KLINIK ARASTIRMA MERKEZLERI ILE BELIRLI BIR ARASTIRMA
KONUSU ICIN YAPILACAK SOZLESMELER DUZENLENIRKEN
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DIKKAT EDILMESI GEREKEN HUSUSLAR

Taraflar: Sézlesmenin taraflari kismina, sponsor ve sorumlu aragtirmaci ile
birlikte ......ccceuvennnnen. Universitesi Rektorliigi'nd temsilen Klinik Arastirmalar
Mikemmeliyet Uygulama ve Arastirma Merkezi'nin yazilmasi,

Gizli Bilgiler: Her iki tarafca gerek calismayi yapan personelin ve gerekse
calismaya katilan gondilliilerin kisisel bilgilerinin gizliliginin korunmasinin taahhiit
altina alinmasi, aksi takdirde cezai sorumluluklarinin bulundugunun belirtilmesi,

Fikri MUlkiyet Hakki Kavrami: Calisma esnasinda calisma ile ilgili olmayan ve fikri
hak kavrami igine girecek yeni bir kesif yapiimasi durumunda ortak fikri mulkiyet
hakki olusacaginin belirlenmesi,

Hakli Sebeple Fesih Hakki: Calismaya iligkin sézlesmenin taraflardan birinin hakl
bir sebebine dayanilarak feshedilmesi durumunda, hakli olan tarafin haksiz olan
tarafa gekecegi bir ihtarname ile belirlenen giin icinde durumun giderilmesinin
istenilmesi, giderilmemesi durumunda fesih edileceginin bildirilmesi,

Tek Tarafli Fesih: Hakl fesih halleri disinda, bir tarafa hakli bir sebep olsa dahi
fesih hakki verilmesi mimkiin olmayip, hakli bir sebep olmadan fesih hakki
sozlesmeye konulacaksa her iki taraf icinde diizenlenmesi gerektigi,

Fesih Sonucu Olusacak Zararlar:

e Hakli fesih durumunda hakli olan taraf zararlarinin tazminini talep edebilir
veya cezai sart belirlenebilecegdi, ancak fesih tarihine kadar olusacak
karsilikli kazanimlarin korunmasi gerektigi,

o Tek tarafli fesih durumunda, fesih tarihine kadar karsilikl edimlerin yerine
getirilmesi gerekir, ancak zararlarin tazmini veya cezai sart talep
edilemeyecedi,

V< o | Universitesi’nin kamu kurumu olmasi nedeniyle, her tiirlii
vergi, resim, harg vb. ddemelerinden muaf oldugundan, bu 6demelerin kuruma
yuklenilmemesi,

Hak ve Yukumliliklerin Devri: Calismaya iliskin hak ve yikimlaliklerin Gglinct
kisilere devri hiikiim altina alinacaksa, her iki taraf icin de, karsi tarafin onayinin
gerektigi hususunun diizenlenmesi,

Hukuk Sistemi: Calismaya iliskin yapilan stézlesmelerin higbir yerinde yabanci
hukuk sistemlerine atif yapilmamasi, galismanin Turkiye'de yapiliyor olmasi
nedeniyle, Tirk Hukuk Sistemi'nin gecerli olacaginin kabuld,



10-Cezai Sart: Calismaya iliskin yapilan sdzlesmelerde hicbir sekilde bir tarafa cezai
sart yiklenmemesi gerekmekte olup, s6zlesmenin devamini engelleyen hangi
taraf olursa olsun karsiliklilik esasi nazara alinarak, cezai sart belirlenmesi,

11-Yargl Cevresi: ....cccvverreennnn. Universitesi Rektérligii'niin bagh bulundudu yargi
GEVIESI  wrvvrerrirennrenns Adliyeleri oldugundan, sozlesmelere bu hususun
eklenmesi,

12-Kurum’un sadece calismanin Kurum’da yapilmasina onay verdigi nazara
alinarak; calismanin yapilmasi hususunda sorumlu arastirmaciya veya lgunci
sahislara yonelik zorlayici bir etkisinin olmadiginin ve sorumlu arastirmaci veya
Uclinci  kisilerin  haksiz fiillerinin  sorumlulugunu almasinin -~ mimkiin
bulunmadiginin kabulliniin gerektigi,

13-Sdézlesmede calisma alanina izleme ziyaretleri yapilmasi hiikiim altina alinmig
ise, sorumlu arastirmaci veya Kurum ile mutabakata varilarak ziyaret tarihlerinin
belirleneceginin hiikiim altina alinmasi,

14-S6zlesmenin imzalanmasi ile sponsor Kurum’un donaniminin bu calismayi
yapmaya vyeterli oldugunu kabul etmis sayilmasi sebebiyle, sonradan
donaniminin yeterli olmadigini ileri stiremeyecedi ve bu konuda stzlesmede
hiikiim tesis edemeyecedi,

15-Sdzlesmelerin aslinin yabanci dilde olmasi durumunda, geviriden kaynaklanan
anlam kaymalarinin éniine gegilebilmesi icin, gevirisinin hukukgular tarafindan
yapilmasi gerektiginin,

16-Sdzlesmelerin asil ve en az (g suret olarak hazirlanmasi,

17-S6zlesmeyi imzalayan sponsor temsilcinin temsil ve imza yetkisine haiz olduguna
dair belgenin sézlesmenin ekine eklenmesi gerektigi,

Hususlarina dikkat edilmesi gerekmektedir.



KLINIK ARASTIRMA MERKEZLERI ILE BELIRLI BIR _
ARASTIRMA KONUSU ICIN YAPILACAK SOZLESME TASLAGI

................................ (Institution) R———— ( (TR ELIL )Y

................................ (Principal Investigator) s (SOFUMIU Arastirmact)
This Clinical Trial Agreement (“Agreement”) and
effective as of the date of execution by the last

Bu Klinik Calisma Sozlesmesi (“Sozlesme™) asadiy
imzalayacak olan son tarafca imzalanan tarih itibari
ile gegerlidir (“Yurarlik Tarihi.................. "

................. " or “Main Sponsor”), with veceesnennennnn. . ya da “Ana Destekleyici”), tescilli ofisi
registered offices located at surada bulunmaktadir:
....................................... Company (” e 9dN. VE TiC.
................. " or “Sponsor”), with registered Ltd. Sti. (" ................" ya da “Destekleyici”),
offices located at tescilli ofisi surada bulunmaktadir:
............................................. , Turkey PP PPTPTPPPPTRRPPPRR I § | ¢ ()%=
and ve
............... UNIVErSILY, vovvveeeieecereeeirenns SO § [ 11 V7= 1 =Y P
............................................... ("Institution™) | .eeeceviiiiiieiiiins v (CKurum”) tescilli
with registered offices located at ofisi surada bulunmaktadir:
............................................. , Turkey PR 6| o (1
and ve

. Prof. Dr. ..ccccovrmnimmsmnmssnnnnsnnsns ("Sorumlu
s T ) i Universites;,

................... Fakiiltesi, ..ccesrrassrassnassnannnnns

Faculty, Department of ................ Anabilim Dali

Code of the Clinical Trial:

Klinik Arastirma Kodu: ........ccceeviiiiiiiieennneceennnn,

Study Product: ......coeeeeeeeevireeseeeeseeeans Calisma Urlink: ....coceeeeeveeeeieeeseeeeeens

Protocol: A Phase 2b/3, Randomized, Double- | Protokol: ........ccoovevier cevvvivvsinrenireeneeens

blind, Placebo-controlled, Parallel-group, | .o e Icin Randomize, Cift
Multicenter Protocol to Evaluate .................. Kor, Plasebo Kontrollli, Paralel Gruplu, Cok Merkezli
............................................................... Faz 2b/3 Calismasi

EUdraCT number: ....... TP S EUdraCT numarasi: ...... e -

Study Site: .....couunneee. University- ........ceu.... , Calisma Merkezi: ............. Universitesi, ........eeue..
............... Medical Faculty, Department of Tip Fakiltesi, ..........c.ceeveeeen...... Hastanesi,
..................................... Anabilim Dali

Whereas, Sponsor has requested ............... , an | Buna gore, Destekleyici, Destekleyici’ nin bir bagli
affiliate of the Sponsor, to provide certain kurulusu olan ................. , Turkiye'de Klinik
oversight services in relation to the Clinical Trial | Calismanin denetlenmesi, izlenmesi ve ydnetilmesi
on behalf of the Sponsor, including, but no de dahil ve fakat bunlarla sinirli olmaksizin,

limited to, the supervising, monitoring and Destekleyici adina Klinik Calisma ile iliskili olarak,
managing the Clinical Trial in Turkey, including | kurumlar ve arastirma personeli ile klinik galisma
but not limited, to negotiate and sign the sozlesmelerinin miizakere edilmesi, imzalanmasi,
clinical trial agreements with institutions and kurumlar ve aragtirma personeline ilgili édemelerin
investigational staff and perform relevant gergeklestiriimesi de dahil ve fakat bunlarla sinir
payments to institutions and investigational olmaksizin bazi gozetim hizmetleri temin etmesini

staff. talep etmistir.



Whereas, Sponsor has requested Institution
and its employees, including Principal
Investigator, to conduct the Clinical Trial
involving the Study Product according to the
Protocol (including subsequent Protocol
amendments) and the Exhibits, which form an
integral part hereof; Sponsor is hereby acting
as Main Sponsor's authorized representative;
and

Whereas, Institution is equipped and
authorized to undertake the Clinical Trial and
the Principal Investigator declares he/she has
the required specialty and expertise. Institution
and Principal Investigator have agreed to
perform the Clinical Trial on the terms and
conditions hereinafter set forth; and
Whereas, the purpose and reason of this
Agreement is to identify the roles and
responsibilities of the parties, to clearly mention
and accept the general principles and rules
governing the conduct of clinical studies in
accordance with the Turkish Regulation on
Clinical Trials of Pharmaceuticals and Biological
Products and other relevant legal and
administrative regulations.

Now, therefore, in consideration of the
premises and the mutual promises and
covenants expressed herein, the parties agree
as follows:

1. Performance of the Clinical Trial

1.1 The parties agree that the Protocol,
including any subsequent Protocol
amendments, incorporated by reference as
Exhibit A, if not attached hereto but known to
all parties, and the Exhibits form an integral
part of this Agreement.

1.2 Principal Investigator agree to use their
best efforts and professional expertise to
perform the Clinical Trial in accordance with the
Protocol, all applicable legal and regulatory
requirements, the identified timelines and the
terms and conditions of this Agreement.
Principal Investigator may not start the Clinical
Trial without prior approval of the Turkish
Ministry of Health and the ethics committee,
notifications and further legally required
permits and approvals.

