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TITCK Updates FAQ and COVID-19 Measures Documents for Clinical Trials

Recent Development

On July 25, 2020, the Turkish Medicine and Medical Devices Authority ("TITCK") updated its Frequently
Asked Questions (FAQ) document and COVID-19 measures document regarding clinical trials. The
TITCK's relevant announcements and updated documents are available online here (in Turkish).

What's New?
The TITCK updated the application procedures for clinical trial meetings held online during the pandemic:

e The 30-day period for meeting applications filed with the TITCK will now be five business days. In
other words, applicants must file their meeting applications to the TITCK within five business days
before the meeting date.

e The applicants will be able to file meeting applications with the TITCK for clinical trials that are not
officially approved by the Ethics Committee or the TITCK. However, for these applications, the
applicants must submit a copy of the cover letter relating to the initial application to the Ethics
Committee.

In addition, the TITCK noted that it will apply expedited assessment procedures for clinical trial applications
relating to COVID-19.

As per the updates to the FAQ documents, the TITCK provided additional explanations for on-premise
monitoring activities, applications through the clinical trial module and COVID-19 PCR tests performed
during the clinical trials.

Conclusion

The TITCK continues to take active steps to protect the public against the COVID-19 pandemic in Turkey.
All sponsor companies must implement the TITCK's measures, integrate them to their processes and
conduct risk assessments.

Please refer to The Esin Attorney Partnership Coronavirus Helpdesk for our client alerts regarding the
legal consequences of COVID-19 on other areas.
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Klinik Arastirmalara iliskin COVID-19 Tedbirleri Dokiimani ve Sikga Sorulan Sorular
Dokumani Guncellendi

Yeni Geligmeler

Turkiye ilag ve Tibbi Cihaz Kurumu ("Kurum®), 25 Temmuz 2020 tarihinde yaptigi duyuruda COVID-19
pandemisi nedeniyle klinik arastirmalarda alinacak tedbirler hakkinda Sik¢a Sorulan Sorular ("SSS")
dokimanini ve COVID-19 Pandemisi Nedeniyle Klinik Arastirmalarda Alinacak Tedbirler dokiimanini
("Tedbirler Dokiimani") glincelledigini duyurdu. Kurum'un duyurusuna ve guncel dokimanlara buradan
ulasabilirsiniz.

Ne Degisecek?

Kurum, Tedbirler Dokimani'nda yaptigi degisiklikler kapsaminda, pandemi suresince online
gerceklestirilecek toplantilara iliskin basvuru prosedurlerini glincelledi. Bu kapsamda:

o Kurum'a yapilacak toplanti bagvurulari igin dngérilen 30 glnlik sure 5 is ginid olarak
uygulanacaktir. Bir baska deyisle, Kurum'a yapilacak toplanti basvurularinin toplanti tarihinden en
az bes is gunu 6ncesinde yapilmasi gerekmektedir.

o Etik Kurul onayl veya Kurum izni olmayan arastirmalar i¢in de arastirmaci toplantisi bagvurusu
yapllabilecektir. Ancak bu arastirmalara ait toplanti bagvurularinda etik kurula yapilan ilk bagsvuruya
ait Ust yazi érneginin sunulmasi gerekmektedir.

Ek olarak Kurum, kendisine yapilan COVID-19 arastirmalarina ait basvurular icin hizlandiriimis
deg@erlendirme prosedurd uygulanacagini belirtti.

Kurum, SSS dokimaninda yaptigi giincellemeler dogrultusunda yerinde izleme faaliyetleri, klinik arastirma
modulu Uzerinden yapilan basvurular ve klinik arastirmalar dahilinde yapilacak COVID-19 PCR testleri
hakkinda ilave agiklamalarda bulundu.

Sonug¢

Kurum, COVID-19 salgininin dnlenmesine iligkin calismalarini surdtriyor. Tum destekleyici sirketler,
Kurum'un Klinik arastirmalar icin 6ngordugu tedbirleri uygulamali, risk degerlendirmeleri yapmali ve bunlari
sureclerine dahil etmelidir.

COVID-19’un hukuki etkilerine yonelik mevzuat biiltenlerimiz ve diger biiltenlerimize Esin Avukatlik
Ortakhgi Koronaviriis Masasi adresinden ulasabilirsiniz.
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