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Is the Alternative
Reimbursement or
Non-Reimbursement?
Pursuant to ‘Social State’ principle, the regulations made with the
sole purpose of economizing health expenses, remedying
inspection deficiencies relating to payments to health institutions
and organizations, should not be of a nature to hinder the provision
of health services in such a manner that medical science
prescribes.
Att. Elvan Sevi F›rat
F›rat&‹zgi Attorney Partnership

Including doctors and pharmacists in the health
sector where the government is the biggest
buyer, as well as pharmaceutical companies
and medical device companies as suppliers and
hospitals, the reimbursement policy is one of the
most important concerns of all parties.
Turkey strives to do her part in terms of health
and access to drugs to ensure healthy existence
of all citizens in accordance with social state
principle. Access to drugs is considered as one
of the basic rights to life.
One would wish that everyone is provided with
health care service. However, as sources are
not unlimited, it is necessary to use them properly.
This is why we have a Social Security Institution
(SSI) and the main purpose of SSI, as provided
under Article 2 of SSI Law, is: “the realization of
a social security system at the contemporary
standards, based on the principles of social
insurance, effective, equitable, easily accessible,
actuarial and sustainable in financial terms” and
one of the duties of the institution is: “To inform
real and legal persons for whom it provides
service with regard to their rights and obligations
and to facilitate the exercise of these rights and
fulfillment of these obligations”. Pursuant to ‘Social
State’ principle set forth under Article 2 of the
Constitution, it is not possible for SSI to act with
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the sole purpose of economizing and not
exceeding the budget targets because, in
accordance with such regulations, providing
accessible health service to all citizens is among
the duties of SSI, as a public corporate entity.
The Council of State is of the same opinion.
When the higher judicial decisions relating to
SSI’s provision of health service and relevant
duties and authorities are examined, it is observed
that it is stated the administrative decisions
rendered by SSI should be economical but
should also help other relevant public bodies
realize their aims and targets and should not
make it difficult for those who benefit from
insurance to receive health services. According
to the Council of State, the right to health, which
is regulated as a social right under the
Constitution, refers to ensuring healthy existence
of the society and individuals. Because of this
quality, the right to health is considered as an
element of social state principle today. A social
state is liable to safeguard all citizens against
various risks, including diseases, and make
necessary regulations towards this purpose.
During provision of health services, due to the
nature of this service and importance of human
life, the quality of such service is of utmort
importance. Therefore, the regulations made with
the sole purpose of economizing health
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expenses, remedying inspection deficiencies
relating to payments to health institutions and
organizations, should not be of a nature to hinder
the provision of health services in such a manner
that medical science prescribes. In addition,
considering that diseases still pose a serious
threat to both individuals and the society today,
it is not viable to speak of the compliance of
such regulations, which constitute an impediment
to the use of the right to health, with law. Therefore,
regulations relating to provision of health services
must comply with the fundamental principles set
forth in the Constitution.
It does not seem possible to please everyone
in terms of sustainability. Sometimes some
patients might have difficulty in obtaining certain
pharmaceuticals.
Is it possible to establish a sustainable system
that can please everyone?
When we look at the figures, drugs may seem
expensive but the lowest prices are in Turkey...
Drugs supplied to the biggest buyer with the
highest discount rate as a result of SSI’s budget
practice are also in Turkey... Some drugs are
not even placed on Turkish market considering
that their prices will be too low... This is not a
personal observation, this is what the media and
the statements of the pharmaceutical industry
claim.
SSI, as a financing body within the government,
will continue to act within the limits of the Global
Budget to ensure sustainability while providing
drugs and health service to patients. It cannot
give up this function. As the Government is
unable to generate new resources today, efficient
use of available resources and predictability are
of utmost importance.
Today we clearly know that SSI is reviewing the
reimbursement model. These studies have been
continueing for the last few years and the legal
basis for the agreements SSI will make relating
to alternative reimbursement models was formed
in 2014. For this purpose, certain amendments
and regulations have been made in Article 49 of
the Bag Law no.6552 and in Article 73 of Law
no.510, under the section “method of provision
for health services and reimbursement of health

