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Healthcare / Saglik Hukuku

COVID-19 Measures for Clinical Trials

Recent Development

On March 20, 2020, the Turkish Medicine and Medical Devices Authority ("TITCK") announced changes to
clinical trial procedures to protect volunteers and researchers against COVID-19 .The TITCK's measures
aim to reduce the workload of research centers and ensure the safety of volunteers.

What's New?

The TITCK requires sponsors to regularly conduct risk assessments, coordinate their clinical trial
organizations and make updates when necessary. In this respect, the TITCK states that sponsors must
initially evaluate whether clinical trials should be temporarily suspended or terminated early, depending on
the nature of the clinical trial.

If an event occurs that affects the safety of volunteers, sponsors or principal investigators must take the
necessary emergency safety measures to protect volunteers. Accordingly, safety measures taken against
the COVID-19 pandemic can be implemented without the Ethics Committee's approval or the TITCK's
authorization.

Sponsors or principal investigators may make changes to the monitoring activities during the clinical trials.
In this regard, monitoring activities at the research center may be postponed and/or replanned. The TITCK
also allows remote monitoring if physical monitoring at the research center unfeasible, subject to the Law
No. 6698 on Protection of Personal Data and the confidentiality principles of clinical trials.

In addition, the TITCK allows investigational products and clinical trial supplies to be stocked for a longer
period so that a sufficient amount of materials can be supplied to research centers in case of possible
scenarios such as import restrictions or quarantine. The TITCK also requires that volunteer visits to
research centers be postponed when feasible, recommending telephone calls as an alternative.

The TITCK stated that research meetings will be held online and it will not grant approval for face-to-face
trainings or meetings regarding good clinical practices and clinical trials.

The TITCK will not require physical documentation to be submitted for clinical trial applications and stated
that the applications will be made electronically.



The TITCK's announcement on COVID-19 measures regarding clinical trials is available online here (in
Turkish).

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, conduct risk assessments and follow the
TITCK's announcement in this regard.

Klinik Arastirmalarda Uygulanacak COVID-19 Tedbirleri
Yeni Geligsmeler

Tirkiye ilag ve Tibbi Cihaz Kurumu ("Kurum™), 20 Mart 2020 tarihinde yaptigi duyuruda COVID-19
pandemisi nedeniyle klinik arastirmalarda alinacak tedbirleri belirledi. Tedbirler, arastirma merkezlerinin
yukunu azaltmayi ve gonullulerin guvenligini saglamayi amacgliyor.

Ne Degisecek?

Kurum éncelikli olarak destekleyicilerin devamli olarak bir risk degerlendirmesi yapmasini, arastirma
organizasyonlarini buna gore koordine etmelerini ve glincellemeleri gerektigini belirtti. Bu kapsamda
arastirmalarin niteligi g6z 6éntinde bulundurularak gerekli hallerde arastirmanin gegici olarak durdurulmasi
veya erken sonlandiriimasinin ilk olarak degerlendiriimesi gerekiyor.

Gondillilerin guvenligini etkileyebilecek yeni bir durumun ortaya ¢cikmasi halinde, destekleyicilerin, sorumlu
arastirmacinin veya hekim ya da dis hekimi olan arastirmacilarin bu tehlikelere karsi génalltleri koruyacak
gerekli acil glvenlik tedbirlerinin alinmasi gerekiyor. COVID-19 salginina iliskin alinan guvenlik énlemleri,
Etik Kuruldan onay ve Kurum'dan izin alinmadan uygulanabilecek.

Klinik arastirma sirasindaki izleme faaliyetlerinde degisiklige gidilebilecek. Bu kapsamda merkez yerinde
izleme faaliyetlerinin ertelenebilecek ve/veya yeniden planlanabilecek. Kurum ayrica, 6698 sayil Kisisel
Verilerin Korunmasi Kanunu'na ve klinik arastirmalarda gizlilik ilkelerine tabi olmak kaydiyla, merkez
yerinde izleme faaliyetlerinin gerceklestiriimesinin mimkin olmamasi halinde uzaktan izleme faaliyeti
gerceklegtirilebilecegini belirtti.

Ek olarak, gimrik engelleri, karantina durumu gibi olasi senaryolar nedeni ile arastirmada kullanilan
drtinlerin arastirma merkezlerine yeterli sayida saglanabilmesi igin Uriin stoku normalden fazla
tutulabilecek. Alinan tedbirler kapsaminda arastirma merkezi ziyaretlerinden (gonuallu vizitleri) mimkun
olanlarin ertelenmesi, uygun durumlarda telefon viziti tercih edilmesi 6ngoraldu.

Kurum, aragtirma toplantilarinin online olarak yapilmasina izin verilecegini, yiz yuze yapilacak iyi klinik
uygulamalari ve klinik arastirmalar hakkindaki egitim veya toplantilara ise veriimeyecegini belirtti.

Kurum ayrica, yapilacak klinik arastirma bagvurularinda fiziksel evrak sunulmasina gerek duyulmayacagini
ve basvurularin elektronik olarak yapilacagini ifade etti.

Klinik arastirmalarda alinacak tedbirlere iliskin Kurum duyurusuna buradan ulasabilirsiniz.
Sonug
Kurum, COVID-19 salgininin dnlenmesine iliskin ¢calismalarini sardtrdyor. Tim destekleyici sirketler,

Kurum'un Klinik arastirmalar icin 6ngérdigu tedbirleri uygulamali, risk degerlendirmeleri yapmali ve
Kurum'un bu konudaki agiklamalarini takip etmelidir.
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