1.3 Institution has appointed Prof. Dr.

an employee of
Institution, as Principal Investigator. Institution
shall warrant, and is responsible for,
compliance by Principal Investigator with the
terms and conditions of this Agreement.

Bu kapsamda, Destekleyici, Kurum'dan ve
Sorumlu Arastirmaci da dahil olmak Gzere Kurum
calisanlarindan, bu S6zlesme’nin ayrilmaz bir
pargasli olan Protokol (daha sonraki Protokol
dedisiklikleri dahil) ve Ekler dogrultusunda, Galisma
Uriinii'ne yonelik Klinik Arastirma’yi
gergeklestirmelerini talep etmistir ve Destekleyici,
Ana Destekleyicinin yetkili temsilcisi olarak hareket
etmektedir;

Burada, Kurum bu Klinik Calismayi
gergeklestirmeyi Ustlenmek igin donanima ve
yetkiye sahiptir ve Sorumlu Arastirmaci gerekli
uzmanhdga ve ehliyete sahip oldugunu beyan
etmektedir. Kurum ve Sorumlu Aragtirmaci, Klinik
Calismayi asadida belirtilen hiikiimlere ve kosullara
gore gergeklestirmeyi kabul etmistir ve

Burada, bu S6zlesmenin amaci ve nedeni
taraflarin gorevlerinin ve sorumluluklarinin
belirlenmesi, Tiirkiye Ilac ve Biyolojik Uriinlerin
Klinik Arastirmalari Hakkinda Yonetmelige ve diger
ilgili hukuki ve idari diizenlemelere uygun sekilde
klinik calismalar yiritiilmesini diizenleyen genel
ilkelerin ve kurallarin acgikca belirtiimesi ve kabul
edilmesidir.

Bu nedenle, bu belgede ifade edilen ana
hikimler ve karsilikli sdzler ve taahhiitler dikkate
alinarak taraflar asadidaki sekilde anlasmaya
varmistir:

1. Klinik Calismanin Yerine Getirilmesi

1.1 Taraflar buraya referans yolu ile Ek A olarak
dahil edilen veya buraya eklenmemis olan ama tiim
Taraflarca bilinen miiteakip Protokol degisiklikleri
ve Ekler dahil olmak Uzere, Protokoliin bu
S6zlesmenin ayriimaz bir pargasi oldugunu kabul
etmektedir.

1.2 Sorumlu Arastirmaci Klinik Galismayi Protokole,
tim gegerli hukuki ve idari gereklere, belirlenmis
zaman cizelgelerine ve bu Sézlesmenin
hiikiimlerine ve kosullarina uygun sekilde
gergeklestirmek icin her cabay gbstereceklerini ve
mesleki uzmanligi uygulayacaklarini kabul
etmektedir. Sorumlu Arastirmaci 6nce Tirkiye
Cumhuriyeti Sadlik Bakanhginin ve etik kurulun
onaylar, bildirimler ve yasal olarak gerekli izin ve
diger onaylar olmaksizin Klinik Calismayi
baglatamaz.

1.3 Kurum, Kurumun bir calisani olan Prof.
Sorumlu Arastirmaci olarak
atamistir. Kurum bu Sézlesmenin hikimlerine ve
kosullarina Sorumlu Arastirmaci tarafindan
uyulmasini garanti edecektir ve bundan
sorumludur.




Principal Investigator is responsible for the
performance of the Clinical Trial and is liable of
providing performance of duties of the Principal
Investigator determined in the relevant
legislation and as set forth in this Agreement.
In the event that the Principal Investigator
becomes no longer affiliated with Institution,
Institution shall provide written notice to
Sponsor as soon as possible and at the latest
within seven (7) calendar days of such
departure. Sponsor shall have the right to
approve any new Principal Investigator
designated by Institution. The new Principal
Investigator shall be required to agree to and
undertake the terms and conditions of this
Agreement. In the event Sponsor does not
approve such new Principal Investigator,
Sponsor may terminate this Agreement in
accordance with Section 2.2 below and
Institution shall take all necessary steps to
accommodate Sponsor’s decision.

1.4 Institution and Principal Investigator may
appoint such other individuals and/or
investigational staff as they may deem
appropriate as co-investigator or investigational
staff to assist in the conduct of the Clinical
Trial. All co-investigators and investigational
staff will be adequately qualified, timely
appointed and an updated list will be
maintained. Principal Investigator shall be
responsible for leading such team of co-
investigators and investigational staff, who in
all respects shall be bound in writing to the
same terms and conditions as the Principal
Investigator under this Agreement. Institution
and Principal Investigator are responsible for
the services performed by such staff and
undertake in particular to have the services
executed by competent persons. In the event
that Institution and/or Principal Investigator
uses the services of others to conduct the
Clinical Trial pursuant to this Agreement,
Institution and Principal Investigator shall be
responsible for ensuring that all are
appropriately licensed and credentialed and in
compliance with the terms of this Agreement.
Institution and Principal Investigator shall be
liable for any breach of this Agreement by such
individuals.

Institution and Principal Investigator , provided
that it does not negatively impact the activities
of Institution, shall ensure that designated staff
attend all trainings conducted by Sponsor or its
designee in the proper performance of the
Protocol, safety and reporting requirements,
and any other applicable guidelines relevant to
the Clinical Trial and performance of the
Protocol.

Sorumlu Arastirmaci, Klinik Calismanin
yapilmasindan ve Sorumlu Arastirmacinin ilgili
mevzuatta belirlenmis ve bu Sozlesmede belirtilmis
olan gorevlerinin yerine getirilmesini saglamaktan
yukimlidir. Sorumlu Arastirmacinin Kurum ile
ilisiginin kesilmesi durumunda Kurum olanakli olan
en kisa sirede ve sz konusu iligkinin
kesilmesinden itibaren en geg yedi (7) takvim giini
icinde Destekleyici'ye yazili bildirimde bulunacaktir.
Destekleyici Kurum tarafindan atanan herhangi bir
yeni Sorumlu Arastirmaciyl onaylama hakkina sahip
olacaktir. Yeni Sorumlu Arastirmacinin bu
Sézlesmenin hiikiimlerini ve kosullarini kabul ve
taahhiit etmesi gerekecektir. Destekleyici'nin s6z
konusu yeni Sorumlu Arastirmaciyl onaylamamasi
durumunda Destekleyici asagida belirtilen Bolim
2.2'ye uygun sekilde bu Sézlesmeyi feshedebilir ve
Kurum Destekleyici’ nin kararinin yerine getirilmesi
icin gerekli olan tim adimlan atacaktir.

1.4 Kurum ve Sorumlu Arastirmaci, Klinik
Calismanin yaritidlmesine yardimci olmalari igin
uygun gordiikleri bagka bireyleri ve/veya arastirma
personelini misterek arastirmaci veya arastirma
personeli olarak atayabilir. TUm misterek
arastirmacilar ve arastirma personeli gerekli
ehliyete sahip olacak, zamanli bir sekilde atanacak
ve glincellenmis bir liste tutulacaktir. Sorumliu
Arastirmaci bu Sézlesme altinda Sorumlu
Arastirmaci ile ayni hikkiimler ve kosullar ile her
bakimdan yazili sekilde bagh olacak olan sz
konusu yardimal arastirmacilar ve arastirma
personeli ekibine liderlik etmekten sorumlu
olacaktir. Kurum ve Sorumlu Arastirmaci, bu
personelin yerine getirdigi hizmetlerden sorumludur
ve Ozellikle hizmetlerin ehliyetli kisilerce yapilmasini
saglamakla ylkimlddar. Kurumun ve/veya
Sorumlu Arastirmacinin Klinik Calismayi bu
Sozlesme uyarinca ylritmek icin baskalarinin
hizmetlerini kullanmasi durumunda Kurum ve
Sorumlu Arastirmaci bunlarin timdndn geregi gibi
ruhsata ve yeterlilik belgesine sahip olmasini ve bu
Sodzlesmenin hikimlerine uygun olmasini
saglamaktan sorumlu olacaktir. Kurum ve Sorumlu
Arastirmaci bu S6zlesmenin s6z konusu bireyler
tarafindan herhangi bir sekilde ihlal edilmesinden
sorumlu olacaktir.

Kurum ve Sorumlu Aragtirmaci Kurum'un igleyisini
aksatmamak kaydiyla; Protokoliin, giivenlik ve
rapor etme gereklerinin ve Klinik Calisma ve
Protokoliin yerine getirilmesi ile ilgili sekilde gegerli
olabilecek diger tiim temel kurallarin dogru sekilde
yerine getirilmesi hakkinda Destekleyici veya vekili
tarafindan ydritilen tim egitimlere belirlenmis
personelin katilmasini saglayacaktir.




The Principal Investigator conducting a blinded
study agrees to maintain the blinding of the
Study Product. The Principal Investigator
understands that the randomization codes will
be released upon completion of the Clinical
Trial and finalization of the database by
Sponsor. For multi-center studies, data from all
centers are required before the Clinical Trial is
considered complete. Should a medical
emergency occur requiring the Principal
Investigator to break the code for a specific
Trial Subject (as defined under Section 2.2
below), the Principal Investigator agrees to
notify Sponsor immediately.

1.5 For the performance of the Clinical Trial,
Sponsor or its designee shall provide the Study
Product, all Clinical Trial related documents
(such as case report forms). Neither Institution
nor Principal Investigator shall make any use of
Study Product and Clinical Trial related
documents, materials and equipment other
than for the performance of the Clinical Trial in
strict accordance with the Protocol and this
Agreement.

1.6 Additional Research: Principal Investigator
shall not conduct any research nor facilitate
third parties to conduct any research not
required by the Protocol on: (i) Trial Subjects
during the Clinical Trial (including any
additional research technique, procedure,
questionnaire or observation), or (ii) biological
samples collected from Trial Subjects during
the Clinical Trial, or (iii) the data derived from
the Clinical Trial, each of (i), (ii), and (iii)
without the prior written consent of Sponsor.
Hereinafter, the research described in the
previous sentence shall be referred to as
“Additional Research”.

No Additional Research can be conducted on a
Trial Subject unless the approval of the Turkish
Ministry of Health is obtained.