expenses”. Pursuant to such amendments and
regulations; Social Security Institution will be able
to determine criteria relating to invoice control,
set alternative reimbursement models, make
evaluations and carry out investigations or procure
services. Similarly SSI will be able to charge a
fee or subscription fee from applications made
by real or legal persons to enter health service
and/or product lists within the scope of
reimbursement, to stay on the lists for medical
equipment and products other than drugs, list
amendment requests other than price reduction
requests; and charge a contract fee for execution
of an agreement excluding agreements based
on protocols with professional organizations with
public institution status.
At a meeting, Head of SSI Pharmaceuticals and
Pharmacy Department Salih Tolga Do¤ru stated
that different policies have been developed
recently within the framework of the joint study
by the Ministry of Health, the Ministry of
Development and the Ministry of Finance. Do¤ru
noted that they would come together with
pharmaceutical companies relating to “Alternative
Reimbursement Policies”. Do¤ru said, “we have
reviewed different policies on pharmaceuticals
with the Ministry of Health, Turkish Pharmacists’
Association, the Ministry of Development and
the Ministry of Finance. This is a practice called
“Alternative Reimbursement Policies”. It can be
described as signing one, two or three-year
contracts with pharmaceutical companies for
various drugs that place a burden on the budget,
such as bio-technological products used in
treatment of orphan diseases and cannot be
reimbursed immediately. In 2015 - 2019 Strategic
Plan of SSI, it is stated that studies will be
conducted to develop rational reimbursement
models.

SSI will establish a new
result-oriented
reimbursement model
where a separate
payment will not be
made for each
procedure. It is not
possible for SSI to act
with the sole purpose
of economizing and
not exceeding the
budget targets
because, in accordance
with the ‘Social State’
principle set forth
under Article 2 of the
Constitution, providing
accessible health
service to all citizens is
among the duties of
SSI, as a public
corporate entity.

What everyone is concerned about is how this
will be implemented, what the companies will
face, whether it will be discussed sufficiently,
whether it will be transparent enough...
Under any circumstances, while discussing the
alternative reimbursement system, the focus
should be on promoting R&D, facilitating access
to high quality health services, ensuring the
patient’s access to effective drugs used to treat
especially chronic and life-threatening diseases,

March 2015

115

LAW

Under any
circumstances, while
discussing the
alternative
reimbursement system,
the focus should be on
promoting R&D,
facilitating access to
high quality health
services, ensuring the
patient’s access to
effective drugs used to
treat especially chronic
and life-threatening
diseases, facilitating
access to products
necessary to prevent
the diseases that
burden SSI budget in
the long term.

