the sale advance and the budgets capacity to sustain this demand.
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1. The advantages of applying the Clawback tax

e Applying the claw-back tax keeps the expenses under control for drugs released on free and
compensated prescriptions.

In the year 2012 the total value for compensated and uncompensated drugs in Romania doubled to the

value recorded in 2007. The funds allocated by the NSIH has risen from 2,7 billion RON in 2006 up to 6,5

million RON in 2011.

e Applying this tax can counteract the commercial pressure exerted by the pharmaceutical companies of
the state’s health system by stimulating drug consumption.

Annually 30% of the NHSI is allocated towards drug consumption, this being one of the highest percentages

in Europe.

e Applying this tax assures the state the partial recuperation of the sums allocated for the whole or partial
compensation of drug costs.

According to a report issued by the National British Institute for Health and Excellency, in Romania there

are drugs compensated without knowing the drugs exact benefits. There are compensated drugs for which

the Romanian NSIH covers more than the health system from England or America, and these drugs

annually cost the Romanian state over 60 million euros

e Applying this tax eliminates the situation of the state accumulating more debt to the pharmaceutical
companies.

The claw-back tax generated in the first quarter of the year 2012 financial resources in the sum of 282

million RON, sum which was used to pay off the debt identified and not recorded by the pharmaceutical

industry at the end of 2011.

2. The deficiencies of applying the clawback tax in its actual calculation form

e The tax was applied up until the forth quarter of the year 2012, at the drugs retail price, which included
VAT, but also the distributors and the pharmacies margin;

In England and in Austria the state does not apply VAT to compensated drugs. The European average for

VAT for drugs is 8%, while in Romania it reaches 9%. At the producers price, respectively to price when

entering the country, VAT is added, as well as the distributors and the pharmacies margin, these as well are

appreciated as being among the highest in Europe.

e The tax is paid depending on the deference between the sums allocated annually by the NHIS for the
drug consumption for compensated drugs and the total real revenue recorded by these drugs, taking as
reference the consumption of compensated drugs in year 2009, respectively 5,7 billion RON. For the
year 2011 the value was set at 6,5 billion RON, and the difference was supported by drug producers.

As the producers claim, the claw-back tax was applied in certain situations on donated drugs. Not paying this
tax lead to immediate expulsion of these drugs from the list of compensated and free drugs for a period of
six months.

The drug producers are obliged to pay this tax, before they can recuperate their debt from the NSIH for the
actual drug consumption that where not paid for at their statutory term of 180 days, the state further
recording consistent debt towards drug producers.

3. The effects of the claw-back tax in its actual calculation form

e The profit and the financial interest of drug producers in Romania will decrease considerably.

In 2011 the company Roche paid the clawback tax in value of 8 million euros, sum representing 17% of the

total sale of the companies compensated drugs in Romania. In the first quarter of the year 2012, the value

of the clawback tax that the producers had to pay rose to the value of 100 million euros, representing in

comparison a value double to the last quarter of the year 2011.

e The foreign capital invested in the Romanian pharmaceutical industry will decrease significantly
because the financial resources will be redistributed to pay the clawback tax.

For example, the local drug producer Actavis announced that he will withdraw a series of compensated

drugs, which means the patient will have to support the full value of the drug.
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4. The claw-back tax in Romania in comparison to others applied in other European countries

The claw-back tax is applied in other European countries (Belgium, Holland, Great Britain, Hungary, etc.)
but its calculating formula greatly differs from the one applied in Romania.

e In Hungary, this tax is supported by the local drug producers, the distributors as well as the pharmacies.
The national drug producers agrees much more to this calculation model

e In England, the pharmacies that get discounts and obtain profits from parallel commerce are obligated
to reimburse the state with a certain percentage.

e In France, this tax is called “ selfguarding contribution” and it is paid by the companies whose turnover
exceeds a certain limit set by the parliament (called The K Tax), with a percentage from its turnover
growth. For example the value of the claw-back tax was 260 million euros in 2008 and 236 million in
2009 (much lower than the prognosis for Romania in 2012).

5. Conclusions

We can conclude that the claw-back tax, is an instrument owned by the state who is trying to control the
drug demand growth, compensated free drugs, released with a medical prescription, and it intervenes only
when exceeding’s are recorded between the total volume of the sales and the budgets capability to sustain
this demand, by allocating a GDP quota.

Therefor we can affirm, that applying this tax directly influences the drug producing industry , especially the
generic drug industry and it represents a barrier against the enlargement of the pharmaceutical market.

To this we can add all the implications upstream and down connected to this complex sector of the
pharmaceutical industry (producers, distributors, retailers) but also the direct influences on the populations
and the insured state of health, which have a right to a decent health at least at the average level recorded in
the European Union.

Stimulating the pharmaceutical industry at a local level would be possible by calculating and applying the tax
differentially, separately for generic drugs and for innovative drugs.

Therefore, it would be possible to assure and obtain much more generic drugs at a low price with a direct
effect over the necessary budget public resources needed to cover the value of the released drugs on
compensated prescriptions but also a much lower contribution from the patient.

This tax applied to drug consumption should be paid only by drug importers because they have a higher
income, higher profits in Romania.

The investments in the pharmaceutical industry, or the pharmaceutical market are influenced by the level of
the population’s income, the percentage the patient spends out of his own income for the state of his health
but also by the sums that are allocated out of the GPD in order to meet the drug demand and the demand for
medical services.

The financial capital investments in the pharmaceutical products industry significantly contributes to the
populations wellbeing, and this represents a strategic sector due to its occupied position in the economy
and in protecting the populations health, with a direct effect in realizing a competitive economy based on
knowledge.

Even though it suffered a lot of adjustments, the claw-back tax still causes drug producers and drug
importers discontent. And it may face further legal modifications in the nearby future.

The tax should be calculated at the producers price and not at the retail pharmacy price, and the real
consumption from the previous year should represent the reference basis used to calculate the tax, all
correlated and aligned with the reimbursement periods at a European level

Therefore, this tax, if it was to be applied to ponder drug consumption and medical services that have as
their primary financing source the public health budget, it must be applied and adjusted to the concrete
conditions of the national health system. This should take into account firstly the necessary optimal drug
consumption and medical services, needed to assure a decent health state, and to set a limit in order to
apply this tax, which should be actualized each year.

The sums collected from this tax should be used to supplement the budgets allocated to scientific research,
towards the teaching and preventing programs as well as the social-cultural programs.
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In the conditions of budgetary constraints, sustaining the principal of economic efficiency, based on the
efficiency of public expenses and rationalizing costs with health expenses have to correlate with the
principal of equity, based on primary right of drug access for all patients.

The access to innovative drugs, that are very essential, are an elementary human right, and assuring drugs
at reasonable costs to everyone who needs them should be a priority of the public health politics in our
country.
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