Korlestirilmis bir galigma yiiriten Sorumlu
Arastirmaci Calisma Uriiniiniin kérlestirilmesini
muhafaza etmeyi kabul etmektedir. Sorumlu
Arastirmaci, randomizasyon kodlarinin Klinik
Galisma tamamlandiktan ve veri tabani Destekleyici
tarafindan neticelendirildikten sonra serbest
birakilacagini anlamaktadir. Cok merkezli
galismalarda, Klinik Galismanin tamamlanmis kabul
edilmesi icin tim merkezlerden verilerin temin
edilmis olmasi gerekir. Sorumlu Arastirmacinin
belirli bir Calisma Goniilliisi (asadida Bolim 2.2'de
tanimlandigi gibi) igin kodu kirmasini gerektiren acil
bir tibbi durum ortaya ¢ikmasi durumunda Sorumlu
Arastirmaci derhal Destekleyici’ ye haber vermeyi
kabul etmektedir.

1.5 Klinik Calismanin gergeklestirilmesi igin,
Destekleyici veya vekili Calisma Uriiniinii, Klinik
Calisma ile ilgili tiim belgeleri (olgu rapor formlari
gibi) temin edecektir. Ne Kurum ne de Sorumlu
Arastirmaci Calisma Uriinii ve bu Klinik Calisma ile
ilgili belgeleri, malzemeyi ve ekipmani Klinik
Calismanin Protokole ve bu S6zlesmeye kesin
sekilde uygun olarak gerceklestiriimesi amaci
disinda higbir sekilde kullanmayacaktir.

1.6 Ek Arastirma: Sorumlu Arastirmaci sunlar
tzerinde Protokoliin gerektirmedigi hic bir
arastirma gergeklestirmeyecek veya tglnci
taraflarin gergeklestirmesine olanak
saglamayacaktir: (i) Klinik Calisma sirasinda
Galisma Gondllileri (herhangi bir ek arastirma
teknigdi, prosedir, anket veya gozlem dahil) veya
(i) Klinik Calisma sirasinda Calisma Gondilliilerinden
toplanan biyolojik drnekler veya (iii) Klinik
Calismadan tiretilen veriler; Destekleyici’ nin
onceden yazili onayi olmaksizin (i), (i) ve (ii)
maddelerinin her biri. Bundan sonra, dnceki
climlede tarif edilen arastirma “Ek Arastirma”
olarak anilacaktir.

Tirkiye Cumhuriyeti Saglik Bakanliginin onayi
alinmadigi siirece bir Calisma Gonlilllisi lizerinde
Ek Arastirma yapilamaz.




In any case where the Turkish Ministry of
Health and Sponsor give such approval, the
approved Additional Research shall be
considered either an amendment to the original
Protocol or shall be the subject of another
written agreement between Sponsor, Institution
and Principal Investigator. Institution and
Principal Investigator shall conduct all
Additional Research in compliance with all
applicable regulations, including requirements
for obtaining appropriate EC approval and Trial
Subject informed consent. Without limiting any
other remedy available by law to Sponsor, if
Institution and/or Principal Investigator conduct
Additional Research in breach of this Section,
and such Additional Research results in an
Invention (as defined in Section 8 below),
Institution and Principal Investigator (as
applicable) hereby grant to Sponsor or its
designee an irrevocable, worldwide, paid up,
royalty-free, exclusive license, with right of sub-
license, to make, have made, use, have used,
sell, have sold and import any such Invention
that results from such Additional Research. This
Section shall survive termination or expiration
of this Agreement.

1.7 If the Principal Investigator desires to
appoint a qualified person as a Study Site
coordinator (“Site Coordinator”) from a contract
research organization, such appointment shall
be performed in accordance with the relevant
legislation including the guidelines and
instructions published by the Turkish Ministry of
Health and will be calculated and financed by
the Sponsor from the Clinical Trial budget in
the scope of the tasks and responsibilities
outlined in the guideline. Site Coordinator shall
fulfil the duties permitted in the relevant
legislation and shall allow audit for fulfilment of
site organizational management services in
accordance with such legislation, in accordance
with the scientific principles and good clinical
practices, and under the responsibility and
supervision of the Principal Investigator. The
services provided by the Site Coordinator shall
be documented in a separate agreement
between the Sponsor and the contract research
organization. Such agreement will include
details of any compensation provided for Site
Coordinator services.

2. Term and Termination

2.1 The term of this Agreement shall begin on
the Effective Date and continue until the
activities set forth in the Protocol are completed
the parties estimate that the Clinical Trial will
end .... (..) months following final database
lock, unless sooner terminated in accordance

Turkiye Saglik Bakanhginin ve Destekleyici’ nin
béyle bir onay vermesi durumunda onaylanmis Ek
Arastirma ya orijinal Protokolde bir degisiklik olarak
kabul edilecek veya Destekleyici, Kurum ve
Sorumlu Arastirmaci arasinda baska bir yazil
sozlesmenin konusu olacaktir. Kurum ve Sorumlu
Arastirmaci tim Ek Arastirmalari, gerekli Etik Kurul
onay! ve Galisma Gonlillisu bilgilendirilmis onayi
alma gerekleri dahil olmak lizere yirrlikteki tim
dizenlemelere uygun sekilde yiirlitecektir. Yasanin
Destekleyici’ ye sagladi§i dider hig bir ¢6zimdi
sinirlandirmaksizin, Kurum ve/veya Sorumlu
Arastirmacinin bu Bélimdeki kurallari ihlal ederek
Ek Arastirma ylriitmesi ve bu tir bir Ek
Arastirmanin bulus ile sonuglanmasi durumunda
(Asadida Bolim 8'de belirtildigi sekilde) Kurum ve
Sorumlu Arastirmaci (gecerli olan sekilde) bu belge
ile Destekleyici’ ye veya vekiline s6z konusu Ek
Arastirmadan elde edilen herhangi bir bulusu
gerceklestirmek, gerceklestiriimesini saglamak,
kullanmak, kullanilmasini saglamak, satmak,
satiimasini saglamak ve ithal etmek igin alt-lisans
hakki ile birlikte geri alinamaz, tiim diinyada
gecerli, 6denmis, imtiyazsiz, miinhasir bir lisans
verir. Bu B6lim bu S6zlesmenin feshedilmesinden
veya sona ermesinden sonra da gegcerli olacaktir.

1.7 Sorumlu Arastirmaci s6zlesmeli bir arastirma
kurulusundan ehliyetli bir kisiyi Calisma Merkezi
Koordinatori (“Calisma Koordinatérii”) olarak
atamak istedigi takdirde bu atama Turkiye
Cumbhuriyeti Saglik Bakanlidinin yayinladigi temel
kurallar ve talimatlar dahil olmak Gzere ilgili
mevzuata uygun sekilde yapilacak ve Destekleyici
tarafindan kilavuzda belirtilen gérevler ve
sorumluluklar gergevesinde hesaplanacak ve Klinik
Calisma biitcesinden finanse edilecektir. Calisma
Koordinatori bilimsel ilkelere ve iyi klinik
uygulamalara uygun sekilde Sorumlu
Arastirmacinin sorumlulugu ve gozetimi altinda ilgili
mevzuatta izin verilen goérevleri yerine getirecek ve
s6z konusu mevzuata uygun sekilde merkezin
kurumsal ydnetim hizmetlerinin yerine getirilmesi
hakkinda denetleme yapilmasina izin verecektir.
Calisma Koordinatori tarafindan verilen hizmetler
Destekleyici ve sézlesmeli arastirma kurulusu
arasinda ayr bir sdzlesmede belgelendirilecektir.
S6z konusu sdzlesme, Calisma Koordinatérinin
hizmetleri igin verilen tim Ucretlerin ayrintilarini
icerecektir.

2. Siire ve Fesih

2.1 Bu Sozlesmenin stresi Yirlrllk Tarihinde
baglayacak ve Klinik Calisma Protokol'de belirlenen
islemler tamamlanincaya kadar devam edecektir.
Taraflar Klinik Calismanin burada belirtilen
kosullara gore daha énce feshedilmedidi takdirde
son veri tabani kilitlenmesinden .... (..) ay sonra




with the terms hereof. The parties agree that
the term may be amended by mutual
agreement of the parties.

2.2 The Clinical Trial Agreement may be
terminated by either party if any of the
following circumstances occurs:

(i) breach of contract, including failure to
comply with the Protocol and applicable laws
and regulations; (if not cured within 15 days
following the written notification of one party to
the other)

(i) receipt of safety information that r requires
or confirms the need to terminate or

(iii) if no Trial Subjects have been recruited at
the Study Site within .... (..) months following
the Clinical Trial initiation at the Study Site.

(iv) if the parent company of the Sponsor
decides globally to terminate, cease the Clinical
Trial, or to close certain sites, cease of subject
recruitment

(v) in case the Institution becomes incapable of
fulfilling necessary conditions to carry out the
Clinical Trial (if not rectified within 15 days
following the written notification of Sponsor to
Institution).

Notwithstanding the above, Sponsor may
immediately terminate the Clinical Trial if, such
immediate termination is necessary based upon
considerations of patient safety or upon receipt
of data suggesting lack of enough efficacy.
Upon receipt of notice of termination,
Institution and Principal Investigator agree to
promptly terminate conduct of the Clinical Trial
to the extent medically permissible for any
individual who participates in the Clinical Trial
("Trial Subject™). In the event of termination
hereunder, Sponsor shall pay the fees and
expenses accrued until the termination
effectiveness date, and apart from such shall
not be liable of other any fee expense, revenue
loss and/or compensation. Without prejudice to
the above, Sponsor may terminate the
Agreement with immediate effect by written
notice based upon the notification received
from Principal Investigator and Institution in
accordance with the provision of paragraph
12.2.

sona erecedini tahmin etmektedir. Taraflar
taraflarin karsilikli anlagmasi ile bu siirenin
degistirilebilecegini kabul etmektedir.

2.2 Sozlesme asadidaki hallerden herhangi birinin
vukuu halinde sona erdirilebilecektir

(i) Protokole ve gecerli yasalara ve dizenlemelere
uymamak dahil olmak {izere sézlesmenin ihlal
edilmesi; (taraflardan birince digerine yazili
bildirimde bulunulduktan sonra 15 giin iginde
aykirilik diizeltiimezse);

(ii) Sona erdirmeyi gerektiren / dogrulayan bir
guvenlilik bilgisinin alinmasi veya

(iii) Calisma Merkezinde Klinik Calismanin
baglatiimasini izleyen .... (..) ay icinde Calisma
Merkezinde higbir Calisma Gonullusu
kaydedilmemis olmasi.

(iv) Destekleyici’ nin yurtdisindaki merkezinin
global olarak Klinik Arastirma'nin sona
erdiriimesine, durdurulmasina, bazi merkezlerin
kapatilmasina, hasta aliminin durdurulmasina karar
vermesi

(v) Kurum'un, Klinik Aragtirma'nin yuritlebilmesi
icin gerekli sartlari saglayamaz hale gelmesi

(Destekleyici tarafindan Kurum'a yazih bildirimde
bulunulduktan sonra 15 giin iginde giderilmezse).

