MEDICAL

DESIGN

TECHNOLOGY"

Accessing The Turkish Medical
Devices Sector: A Promising
Combination Of Opportunities and
Challenges

Tue, 10/11/2016 - 12:30pmby Ozge Atilgan Karakulak &
Bentley James Yaffe - Gun + Partners, Istanbul

As the fifteenth largest
economy in the world and
with a population of 80
million, Turkey presents an
exciting opportunity  for
investment and development
in the area of healthcare. In
addition to a growing
population which is covered
by an extensive social
healthcare system, Turkey Ozge Atilgan Karakulak

has implemented a policy in Partner, Yaffe - Giin + Partners,
recent years to capitalize on
its reputation as a regional
hub for healthcare tourism.
However, despite the
financial opportunities that are associated with the Turkish
healthcare industry, medical device companies that are planning
to enter should remain mindful that many regulatory measures
do exist with regard to entering and remaining within the Turkish
medical device sector.
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The manufacturing of medical devices in Turkey is governed by
three main regulatory measures, the Medical Device Regulation,
the Regulation on Active Implantable Medical Devices and the
Regulation on In Vitro Diagnostic Medical Devices. All of these
measures were prepared to be in accordance with the relevant
applicable EU Directives and have integrated the amendments to
such directives introduced with Directive 2007/47/EEC. The
Ministry of Health have stated that a draft Medical Device Law is
being worked on which will combine these different regulations;
however the timeline for such a law and the degree to which it



will integrate EU developments with regard to the proposed
Medical Device Regulation are, as of yet, unknown.

As a result of these central regulatory measures being in
accordance with the relevant EU Directives, said measures
provide that devices with CE markings may be freely introduced
to market without any further obstacles being introduced. The
central Medical Device Regulation also states that medical
devices manufactured in accordance with the harmonised
standards that are published by the European Union are to be
accepted as satisfying the basic requirements for such devices
that are detailed in the regulation and its annexes. Therefore,
European medical device companies that are already
manufacturing their devices with CE markings are at an
advantage, as further steps of verification are not required to
ensure that their devices are market-ready for Turkey.

Another important aspect of the Medical Device Regulation is the
registration requirement that is imposed upon companies
engaged in the sales of medical devices in Turkey. As per the
relevant provisions of the Medical Device Regulation, medical
devices that have been placed on the Turkish market and those
responsible for placing these devices on the market must be
registered with the Turkish Ministry of Health. Furthermore, in
the situation that a foreign manufacturer wishes to place a device
on the Turkish market under their own name, an authorized
representative must be designated within Turkey, which will be
the party that undergoes registration.

This requirement for registration has now been clarified as the
obligation of companies engaged in the sales of medical devices
in Turkey to register their devices on the Turkish National
Pharmaceutical and Medical Device Database (“TITUBB").
TITUBB is a database that can be publically searched and which
is also integrated to the verification databases maintained by the
Ministry of Health, the Social Security Institution and the Public
Procurement Authority. While the registration requirement is an
important prerequisite for market entry, it should be noted that
with the establishment of TITUBB and the associated support call
centre, registration procedures and related queries have become
a more readily accessible process.

As Turkey has an extensive social healthcare system, the
workings of the reimbursement system is also of great
importance for medical device companies. Unlike the
pharmaceutical sector, where the price of each product is
determined in accordance with strictly defined steps involving
reference prices, the medical device industry is not subject to the
same stringent conditions that would necessitate the setting of
product prices by a state institution. However, the
reimbursement system does determine a maximum price for the
reimbursement rate of each category of medical device. In effect
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this determined reimbursement price, which is detailed in the
Health Budget Notification published and updated by the Social
Security Institution, sets a maximum sales price, as public
institutions are unwilling to accept higher priced offers which will
fall outside of the scope of reimbursement.

Additionally, the fact that reimbursement prices for medical
devices listed in the Health Budget Notification are listed for
product category, rather than for individual product type or
brand, can cause the reimbursement price set for a certain
category to be lower than the preferred price for foreign,
research-based medical device manufacturers. The
determination of reimbursement prices is further complicated by
the fact that reimbursement prices are not regularly updated to
reflect changes in foreign exchange rates. In this sense, a
medical device company that is granted a reimbursement price
when they first enter the market may find that, due to failure to
update the foreign exchange rate, the determined price no longer
reflects the cost of manufacture or importation.

Further requirements in terms of market access for medical
devices companies have been introduced with the Regulation on
the Sales, Promotion and Advertising of Medical Devices
(“Promotion Regulation”). As per the Promotion Regulation,
which came into effect on May 15% 2014, a general certification
requirement was introduced for companies engaged in the sales
of medical devices in Turkey.

This certification requires such companies to obtain certification
as “sales centres” from the Turkish Pharmaceutical and Medical
Device Institution ("TITCK”). While the general conditions and
the contents of the application file have been detailed within the
relevant provisions of the Promotion Regulation, the most
important of these conditions relate to mandatory key personnel
that must be employed by such sale centres. As per the
Promotion Regulation, any such sales centre must have
employed a qualified director who will be responsible for all of
the actions of the sales centre, at least one sales and promotion
personnel and, if necessary, a suitable number of clinical support
personnel.

The Promotion Regulation has determined educational
requirements for each of categories of key personnel and in order
to gain their personnel certification, they must first complete an
examination scheme that is administered on behalf of the TITCK.
This scheme is currently administered by two Turkish universities
that conduct the study modules and examination through a
distance learning scheme. However, despite the ease of access
provided by the distance learning system, it should be noted that
the modules and examination are in Turkish.



The Promotion Regulation also implements a number of rules and
principles regarding the conditions of promotion and
advertisement of medical devices. While the advertisement of
medical devices that must be exclusively administered by
healthcare professionals or which are subject to reimbursement
have been banned, the Promotion Regulation does allow for the
advertisement of medical devices that do not fall under either of
these categories. This has allowed for alternative venues of
advertisement and product awareness for medical devices that
are classified as available for advertising.

In conclusion, despite the level of regulation regarding both
entering and remaining in the Turkish market, Turkey does
present opportunities for foreign medical device companies. Due
to the acceptance of the CE markings as a substitutable standard
satisfying the technical requirements for medical devices,
Europe-based companies are at a particular advantage with
regard to placing their products on the Turkish market.
Furthermore, in light of the requirements relating to registration
and certification, some foreign companies wanting to break into
the Turkish market initially do so through agreement with a
Turkish distributor. This approach allows them to remain abroad,
with the Turkish distributor satisfying the sales centre
certification requirement and registering the medical devices on
TITUBB.
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