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Healthcare / Saglik Hukuku

TITCK Introduces New Measures Against COVID-19 Pandemic

Recent Development

The Turkish Pharmaceuticals and Medical Devices Authority ("TITCK") announced new measures to fight
the COVID-19 pandemic. The TITCK provided detailed explanations on measures concerning readability
tests; product certification applications; pharmaceuticals used by patients with chronic diseases; and
scientific meetings approvals.

What's New?
Readability Tests

According to the Regulation on Packaging Information, Instructions for Use and Tracking of
Pharmaceuticals, pharmaceuticals' instructions for use must be easily readable, clear and comprehensible.
Pharmaceutical companies must also carry out readability tests with patient groups and submit their results
to the TITCK.

In this regard, considering the risks arising from face-to-face readability tests during the COVID-19
outbreak, the TITCK announced that pharmaceutical companies can submit readability test results, which
are mandatory for license applications, to the TITCK prior to the sale permit application, instead of being
submitted during the initial license application. The TITCK's announcement is available online here (in
Turkish).

Applications to the Pharmaceutical Product Certification Unit

To reduce the risks arising from submitting physical documents for product certification applications to the
Pharmaceutical Product Certification Unit, the TITCK required applications for certificates subject to
payment to be made at the end of the certificate approval evaluation period, which is 10 workdays.
Accordingly, pharmaceutical companies should postpone their applications to a suitable date, taking into
account the TITCK's administrative evaluation and approval periods.

The TITCK also noted that all assessments on applications will be made electronically, and required
pharmaceutical companies to upload copies of their physical documents to the Electronic Process
Management system. The TITCK's announcement is available online here (in Turkish).


https://www.titck.gov.tr/duyuru/tum-ilac-firmalarinin-dikkatine-30032020124702
https://www.titck.gov.tr/duyuru/ilac-firmalarinin-dikkatine-31032020173316

Supply of Pharmaceuticals by Patients with Chronic Diseases

On March 16, 2020, the TITCK announced temporary measures to facilitate patients' access to
pharmaceuticals used in treating chronic illnesses. In this regard, the TITCK recently prepared a roadmap
document for patients and pharmacies regarding the supply of pharmaceuticals used with a pharmaceutical
safety inspection form and limited distribution pharmaceuticals. The TITCK's guidance document is
available online here (in Turkish).

Scientific Meeting Approvals

With respect to the postponement of organizations and events according to the Presidential Circular No.
2020/3, the TITCK announced that web-based meetings organized by license/authorization holder
pharmaceutical companies are not subject to this regulation. In this respect, pharmaceutical companies
must apply to the TITCK to organize web-based scientific meetings that they wish to organize or sponsor.
The TITCK's announcement is available here online (in Turkish).

Conclusion

The TITCK continues to take active steps to protect the public against the COVID-19 pandemic in Turkey.
All pharmaceutical companies must comply with the TITCK's instructions for regulatory approvals and
follow the TITCK's announcements in this regard.

Please refer to https://www.esin.av.tr/coronavirus-desk/ for our client alerts regarding the legal
consequences of COVID-19 on other areas.

TITCK'dan COVID-19 ile Miicadeleye iliskin Yeni Tedbirler

Yeni Geligsmeler

Tirkiye ilag ve Tibbi Cihaz Kurumu ("Kurum"), COVID-19 ile miicadele kapsaminda alinan yeni tedbirleri
duyurdu. Kurum, okunabilirlik testleri, Grtin sertifikalandirma basvurulari, kronik hastalar tarafindan
kullanilan ilaglar ve bilimsel toplanti izinlerine iligkin agiklamalarda bulundu.

Ne Degisecek?
Okunabilirlik Testleri

Beseri Tibbi Urlinlerin Ambalaj Bilgileri, Kullanma Talimati ve Takibi Yénetmeligi uyarinca, beseri tibbi
drtnlerin kullanma talimatlarinin kolaylikla okunabilir, agik¢a anlasilabilir olmasi ve bu kapsamda hedef
hasta gruplariyla Okunabilirlik Testinin sonuglarinin Kurum'a sunulmasi gerekmektedir.

Kurum, okunabilirlik testlerinin ylz ylze gerceklestiriimesi esnasinda olusabilecek riskleri g6z dninde
bulundurarak ruhsatlandirma iglemlerinin tamamlanmasi i¢in sunulmasi zorunlu olan okunabilirlik
testlerinin, satis izni bagvurusundan énce de sunulabilecegini duyurdu. Kurum'un ilgili duyurusuna buradan
ulasabilirsiniz.

Farmasétik Uriin Sertifikalandirma Birimine Yapilan Bagvurular
Kurum, Farmasétik Uriin Sertifikalandirma Birimine yapilan bagvurularin fiziksel evrak gerektirmesi ve

belge Ucretli olmasi nedeniyle, sertifika onay suresi olan 10 is gununin g6z énunde bulundurularak bu sire
sonunda 6deme yapilmasi gereken belgeler igin basvuru yapilmasi gerektigini duyurdu. Bu kapsamda ilgili


https://titck.gov.tr/storage/Archive/2020/announcement/Risklerinedeniyletakipprogramndaolanilalarsonimzal_dd524d69-6b27-43c4-abbf-558dd8194991.pdf
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birime yapilan bagvurularin, degerlendirme ve onay siresi hesaplanarak 6deme yapilacak tarihe
ertelenmesi gerekecek.

Kurum ayrica incelemelerini elektronik olarak gergeklestirilecegini, bu sebeple basvurularda fiziksel olarak
gonderilen sertifikalarin érneklerinin Elektronik Stire¢ Yonetim sistemine ylklenmesi gerektigini duyurdu.
Duyuruya buradan ulasabilirsiniz.

Kronik Hastalar Tarafindan Kullanilan llaglarin Temini

Kurum, 16 Mart 2020 tarihli duyurusunda COVID-19 sirecinde hastalarin kronik olarak kullandiklari
ilaclarina erisimlerine kolaylastirmak icin gegici tedbirler almisti. Bu dogrultuda Kurum, gectigimiz gtinlerde
yaptigi duyuruda, riskleri nedeniyle takip edilen ilag givenlik izlem formu ile kullanilan ilaglar ve kisith
dagitimda olan ilaglarin temini icin hastalarin ve eczanelerin ne sekilde hareket etmesi gerektigine dair bir
yol haritasi hazirladi. Kurum'un hazirladidi belgeye buradan ulagabilirsiniz.

Bilimsel Toplanti izinleri

Kurum, 2020/3 sayili Cumhurbagkanligi Genelgesi ile ertelenen organizasyon ve etkinliklere iliskin olarak
ruhsat/izin sahibi ilac firmalari tarafindan diizenlenen web tabanli toplantilarin bu kapsamda
degerlendiriimeyecegini duyurdu. Bu kapsamda, ilag firmalari tarafindan dizenlenecek veya destek
verilecek web tabanli toplantilar icin Kurum'a bagvuru yapilmasi gerekmektedir. Kurum'un ilgili yazisina
buradan ulagabilirsiniz.

Sonug
Kurum, COVID-19 salgininin énlenmesine iligskin ¢alismalarini strdiriyor. Tum ilag firmalari, Kurum'un
basvuru sureglerine iliskin yénlendirmelerine uygun hareket etmeli, Kurum'un bu konudaki duyuru ve

aciklamalarini takip etmelidir.

COVID-19’un hukuki etkilerine yonelik mevzuat biiltenlerimiz ve diger
biltenlerimize https://www.esin.av.tr/tr/coronavirus-desk/ adresinden ulasabilirsiniz.
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