Yukarida belirtilenlere bakilmaksizin, Destekleyici
hasta giivenligi dederlendirmeleri temelinde veya
yeterli etki saglanamadigini diisiindiiren veriler
alinmasi Gzerine derhal fesih gerekli olmasi
durumunda Klinik Calismayl hemen feshedebilir.
Sozlesme'nin bu madde uyarinca feshi halinde
Destekleyici, Kurum'a fesih ytrarlik tarihine kadar
tahakkuk eden (cret ve masraflar 6édeyecek,
bunun disinda baskaca bir Ucret, masraf, gelir
kaybi ve/veya tazminat sorumlulugu olmayacaktir.
Yukaridaki belirtilenlere bir zarar gelmeksizin,
paragraf 12.2°deki hiikkme uygun sekilde
Destekleyici Sorumlu Arastirmacidan ve Kurumdan
gelen bildirim temelinde S6zlesmeyi derhal gegerli
olmak (izere yazili bildirimle sona erdirebilir.




2.3 Upon the earlier of the termination of the
Clinical Trial or termination of this Agreement
(a) Principal Investigator shall immediately
deliver to Sponsor or its designee all data
generated as a result of the Clinical Trial, all
clinical specimen collected, all documents and
data provided by Sponsor and its respective
affiliates and all Sponsor Confidential
Information, as defined in Section 7.2 below;
(b) Principal Investigator shall return to
Sponsor its respective affiliates or destroy upon
request of the Sponsor or its affiliates, all
unused Study Product and (c) Principal
Investigator shall treat all materials and
equipment provided by Sponsor or its
respective affiliates in accordance with Exhibit
B, and if Exhibit Requires the return of any
materials and/or equipment, Principal
Investigator shall return them upon the
instructions of Sponsor or its affiliates. This
provision does not apply to those documents
that should be maintained and retained by the
Principal Investigator at the Study Site, as
defined in the Protocol and as required by
applicable laws and regulations.

2.4 Upon termination of the Agreement, if the
Clinical Trial is @ multi-center trial, if possible
and upon Sponsor’s request, Principal
Investigator shall refer the Trial Subjects to
other Clinical Trial Sites designated by Sponsor,
with the mandated notice to the competent
health authorities.

3. Ethics Committee (EC) - Informed
Consent - Authorizations

3.1 In accordance with the laws and regulations
applicable at the Study Site, Institution and
Principal Investigator shall be responsible for
approval of the Protocol and its amendments,
Informed Consent Form, Clinical Trial
recruitment procedures (e.g. announcements,
financial compensation if any) and any other
relevant documents in connection with the
Clinical Trial, from the Turkish Ministry of
Health and the appropriate EC prior to
commencement of the Clinical Trial are
obtained. In the event the EC requires changes
in the Protocol, informed consent form or
Clinical Trial recruitment procedures, such
changes shall not be implemented until Sponsor
is notified and gives its written approval. The
Protocol, the informed consent form, and any
advertising material shall not be revised without
the prior written agreement of Sponsor and the
EC.

2.3 Klinik Galismanin feshedilmesi veya bu
Sodzlesmenin feshedilmesi arasinda daha erken
olana gore (a) Sorumlu Arastirmaci Klinik
CGalismanin bir sonucu olarak Uretilmis olan tim
verileri, toplanmig tiim klinik numuneleri,
Destekleyici ve ilgili bagh kuruluslan tarafindan
tedarik edilen tiim belgeleri ve verileri ve asadidaki
Bolim 7.2'de tanimlandigi gibi tiim Destekleyici
Gizli Bilgilerini derhal Destekleyici’ ye veya vekiline
teslim edecek; (b) Sorumlu Arastirmaci
kullanilmamig Calisma Uriiniiniin timini
Destekleyici’ ye bagli kuruluslarina iade edecek
veya Destekleyici’ nin veya badli kuruluslarinin
istedi dogrultusunda imha edecek ve (c) Sorumlu
Arastirmaci Destekleyici veya ilgili bagli kuruluslar
tarafindan tedarik edilen tim malzemeleri ve
ekipmani Ek B'ye uygun sekilde muamele edecek
ve Ek B'nin herhangi bir malzemenin ve/veya
ekipmanin iade edilmesini gerektirmesi durumunda
Sorumlu Arastirmaci bunlari Destekleyici’ nin veya
badh kuruluslarinin talimati tizerine iade edecektir.
Bu hikim, Protokolde belirtilen ve gegerli yasalar
ve dizenlemeler tarafindan gerekli tutulan sekilde,
Sorumlu Arastirmaci tarafindan Calisma Merkezinde
saklanmasi ve tutulmasi gereken belgeler igin
gecerli degildir.

2.4 Sozlesmenin feshedilmesi tizerine, Klinik
Galisma gok merkezli bir calisma ise, olanakli ise ve
Destekleyici’ nin istedi tizerine Sorumlu Arastirmaci
yetkili saghik makamlarina zorunlu olan bildirimi
yaparak Calisma Gondllilerini Destekleyici
tarafindan belirlenen baska Klinik Calisma
Merkezlerine yonlendirebilir.

3. Etik Kurul (EK)- Bilgilendirilmis Olur-
Yetkiler

3.1 Calisma Merkezinde gecerli olan yasalara ve
dizenlemelere uygun sekilde, Kurum ve Sorumlu
Arastirmaci Klinik Calismanin baslamasindan 6nce
Protokol ve onun degisiklikleri, Bilgilendirilmis Olur
Formu, Klinik Calismaya kayit prosediirleri (6rnegin
duyurular, var ise finansal tcret) ve Klinik Caligma
ile iliskili diger her tirli ilgili belge icin Tirkiye
Cumhuriyeti Saglk Bakanhdindan ve ilgili Etik
Kuruldan onay alinmasindan sorumlu olacaktir. Etik
Kurulun Protokolde, bilgilendirilmis olur formunda
veya Klinik Calisma kayit prosediirlerinde degisiklik
istemesi durumunda bu degisiklikler Destekleyici’
ye bildirilip yazili onay alinincaya kadar
uygulanmayacaktir. Protokol, bilgilendirilmig olur
formu ve baska hicbir duyuru materyali
Destekleyici’ nin ve Etik Kurulun énceden yazili
onayi olmadan yenilenmeyecektir.




3.2 Principal Investigator shall also be
responsible for adequately informing the Trial
Subject and for obtaining an informed consent
form signed by or on behalf of each Trial
Subject, which Informed Consent Form shall be
approved by Sponsor and the EC, and other
competent health authorities as mandated by
applicable regulation, prior to the Trial Subject’s
participation. The informed consent form shall
include the right for Sponsor and its designees
and applicable government authorities to
review raw Clinical Trial data, including original
Trial Subject records, in all monitoring and
auditing activities required to ensure quality
assurance and compliance with the Protocol as
well as all legal and regulatory requirements.
The informed consent form shall also include
the right for Sponsor or its designee to conduct
additional reviews of the data to study the
safety and efficacy of the Study Product and
other products and treatments, to develop a
better understanding of the disease or to
improve the efficiency of future clinical studies
(“Additional Studies”). Consent for Additional
Studies shall be obtained as a separate
informed consent form or as a separate and
clear explicit consent as a part of the informed
consent form.

3.3 Sponsor shall be responsible for fulfilling all
other authorization formalities related to the
conduct of the Clinical Trial (such as submitting
a clinical trial application) and related to the
manufacturing, supply or importation of the
Study Product, and if required, for obtaining
the written authorization from the competent
health authorities prior to commencement of
the Clinical Trial. The informed consent form
shall also include the right for Sponsor and its
affiliates to conduct additional reviews of the
data to study the safety and efficacy of the
Study Product and other products and
treatments, to develop a better understanding
of disease or to improve the efficiency of future
clinical studies.

4. Reporting of Data and Adverse Events

4.1 Principal Investigator agree to provide
Sponsor periodically and in a timely manner
with all Clinical Trial results and other data
called for in the Protocol on properly completed
(written or electronic) case report forms.

4.2 Electronic Data Capture ("EDC"):

3.2 Sorumlu Arastirmaci ayni zamanda Calisma
Gonllisinin katilimindan énce Calisma
Gonllistni gereken sekilde bilgilendirmekten ve
her Calisma Gonlilliisi tarafindan veya onun adina
imzalanmis bilgilendirilmis olur formu almaktan
sorumlu olacak ve bu Olur Formu Destekleyici ve
Etik Kurul ve gegerli mevzuat tarafindan zorunlu
tutulan sekilde diger yetkili saglik makamlari
tarafindan onaylanacaktir. Bilgilendirilmis olur
formu, kalite glivencesini ve tiim yasa ve mevzuat
gerekliliklerinin yani sira Protokole uygunlugu
saglamak icin gerekli olan tiim izleme ve
denetleme faaliyetlerinde Destekleyici’ nin ve
vekillerinin ve gegerli resmi makamlarinin orijinal
CGalisma Gondllisu kayrtlar dahil olmak (izere ham
Klinik Calisma verilerini inceleme hakkini
icerecektir. Bilgilendirilmis olur formu ayni
zamanda, hastalifin daha iyi anlagiimasi veya
gelecekteki klinik calismalarin verimliliginin
artinimasi amaci ile Calisma Uriiniiniin ve diger
drdnlerin ve tedavilerin giivenligini ve etki diizeyini
incelemek icin Destekleyici veya vekili icin veriler
Uzerinde ek arastirmalar yapma hakkini da
icerecektir ("Ek Arastirmalar”). Ek Aragtirmalar icin
olur, ayn bir bilgilendirilmis olur formu halinde veya
bilgilendirilmis olur formunun bir parcasi seklinde
ayri ve acikca kesin bir olur olarak alinacaktir.

3.3 Destekleyici Klinik Calisma baslatiimadan 6nce,
Klinik Calismanin yiritilmesi ile ilgili olan (klinik
calisma bagvurusunun yapilmasi gibi) ve Calisma
Uriiniiniin Gretilmesi, tedarik edilmesi veya ithal
edilmesi ile ilgili olan diger tim yetkilendirme
formalitelerini yerine getirmekten ve eder gerekirse
yetkili saglik makamlarindan yazili yetkilendirme
formu almaktan sorumlu olacaktir. Bilgilendirilmis
olur formu ayni zamanda, hastaligin daha iyi
anlasilmasi veya gelecekteki klinik incelemelerin
verimliliginin artirlmasi amaci ile Galisma Uriiniiniin
ve diger Uriinlerin ve tedavilerin glivenligini ve etki
diizeyini incelemek icin Destekleyici ve bagl
kuruluglari igin veriler Uzerinde ek arastirmalar
yapma hakkini da icerecektir.