facilitating access to products necessary to
prevent the diseases that burden SSI budget in
the long term. There are several issues to be
discussed at tthis point; new treatment methods,
orphan medicinal products, individualized
medicine, biotechnological products etc. alsoi
rather than the properties of the products
subject to such debate, the burden
they create on the budget
should be examined.
Does SSI prefer the
benefit model?
According to news on
media relating to the pilot study
SSI conducts in collaboration with Medtronic,
SSI will establish a new result-oriented
reimbursement model where a separate payment
will not be made for each procedure. The news
published in Sabah in April 2014 states that “with
the new model where the treatment process will
be closely monitored, only successful treatments
will be reimbursed. The process in private
hospitals and institutions within the chain will be
under inspection. As a result, all repeating phases
will be eliminated. The model that will provide
added value to the system will decrease health
costs.”
It is obvious that a similar study has been
conducted for the purpose of lowering costs
of drugs...
The research report funded by the European
Commission and published by its official website
provides a detailed overview of financing practices
relating to health services in Europe. According
to this report, there are two main ways to address
uncertainty relating to clinical or cost effectiveness.
The first one is to grant reimbursement for a
limited time period during which additional
evidence on the drug effectiveness will be
collected and to update the reimbursement
decision afterwards based on the new costeffectiveness results. This model is used in the
Netherlands, Sweden and Portugal. The second
way is to decrease the price or to limit utilisation
so that the cost-effective ratio is improved
because of lower costs. While discounts are
very common in the UK as part of patient access
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schemes, Italy uses a
combination of
discounts, payment-byresult and conditional
treatment continuation to
improve cost-effectiveness. However, this option
does not address the underlying issue of
uncertainty in cost-effectiveness unless linked
with data collection which is intended for
updating coverage decision. The main strategy
used to optimise utilisation is to limit prescribing
and reimbursement to specific therapeutic
indication and to those patient sub-groups who
are most likely to benefit. The instruments used
include limiting prescribing to specialised
healthcare centres, use of biomarkers, and
physician certification that the patient meets the
eligibility requirements together with monitoring.
For example, the Czech Republic limits access
to specific patient subgroups and to specialised
healthcare centres. In Italy, a patient’s eligibility
is monitored through the registries and
physicians are requested to certify that a patient
meets the prescribing requirements in order for
him to obtain the drug at the pharmacy.
The European Commission concludes the study
by stating: “While there is scope for
improvement, the taxonomy employed in this
study aims to address this issue by using a
more versatile classification system which on
one level focuses on the objectives countries
are trying to achieve through Managed Entry
Agreements (“MEA”) and on a second level
highlights and summarises the features of the
implemented agreements. In addition, there is
the need to agree on a common definition of
MEAs and to define the boundaries between a
MEA and a non-MEA.”
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As can be seen, this issue is also discussed in
Europe in a similar manner. It can be projected
that we need to gain more experience to eliminate
concerns relating to financing supply of drugs
by governments and that this will continue to be
a controversial issue in the future. That is to say,
Europe has a long way to go.
What kind of agreements are within the scope
of alternative reimbursement models and
MEAs?
In fact, these agreements serve the purpose of
bringing the burden of budget under control,
eliminating uncertainties in clinical and cost
effectiveness and ensuring performance
optimization. Volume agreements, budget cap,
risk/cost sharing agreements, performancebased agreements, patient access-schemes,
registries …
I am certain that SSI has made substantial
research and is well aware of all of the above.
It is known that SSI representatives contact their
European counterparts from time to time to
benefit from their experience. This means that
whatever model Turkey chooses to implement,
she will not fall behind Europe. I personally believe
that Turkey has the necessary human resource
and knowledge to move ahead of Europe and
form a model that will set an example.
It is difficult to discuss legal aspects of this
method at this point, as is not yet clear how
it will be implemented.
It is observed that, among reimbursement models,
SSI inclines towards the benefit model. For now,
I can state that I believe these agreements to be
executed between SSI and companies will be
contracts governed by private law and will be
eligible supply agreements. It can be anticipated
that SSI will obtain favourable results provided
that, while drafting these agreements, SSI
maintains a commercial attitude relating to the
matter, pursues balance between the parties to
the agreements, does not limit the freedom of
agreement in an unfair manner, does not use
the power of the government in an uncontrolled
manner during negotiations, gives the other party
the opportunity to express itself clearly and exhibit
its will.

Besides the foregoing, there are several issues
to be taken into consideration. For example, it
is possible to make a comparison with Italy
where there are debates relating to permitting
off-label drug use to be reimbursed due to lower
prices . Previous intellectual property
proceedings in Turkey include cases where the
price of the reference product decreased
dramatically and was subject to higher discounts
when the generic drug was placed on the
market and entered the reimbursement list in
accordance with the current pricing and
reimbursement rules.
The most important element of process
management is transparency...
Finally, let’s quote from Kahneman and Tversky
and say, “the relative attractiveness of options
varies when the decision problem is framed in
different ways”. Stating that the aim is to ensure
optimum access to health services that the
public requires and that maximizing transparency
will be sufficient in process management to
reach the most attractive option that will ensure
sustainability of reimbursement, let’s conclude
here to discuss this subject again in the future.
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