4. Verilerin ve Advers Olaylarin Rapor
Edilmesi

4.1 Sorumlu Arastirmaci, tim Klinik Calisma
sonuglarini ve Protokolde istenen dider tiim verileri
dogru olarak doldurulmus (yazili veya elektronik)
olgu rapor formlari ile Destekleyici’ ye periyodik ve
zamanl sekilde saglamayi kabul etmektedir.

4.2 Elektronik Veri Ainmasi ("EDC"):




Institution/Principal Investigator will submit
Clinical Trial data using the electronic system
provided by Sponsor. Institution/Principal
Investigator shall prevent unauthorized access
to the data by maintaining physical security of
the computers and ensuring that investigational
staff maintains the confidentiality of their
passwords. Institution/Principal Investigator
shall also comply with Sponsor’s instructions for
data entry into the system, which includes that
investigational staff using the system
understands that their electronic signatures are
the legally binding equivalent of handwritten
signatures, and they attest to the accuracy and
completeness of the data entered.

Principal Investigator agree to collect all Clinical
Trial data (electronic or paper) in source
documentation prior to entering it into the
electronic case report form ("eCRF"). The eCRF
shall be completed within five (5) working days
after visit procedures have been completed or
test results are available, unless otherwise
specified in the Protocol. Principal
Investigator/Institution also agree to provide
appropriate responses to queries received
within five (5) working days of receipt, unless
otherwise specified in the Protocol.

In the event Institution/Principal Investigator
do not enter Data into the eCRF or respond to
queries in the timeframe set forth for each
above, Sponsor may, in its sole discretion,
immediately take corrective actions. These
actions may include but are not limited to,
temporary suspension of screening/enroliment,
additional monitoring visits, consideration of
site audit, and possible termination of site
participation in the Clinical Trial.

4.3 Principal Investigator also agree to report
to Sponsor immediately but no later than
twenty-four (24) hours after learning of any
serious adverse events and other important
medical events, as identified in the Protocol,
affecting any Trial Subject in the Clinical Trial.
Principal Investigator and Institution further
agree to follow up such report with detailed,
written reports in compliance with all applicable
legal and regulatory requirements.

4.4 Sponsor shall notify the Turkish Ministry of
Health Medicines and Medical Devices Agency
about any serious, unexpected adverse effects
during the Clinical Trial which result in death or
are life-threatening, within the timelines
defined in the current regulation as of the
receipt of the referred information.

4.5 Timely, accurate and complete data
submission and query responses are necessary
to ensure payment in accordance with the

Kurum/Sorumlu Arastirmaci Klinik Calisma verilerini
Destekleyici tarafindan saglanan elektronik sistemi
kullanarak génderecektir. Kurum/Sorumlu
Arastirmaci bilgisayarlarin fiziksel giivenligini
surdilrerek ve arastirma personelinin kendi
sifrelerinin gizliligini korumasini saglayarak verilere
yetkisiz erisimi onleyecektir. Kurum/Sorumlu
Arastirmaci ayni zamanda, sistemi kullanan
arastirma personelinin elektronik imzalarinin el
yazisi imzalarin yasal sekilde baglayici esdegeri
oldugunu bilmesini ve girilen verilerin dogru ve
eksiksiz oldugunu onaylamasini icermek lizere
sisteme veri girisi hakkinda Destekleyici’ nin
talimatlarina uyacaktir.

Sorumlu Arastirmaci, tiim Klinik Calisma verilerini
(elektronik veya kagit) elektronik olgu rapor
formuna ("eORF") girmeden 6nce kaynak
belgelerde toplamayi kabul etmektedir. Protokolde
baska turli belirtilmedigi stirece eORF ziyaret
prosedirleri tamamlandiktan veya test sonuglari
hazir hale geldikten sonra bes (5) is glini iginde
tamamlanacaktir. Sorumlu Arastirmaci/Kurum
ayrica, Protokolde baska tiirli belirtiimedigi sirece,
sorgularin alinmasindan sonraki bes (5) is glinu
icinde sorgulara gerekli yanitlari vermeyi kabul
etmektedir.

Kurum/Sorumlu Arastirmaci yukarida belirtilen
sureler iginde Verileri eORF'ye girmemesi veya
sorgulara yanit vermemesi durumunda Destekleyici
tamamen kendi takdirine bagli olarak derhal
dizeltici 6nlemler alabilir. Bu dnlemler hasta
tarama/kayit islemlerinin gecici olarak
durdurulmasini, ek izleme ziyaretlerini, merkezin
denetlenmesinin goz 6niine alinmasini ve Klinik
Calismaya merkez katiliminin sonlandiriimasini
icerebilir ama bunlar ile sinirl degildir.

4.3 Sorumlu Arastirmaci ayni zamanda, Protokolde
belirtildigi gibi Klinik Calismadaki Calisma
Gonllistni etkileyen herhangi bir ciddi advers
olayi ve diger 6nemli tibbi olaylari bunlar
Ogrenildikten sonra derhal ama en geg yirmi dort
(24) saat icinde Destekleyici’ ye rapor etmeyi kabul
etmektedir. Sorumlu Arastirmaci ve Kurum ayrica
tim gegerli yasa ve mevzuat gereklerine uygun
sekilde bu tiir raporlar ayrintili, yazil raporlar ile
takip etmeyi de kabul etmektedir.

4.4 Destekleyici Klinik Calisma sirasinda dlim ile
sonuglanan veya hayati tehdit eden ciddi,
beklenmeyen tiim advers etkiler hakkinda s6z
konusu bilgilerin alinmasindan itibaren mevcut
dizenlemede tanimlanan zaman cizelgesi iginde
Tiirkiye Saglik Bakanhigi flag ve Tibbi Cihaz
Kurumu’na bildirimde bulunacaktir.

4.4 Bu Sézlesmenin [B] Ekindeki Odeme
Programina uygun sekilde 6deme yapilmasini
saglamak igin verilerin génderilmesi ve sorgularin




Payment Schedule, Exhibit [B] of this
Agreement.

5. Monitoring of Clinical Trial — Audit —
Inspections

5.1 Monitoring - Audit

During and after the term of this Agreement,
Institution and Principal Investigator agree to
permit representatives of Sponsor and/or the
competent health authorities (including, if
applicable, the US FDA) to examine at any
reasonable time during normal business hours
and insofar such visit is pre-scheduled, by
agreeing with the Principal Investigator and
regular clinic activities of Institution are not
disrupted

(i) the facilities where the Clinical Trial is being
conducted;

(ii) raw Clinical Trial data including original Trial
Subject records, if allowed under the terms of
the informed consent form and the applicable
laws; and

(iii) any other relevant information necessary to
confirm that the Clinical Trial is being
conducted in conformance with the Protocol
and in compliance with applicable legal and
regulatory requirements, including privacy and
security laws and regulations.

5.2 Inspections

Institution and Principal Investigator shall
immediately notify Sponsor if a competent
health authority schedules (including, if
applicable, the US FDA or, without scheduling,
begins an inspection and shall promptly, upon
issuance, provide Sponsor a copy of any health
authority’s correspondence resulting from any
such inspection.

5.3 Institution and Principal Investigator agree
to take any reasonable actions to cure
deficiencies noted during an audit or inspection.
In addition, Sponsor shall have the right to
review and approve any correspondence to a
competent health authority generated as a
result of such health authority’s inspection prior
to submission by Institution or Principal
Investigator and, to the extent not prohibited
by law or by the applicable health authority, the
right to have a representative present during
any inspection.

The provisions of paragraphs 5.1, 5.2 and 5.3
shall survive the termination or expiration of
this Agreement.

6. Compliance with Applicable Laws

yanitlanmasi zamanli, dogru ve eksiksiz sekilde
yapiimaldir.

5. Klinik Galismanin izlenmesi — Denetleme —
Incelemeler

5.1 Izleme- Denetleme

Kurum ve Sorumlu Arastirmaci bu Sézlesmenin
siresi boyunca ve sonrasinda Destekleyici’ nin
ve/veya yetkili saglik makamlarinin (gegerli ise ABD
FDA dahil) temsilcilerinin Kurum'un igleyisini
aksatmamak ve dncesinde Sorumlu Arastirmaci ile
mutabik kalinmak kaydiyla normal is saatlerinde ve
eder bu vizit daha 6nceden planladi is normal is
saatlerinde herhangi bir zamanda sunlar
incelemesine izin vermeyi kabul etmektedir:

(i) Klinik Calismanin yiritilmekte oldugu tesisler;

(ii) Bilgilendirilmis olur formunun kosullari ve
gecerli yasalar uyarinca olanakli ise orijinal Calisma
Gonillisu kayitlar dahil olmak izere ham Klinik
Galisma verileri ve

(iii) Klinik Calismanin Protokole uygun sekilde ve
gizlilik ve giivenlik yasalari ve diizenlemeleri dahil
olmak Uzere gegerli yasa ve diizenleme gereklerine
uygun olarak yiritilduginin dogrulanmasi icin
gerekli olan diger tim bilgiler.

5.2 incelemeler

Yetkili bir saglik makaminin (eger uygulanabilirligi
varsa, ABD FDA) bir inceleme planlamasi veya
planlama yapmadan baglatmasi durumunda Kurum
ve Sorumlu Arastirmaci bu durumu derhal
Destekleyici’ ye bildirecek ve s6z konusu inceleme
sonucunda herhangi bir saglik makami tarafindan
yapilan yazigmanin bir kopyasini yazisma yapilir
yapilmaz derhal Destekleyici’ ye iletecektir.

5.3 Kurum ve Sorumlu Arastirmaci herhangi bir
denetleme veya inceleme sirasinda belirlenen
eksikleri diizeltmek igin gerekli tim makul énlemleri
almayi kabul etmektedir. Buna ek olarak
Destekleyici yetkili bir saglik makaminin
denetlemesi sonucunda s6z konusu saglik makami
icin hazirlanan bdyle bir yazismayl Kurum veya
Sorumlu Arastirmaci tarafindan gdénderilmeden
once inceleme ve onaylama hakkina ve yasa veya
gegcerli yetkili saglik makami tarafindan
yasaklanmadidi takdirde herhangi bir inceleme
sirasinda temsilci bulundurma hakkina sahip
olacaktir.

Paragraf 5.1, 5.2 ve 5.3'Un hikimleri bu
Sozlesmenin feshedilmesinden veya sona
ermesinden sonra da gecerli olacaktir.

6. Gegerli Yasalara Uygunluk




6.1 The parties agree to conduct the Clinical
Trial and maintain records and data during and
after the term of this Agreement in compliance
with all applicable legal and regulatory
requirements, as well as with generally
accepted conventions such as the Declaration
of Helsinki and the ICH-GCP guidelines. If it is
required to retain such longer than the terms
stipulated in the legislation, Sponsor shall
provide logistics support and bear the
additional costs.

Institution and the Principal Investigator shall
retain all records related to the Clinical Trial
and Sponsor will notify Institution and Principal
Investigator in writing when related records are
no longer needed, which in any event shall not
be less than 14 years after completion of the
clinical trial at every site as stipulated by
applicable national legislation. In case the
Institution and/or the Principal Investigator
experience any condition restricting them to
carry out this obligation, they will promptly
inform Sponsor.

6.2 Healthcare Compliance with Anti-Corruption
Laws and Foreign Corrupt Practices Act
("FCPA")

6.2.1 Institution represents and warrants that
neither the Institution, nor any of its affiliates,
nor any of their respective directors, officers,
employees or agents and Principal Investigator
(all of the foregoing, including affiliates
collectively, “Institution Representatives”) has
taken any action that would result in a violation
by such persons of local or international anti-
bribery laws, rules or regulations applicable to
either or both the Institution and Sponsor
(collectively the “Anti-Corruption Laws”).

6.2.2 Institution shall not, directly or indirectly,
make any payment, or offer or transfer
anything of value, or agree or promise to make
any payment or offer or transfer anything of
value, to a government official or government
employee, to any political party or any
candidate for political office or to any other
third party with the purpose of influencing
decisions related to Sponsor and/or its business
in @ manner that would violate Anti-Corruption
Laws.

6.2.3 Institution and Institution’s
Representatives have conducted and will
conduct their businesses in compliance with the
Anti-Corruption Laws, and Institution will have
necessary procedures in place to prevent
bribery and corrupt conduct by Institution

6.1 Taraflar bu Sozlesme siiresince ve sonrasinda
Klinik Calismayi Helsinki Bildirgesi ve ICH-GCP
kilavuz ilkeleri gibi genel kabul gormis
anlagmalarin yani sira gegerli tim yasa ve mevzuat
gereklerine uygun sekilde ylriitmeyi ve bunlara
uygun sekilde kayitlar ve veriler tutmayi kabul
etmektedir. Yasal mevzuatin gerektirdigi stireden
daha uzun bir siireyle muhafaza gerektigi takdirde
Destekleyici lojistik destek saglayacak ve ek
maliyetleri istlenecektir.

Kurum ve Sorumlu Arastirmaci Klinik Calisma ile
ilgili tim kayrtlan muhafaza edecektir ve gecerli
ulusal mevzuat tarafindan 6ngorildigi sekilde,
Destekleyici ilgili kayitlara artik gerek olmadigini
Kuruma ve Sorumlu Arastirmaciya yazih olarak
bildirecek ve bu sire higbir durumda her merkezde
klinik galigmanin tamamlanmasindan sonra 14
ylldan az olmayacaktir. Kurum ve/veya Sorumlu
Arastirmaci bu yUkimluligu yerine getirmelerini
engelleyen bir durum ile kargilasmalari durumunda
hemen Destekleyici'yi bilgilendireceklerdir.

6.2 Yolsuzlukla Miicadele Yasalari ve Yurtdis
Yolsuzluk Uygulamalari Yasasi ("FCPA") ile Saglk
Hizmeti Uygunlugu

6.2.1 Kurum, ne Kurumun ne herhangi bir bagli
kurulusunun ne de bunlarin ydneticilerinin,
gorevlilerinin, ¢alisanlarinin veya temsilcilerinin ve
Sorumlu Arastirmacinin herhangi birisinin (bagh
kuruluglar dahil olmak Uzere yukarida belirtilenlerin
hepsi bir arada “Kurum Temsilcileri”) Kurumun ve
Destekleyici’ nin herhangi birisi veya her ikisi icin
gecerli olan yerel veya uluslararasi yolsuzlukla
muicadele yasalarinin, kurallarinin veya
diizenlemelerinin (hepsi bir arada “Yolsuzlukla
Micadele Yasalan™) s6z konusu kisiler tarafindan
bir ihlali ile sonuglanacak higbir davranista
bulunmadigini taahhiit ve garanti etmektedir.
6.2.2 Kurum, Destekleyici ve/veya onun isleri ile
ilgili kararlan Yolsuzlukla Miicadele Yasalarini ihlal
edecek sekilde etkilemek amaci ile bir kamu
gorevlisine veya kamu calisanina, herhangi bir
siyasi partiye veya herhangi bir siyasi makam
adayina veya baska herhangi bir kisiye dogrudan
veya dolayl sekilde herhangi bir 6deme
yapmayacak veya dederli herhangi bir sey teklif
etmeyecek veya aktarmayacak veya herhangi bir
O6deme yapmay! veya dederli herhangi bir sey teklif
etmeyi veya aktarmayi kabul veya vaat
etmeyecektir.

6.2.3 Kurum ve Kurumun Temsilcileri iglerini
Yolsuzlukla Miicadele Yasalarina uygun bir sekilde
yuritmustlr ve yiritecektir ve Kurum, Kurum
Temsilcileri tarafindan risvetgilik ve yolsuzluk
yapilmasini dnlemek icin gerekli prosediirlere sahip
olacak ve yolsuzlukla miicadele egitimi bunlarin
arasinda bulunacaktir.




Representatives, which includes anti-corruption
training.

6.2.4 Institution shall maintain effective internal
accounting control, and shall make sure all
aspects of this Clinical Trial are recorded in its
books and records in an accurate, complete
and truthful way and that the documents on
which such books and records are based are in
all major aspects accurate, complete and true.
Institution and Principal Investigator shall
maintain and provide Sponsor and its auditors
and other representatives with access to
records (financial and otherwise) and
supporting documentation related to the
subject matter of the Agreement as may be
requested by Sponsor in order to document or
verify compliance with the provisions of this
Section; and

6.2.5 Notwithstanding Sections [2] (Term and
Termination) and [10] (Indemnification), if
Institution and Principal Investigator fail to
comply with any of the provisions of this
Section, such failure shall be deemed to be a
material breach of the Agreement and, upon
any such failure, Sponsor shall have the right to
terminate the Agreement with immediate effect
upon written notice to Institution without
Sponsor having any financial liability or other
liability of any nature whatsoever resulting from
any such termination.

6.3 Personal Data

6.3.1 The parties agree that its collection,
processing and disclosure of personal data and
medical information related to the Trial Subject
is subject to compliance with applicable
personal data protection and security laws and
regulations including the Turkish Personal Data
Protection Law numbered 6698 ("PDPL") .
Institution and Principal Investigator further
agree and undertake to fulfill their obligations
arising from the referenced legislation,
including obtaining the explicit consent of the
people whose data will be collected or
processed and to comply with their obligations
arising from the data protection protocol as
annexed in Exhibit [D] of this Agreement (“Data
Protection Protocol”). When collecting and
processing personal data, the Institution and
Principal Investigator agree to take appropriate
measures to safeguard these data, to make
necessary notice, to maintain the confidentiality
of Trial Subject related health and medical
information, to properly inform the concerned
data subjects about the collection and

6.2.4 Kurum etkili bir kurum igi muhasebe denetimi
surdirecek ve bu Klinik Calismanin tim yénlerinin
defterlerine ve kayitlarina dogru, eksiksiz ve
gercede uygun sekilde kaydedilmesini saglayacak
ve tim 6nemli konular bakimindan bu defterlerin
ve kayitlarin dayandigi belgelerin dogru, eksiksiz ve
gercek olmasini saglayacaktir. Kurum ve Bag
Arastirmaci bu Bolimin hiikiimlerine uygunlugu
belgelendirmek veya dogrulamak icin Destekleyici
tarafindan istenebilecek sekilde Sézlesmenin ana
konusu ile ilgili kayitlar (mali ve diger) ve
destekleyici belgeler tutacak ve Destekleyici’ ye ve
denetcilerine ve diger temsilcilerine bunlar icin
erisim saglayacaktir ve

6.2.5 Bolumler [2] (Slre ve Fesih) ve [10] (Tazmin
Etme) g6z dnline alinmaksizin, Kurum ve Bas
Arastirmaci bu Bolimun hdkimlerinin herhangi
birisine uymadigi takdirde s6z konusu kusurun bu
S6zlesmenin maddi bir ihlali oldugu kabul edilecek
ve s6z konusu kusur Gzerine Destekleyici Kuruma
yazil bildirim vererek Sézlesmeyi hemen vyiiriirlige
girmek Uzere feshetme hakkina sahip olacak ve
Destekleyici’ nin boyle bir fesihten ortaya gikan
hicbir mali yikiimlGlGga veya herhangi bir 6zellikte
baska bir yikimliligi olmayacaktir.

6.3 Kigisel Veriler

6.3.1 Taraflar, Arastirmaya Katilan Goniilld ile ilgili
kisisel verilerin ve medikal bilgilerin toplanmasinin,
islenmesinin ve agiklanmasinin 6698 sayili Kisisel
Verilerin Korunmasi Kanunu ("KVKK") ve gegerli
kisisel veri koruma ve glivenligi mevzuatina tabi
oldugunu kabul ederler. Kurum ve Sorumlu
Arastirmaci, ayrica kisisel verileri toplanacak veya
islenecek kisilerin acik rizalarinin alinmasi dahil
olmak (zere, anilan mevzuattaki yikidmildliklerini
yerine getirmeyi ve bu dogrultuda EK-D'de yer alan
veri koruma protokoliinde (“Veri Koruma
Protokolii”) yer alan yikimliliklere uygun
davranmayi kabul ve taahhit ederler. Kisisel veriler
toplanirken ve isleme koyulurken, Kurum ve
Sorumlu Arastirmaci, bu verilerin korunmasi,
gerekli bildirimlerin yapilmasi, calismaya katilan
gonlli ile ilgili saglk bilgilerinin ve medikal
bilgilerin gizliliginin devamliligy, ilgili gondilliilerin
kendilerine ait verilerin toplanmasi ve isleme
konulmasi ve yasal haklari baglaminda dogru
olarak bilgilendirilmesi ve yetkisiz kisilerin bu
verilere erismesinin 6nlenmesi icin gerekli 6nlemleri
almayi kabul ederler.




processing of their personal data and with
respect to their legal rights, and to grant data
subjects reasonable access to their personal
data and to prevent access by unauthorized
persons.

6.3.2 Personal data related to Principal
Investigator and any investigational staff (e.qg.,
name, hospital or clinic address and phone
number, curriculum vitae) may be transferred
to other Sponsor 's affiliates
with the purposes of drug monitoring,
implementation, documentation and control of
clinical trials. The parties also agree to use
personal data provided by the Principal
Investigator and/or Institution for managing
internal studies and ensuring that their contact
information is contained in a faithful and
complete way in other systems, in compliance
with this Section. In the event of approval,
personal data of Principal Investigator may also
be used for contacting Principal Investigator in
case of other future studies or investigations in
which he/she may be involved.

6.3.3 By signing the Informed Consent Forms;
the Trial Subject or its legal representative shall
allow the Ethics Committee, the Turkish Health
Authority and other authorized health
authority(s) to have direct access to their
original health and medical information, but this
information shall be kept confidential.

6.3.4 For the avoidance of doubt, Principal
Investigator or Institution may not share any
personal data or medical information related to
Trial Subject, in which the identity of the Trial
Subject is explicit or may be revealed. The
records to reveal the identity of the Trial
Subject shall be kept confidential, shall not be
publicly disclosed, and even if the results of the
Clinical Trial are published, the identity of the
Trial Subject shall remain confidential.

6.3.2 Sorumlu Arastirmaci ve arastirmaya katilan
personele ait kisisel veriler (6rn.; ad, hastane veya
klinik adresi ve telefon numarasi, 6zgegmis), klinik
calismalarin ilag agisindan izlenmesi, uygulanmasi,
belgelendirilmesi ve kontrolii amaciyla diger
Destekleyici istiraklerine aktarilabilecektir.
Taraflar ayrica sirket ici calismalar ydonetmek ve
adi gecenlerin iletisim bilgilerinin diger sistemlerde
asillarina uygun ve eksiksiz bir bicimde
bulundurulmasini saglamak amaciyla Sorumiu
Arastirmaci ve/veya Kurum tarafindan kendisine
verilen kisisel verileri bu Boliime uygun olarak
kullanabilecegi konusunda anlasmiglardir. Sorumlu
Arastirmacinin onaylamasi halinde kendisine ait
kisisel veriler, kendisinin katilabilecegi ileride
gerceklesecek calisma ve arastirmalarda kendisi ile
iletisim kurulmasi amaciyla da kullanilabilir.

6.3.3 Yazil Bilgilendirilmis Olur Formunun
imzalanmasiyla Arastirma’ ya Katilan Gonlli veya
kanuni temsilcisi; Etik Kurul, Turkiye Cumhuriyeti
Saglk Bakanligi ve diger yetkili saghk
otorite(ler)inin, kendi orijinal saglik ve medikal
bilgilerine dogrudan erisimlerine izin vermis olacak
ancak bu bilgiler gizli tutulacaktir.

6.3.4. Siipheye mahal vermemek (zere, Sorumlu
Arastirmaci veya Kurum, Arastirmaya Katilan
GOnulla ile ilgili kisisel verileri veya medikal bilgileri,
ilgili kiginin kimliginin belirli oldugu veya
belirlenebilecedi bir sekilde paylasamaz.
Arastirmaya Katilan Gondilli’ niin kimligini ortaya
cikaracak kayitlar gizli tutulacak, kamuoyuna
aclklanmayacak ve Klinik Arastirma sonuglarinin
yayimlanmasi halinde dahi Arastirma’ ya Katilan
GondllG’ niin kimlidi gizli kalacaktir.




6.3.5 .... Sponsor ...... may transmit personal
data to other affiliates of the Sponsor
group of companies and their
respective agents worldwide. Personal data
may also be disclosed as required by individual
regulatory agencies or applicable law, such as
to report serious adverse events. The personal
data of the Principal Investigator, in order to
fulfill the obligations, set forth in the
Agreement, may also be shared with: (i) clinical
research organizations and their affiliates which
.... Sponsor ...... has contracted with for the
purpose of supporting the Clinical Trial in
accordance with Turkish Law on Personal Data
Protection Article 5 (2) (c); and/or (ii) third
parties in order for .... Sponsor ...... to fulfill its
obligations arising from the legislation,
including the Ethics Committee and insurance
companies, by the Turkish Ministry of Health in
accordance with Turkish Law on Personal Data
Protection Article 5 (2) (c).

6.3.6 Institution and Principal Investigator shall
inform the Clinical Trial staff in relation to the
processing of their personal data in accordance
with the PDPL and transfer of such personal
data to third parties in accordance with this
Section 6 and obtain their explicit consent if
required.

6.3.7 The personal data of the Principal
Investigator to be obtained within the scope of
this Agreement by Sponsor as data controller
are being processed within the purpose of
performing the obligations set forth under the
Agreement, based on the legitimate reason of
establishment and performance of an
Agreement, regulated under the paragraph 2 of
article 5 of Turkish Law on Personal Data
Protection.

6.3.8 The Principal Investigator, within the
scope of the Turkish Law on Personal Data
Protection, has the right to;

(i) learn whether personal data is being
processed,

(ii) request information regarding the
processing of personal data,

(iii) learn the purpose of processing personal
data and whether personal data is being used
appropriately,

(iv) learn to which third parties, if any, personal
data is transmitted to domestically or abroad,
(v) request correction of personal data if they
are incomplete or incorrectly processed,

(vi) request the deletion or destruction of
personal data, where possible, in accordance
with the conditions set forth in the Turkish Law
on Personal Data Protection,

6.3.5 Destekleyici, kisisel verileri, Destekleyici
sirketler grubunun diger yan kuruluslarina ve
bunlarin diinya genelindeki temsilcilerine
aktarabilir. Kisisel veriler, ayrica, ciddi advers
olaylarin bildirilmesi gibi bireysel diizenleyici
otoriteler veya gegerli yasalarca gerekli kilindig
Uzere de agiklanabilir. Sorumlu Arastirmaci’ ya ait
kisisel veriler; yine S6zlesmede yer alan
yukumliltklerin yerine getirilebilmesi amaciyla (i)
KVKK'nin 5.maddesinin 2.fikrasinin ¢ bendi uyarinca
Destekleyici’ nin Klinik Arastirma sirecinde destek
aldigi Sozlesmeli Arastirma Kurulusu ve istikaklari
ve/veya; (ii) KVKK'nin 5.maddesinin 2.fikrasinin ¢
bendi uyarinca Destekleyici’ nin, Etik Kurulu ve
sigorta sirketleri de dahil olmak lzere mevzuattan
kaynaklanan ytkimlliklerini yerine getirebilmesi
icin Saglik Bakanlidi tarafindan Uglincii taraflarla
paylasiimaktadir.

6.3.6 Kurum ve Sorumlu Arastirmaci, Arastirmaya
katilan Arastirma personelinin elde edilebilecek
kisisel verilerinin KVKK'ya uygun olarak islenmesi
ve isbu B6lim 6 kapsaminda ilgili Gglincu kisilere
aktariimasi icin Arastirma personeline ilgili
aydinlatmayi yapacak ve gerekmesi halinde agik
rizalarini alacaktir.

6.3.7 Sorumlu Arastirmacinin kisisel verileri, bu
Sdzlesme kapsaminda fiziki ya da elektronik
ortamda elde edilecek olan, veri sorumlusu sifatiyla
Destekleyici tarafindan, Sozlesme kapsaminda
Ustlenilen yiakiamldliklerin yerine getirilebilmesi
amaciyla KVKK’nin 5.maddesinin 2.fikrasina gére
Sozlesmenin kurulmasi ve ifasiyla dogrudan ilgili
olmasi hukuki sebebine dayanarak islenmektedir.

6.3.8 Sorumlu Arastirmaci KVKK kapsaminda;

(i) kisisel verilerinin islenip islenmedigini 6grenme,

(i) kisisel verilerinin islenmesi halinde buna iliskin
bilgi talep etme,

(iii) kisisel verilerinin islenme amacini ve bunlarin
amacina uygun kullanilip kullaniimadigini 6§renme,

(iv) yurt icinde veya yurt disinda kisisel verilerinin
aktarildigi Gglincl kisileri 6grenme,

(v) kigisel verilerinin eksik veya yanlis islenmis
olmasi halinde bunlarin diizeltilmesini isteme,

(vi) KVKK’da 6ngorilen kosullara uygun olarak
kisisel verilerinin silinmesini veya yok edilmesini
isteme,




(vii) request to notify third parties to whom his
personal data has been transferred regarding
rectification of the incomplete or inaccurate
personal data and the erasure or destruction of
the personal data,

(viii) object to the results of automated
processing if Principal Investigator believes an
adverse outcome has arisen by analyzing the
processed data exclusively by means of
automated systems,

(ix) demand indemnify the loss due to unlawful
processing of personal data.

These rights may be exercised by sending a

written application to .... Sponsor ...... 's
registered e-mail address ........ @..oveennn. .com
or if there is the electronic mail address
registered within .... Sponsor ...... system, to
the responsible person at .... Sponsor ...... via
........ @............ com.tr or by petition or by

written application to
...................................... , Istanbul address.
In case the application received from the
Principal Investigator regarding the above-
mentioned issues requires additional costs, the
tariff determined by the Personal Data
Protection Authority can be charged.

6.4 In the event that any part of this
Agreement is determined to violate applicable
laws and regulations the parties agree to
negotiate in good faith revisions to the
provision or provisions that are in violation. In
the event the parties are unable to agree to
new or modified terms as required to bring the
entire Agreement into compliance, any party
may terminate this Agreement upon sixty (60)
calendar days’ prior written notice to the other
parties.

7. Ownership of Data - Confidentiality —
Registry — Publication

7.1 Ownership of Data

(vii) eksik veya yanlis olarak islenmis kisisel
verilerinin diizeltildiginin ve kisisel verilerinin
silindiginin yahut yok edildiginin kisisel verilerinin
aktarildigi Gglincii kisilere bildiriimesini isteme,

(viii) islenen verilerinin miinhasiran otomatik
sistemler vasitasiyla analiz edilmesi suretiyle
aleyhine bir sonug ortaya ciktigina inandigi
hallerde, otomatik yollarla isleme neticesinde cikan
sonuclara itiraz etme,

(ix) kisisel verilerinin hukuka aykiri olarak islenmesi
sebebiyle zarara ugramasi halinde zararin
giderilmesini talep etme hakki bulunmaktadir.

Kisisel verilere iligkin haklarin kullanilmak istenmesi
durumunda, yazili olarak ............. .......
........................ Istanbul/ adresine veya

........ @........... .com kayith elektronik posta
adresine veya sistemimizde kayith bulunan
elektronik posta adresi olmasi halinde

........ @........... . com.tr elektronik posta adresine
elektronik posta yoluyla miracaat edilebilecektir.

Yukarida belirtilen hususlara iligkin olarak Sorumlu
Arastirmaci tarafindan yapilan basvurunun ayrica
bir maliyeti gerektirmesi halinde, Kisisel Verileri
Koruma Kurulu tarafindan belirlenen tarifedeki
Ucret alinabilecektir.

6.4 Bu Sdzlesmenin herhangi bir bélimindn gecerli
yasalar ve diizenlemeleri ihlal ettidinin belirlenmesi
durumunda taraflar ihlal edici hiikkmi veya
hikdmleri iyi niyet icinde goriiserek degdistirmeyi
kabul etmektedir. Taraflarin S6zlesmenin tamamini
uygun duruma getirmek icin yeni veya degistirilmis
kosullar lizerinde anlasmaya varamamasi
durumunda taraflarin herhangi birisi diger taraflara
altmis (60) takvim giinii 6nceden yazih bildirimde
bulunarak bu S6zlesmeyi feshedebilir.

7. Verilerin Miilkiyeti- Gizlilik — Sicil —
Yayinlama
7.1 Verilerin Milkiyeti




All case report forms and other data, including
without limitation, written, printed, graphic,
video and audio material, and information
contained in any computer data base or
computer readable form, generated by the
Institution and/or Principal Investigator or other
personnel involved with the Clinical Trial in the
course of conducting the Clinical Trial (the
“Data”) shall be the property of Sponsor or its
designee, which may utilize the Data in any
way it deems appropriate, subject to and in
accordance with applicable privacy and security
laws and regulations and the terms of this
Agreement. Any copyrightable work created in
connection with the performance of the Clinical
Trial and contained in the Data (except any
publication by the Principal Investigator as
provided for in Section 7.4) shall be considered
a “work made for hire” to the fullest extent
permitted by law, and owned by Sponsor or its
designee. Institution and/or Principal
Investigator shall not use the Data for any
commercial purposes including the filing of a
patent application or the filing of the Data in
support of any pending or future patent
application either for its own benefit or for the
benefit of any for-profit entity, including use of
Data in support of research for or in
collaboration with a for-profit entity. The
provisions of this paragraph shall survive the
termination or expiration of this Agreement.

7.2 Confidentiality

All information, including, but not limited to,
information relating to the Study Product, the
Protocol, the operations of Sponsor and its
affiliates, such as patent applications, formulas,
manufacturing processes, basic scientific data,
prior clinical research data and formulation
information supplied by Sponsor or its designee
to Institution or Principal Investigator or other
personnel involved with the Clinical Trial and
not previously published (the “Sponsor
Confidential Information”), as well as Data are
considered confidential and shall remain the
sole property of Sponsor or its designee. Both
during and after the term of this Agreement,
Institution and Principal Investigator will use
diligent efforts to maintain in confidence and
use only for the purposes contemplated in this
Agreement:

(i) the Sponsor Confidential Information;

(ii) information which a reasonable person
would conclude is the confidential and
proprietary property of Sponsor and its affiliates
and which is disclosed by or on behalf of

Klinik Galismanin yduritilmesi sirasinda Kurum
ve/veya Sorumlu Arastirmaci veya Klinik Calismaya
katilan diger personel tarafindan elde edilen tim
olgu rapor formlari ve bir sinirlandirma olmaksizin,
yazili, basili, grafik, gérsel ve isitsel malzeme dahil
olmak tzere diger veriler ve herhangi bir
bilgisayarin veri tabaninda bulunan veya okunabilir
sekil icindeki bilgiler (“Veriler”) Destekleyici’ nin
veya vekilinin mali olacaktir ve Destekleyici bu
Verileri gecerli gizlilik ve glivenlik yasalarina ve
diizenlemelerine ve bu S6zlesmenin kosullarina tabi
olarak ve onlara uygun sekilde uygun gérecegi her
sekilde kullanilabilecektir. Klinik Calismanin
gerceklestiriimesi ile baglantil sekilde olusturulan
telif hakkina sahip olabilecek ve Verilere dahil olan
herhangi bir yapit (Bolim 7.4'te belirtildigi gibi
Sorumlu Arastirmaci tarafindan yapilan her tirla
yayin diginda) yasanin izin verdigi en genis 6lglide
“ivaz karsiligi eser yaratimi” olarak
degerlendirilecek ve miilkiyeti Destekleyici’ nin
veya vekilinin olacaktir. Kurum ve/veya Sorumlu
Arasgtirmaci Verilerin kar amagh bir kurulus igin
veya bu kurulus ile is birligi icinde yuritilen
arastirmalar desteklemek icin kullaniimasi dahil
olmak Uzere, bir patent bagvurusunda bulunulmasi
veya onay bekleyen veya gelecekteki bir patent
basvurusunu desteklemek icin Verilerin
dosyalanmasi dahil olmak Uizere Verileri gerek
kendi yararina gerek kar amach bir kurulus yararina
hicbir ticari amag icin kullanmayacaktir. Bu
paragrafin hikimleri bu S6zlesmenin
feshedilmesinden veya sona ermesinden sonra da
gecerli olacaktir.

7.2 Gizlilik

Verilerin yani sira Calisma Uriindi ile ilgili bilgiler,
Protokol, patent bagvurulan gibi Destekleyici veya
bagh kuruluslarinin faaliyetleri, formiiller, iretim
surecleri, temel bilimsel veriler, dnceki klinik
calisma verileri ve formilasyon bilgileri dahil ancak
bunlarla sinirli olmamak tzere Destekleyici veya
vekili tarafindan Kurum veya Sorumlu
Arastirmaciya veya Klinik Calismaya katilan diger
personele sadlanan ve daha 6nce yayinlanmamis
olan tiim bilgiler ("Destekleyici Gizli Bilgileri”) gizli
olarak kabul edilecek ve yalnizca Destekleyici’ nin
veya vekilinin mali olarak kalacaktir. Gerek bu
Sdzlesme stresince gerek sonrasinda Kurum ve
Sorumlu Arastirmaci asadida belirtilenlerin gizliligini
korumak igin gerekli cabayi gdsterecek ve bunlari
yalnizca bu Soézlesmede belirtilen amaglar igin
kullanacaktir:

(iv) Destekleyici Gizli Bilgileri;

(v) makul bir kisinin Destekleyici’ nin ve bagl
kuruluslarinin gizli ve 6zel miilkii olduguna karar
verecegi ve Destekleyici veya vekili tarafindan veya




Sponsor or its designee to Institution and/or
Principal Investigator; and

(iii) the Data

(iv) The preceding obligations shall not apply to
Sponsor Confidential Information, Data, or
information that falls under Section 7.2(ii):

(v) which has been published through no fault
of Institution or Principal Investigator,

(vi) which Sponsor agrees in writing, may be
used or disclosed, or

(vii) which is published in accordance with the
Publication Section (Section 7.4) of this
Agreement.

(viii) The provisions in this Section 7.2 shall
survive the termination or expiration of this
Agreement.

7.3 Registry

Prior to the initiation of enrollment, Sponsor will
have the right to publicly register protocol
summaries and site contact details from
company sponsored trials of both
investigational medicinal products and
marketed medicinal products that meet at least
one of the following criteria:

(i) required to be registered by Sponsor or one
of its affiliates pursuant to and in accordance
with applicable laws and regulations;

(ii) required by the ICMJE for studies intended
to be published in the international peer-
reviewed literature (http://www.icmje.org); or

(iii) from company sponsored trials of both
investigational and marketed medicines and
products that are adequately designed and
well-controlled, whether or not required by (i)
or (ii) of this Section above.

Registration will be to the United States
National Library of Medicine website designed
for this purpose at www.clinicaltrials.gov. In
addition, equivalent official websites and
Sponsor’s or its affiliate’s websites may be used
for registration purposes.

Any person accessing a clinical trial listing for a
clinical trial on www.clinicaltrials.gov may elect
to complete an online eligibility-screening
questionnaire made available through Sponsor
funding. For Trial Subjects screened as
potentially eligible in the Institution's and/or
Principal Investigator’s geographical area,
Principal Investigator will receive a report with
the completed screen and the Trial Subject's
contact information. Principal Investigator
agrees to follow-up on the report and to
document such follow-up in source records.

onlar adina Kuruma ve/veya Sorumlu Arastirmaciya
aciklanmis olan bilgiler ve

(vi) Veriler

Yukarida belirtilen yikimlilikler su gibi
Destekleyici Gizli Bilgileri, Veriler veya Bolim 7.2(ii)
kapsamina giren bilgiler icin gecerli olmayacaktir:
(vii) Kurumun veya Sorumlu Arastirmacinin bir
hatasi olmaksizin yayinlanmis olan,

(viii) Destekleyici’ nin kullanilabilmesini veya
aciklanmasini yazil olarak kabul ettigi veya

(ix) bu S6zlesmenin Yayin bélimiine (B6lim 7.4)
uygun sekilde yayinlanmis olan.

Bu Bolim 7.2'deki hiikiimler bu Sézlesmenin
feshedilmesinden veya sona ermesinden sonra da
gecerli olacaktir.

7.3 Sicil

Arastirmada gonilli kaydr baslatiimadan énce
Destekleyici asadidaki kistaslardan en az birisini
karsilayan hem arastirma amach tibbi Grtinler hem
pazarda bulunan tibbi trilnler icin sirket
sponsorlugundaki calismalardan protokol 6zetlerini
ve arastirma merkezi iletisim bilgilerini resmi olarak
tescil ettirme hakkina sahip olacaktir:

(i) yarurlikteki yasalar ve diizenlemeler uyarinca
ve onlara uygun sekilde Destekleyici veya bagli
kuruluslarindan birisi tarafindan tescil edilmesi
gerekmektedir;

(i) uluslararasi hakemli dergilerde yayinlanmasi
amaglanan galigmalar igin ICMJE kosuludur
(http://www.icmje.org) veya

(iii) yukaridaki (i) veya (ii) maddesi tarafindan
gerekli tutulsun veya tutulmasin, uygun sekilde
tasarlanmis ve iyi sekilde kontrol altinda tutulan
hem arastirma amacl hem pazarda bulunan ilaglar
ve Urinler {izerinde yapilan sirket sponsorlugundaki
calismalardan gelmektedir.

Tescil, bu amag icin tasarlanmis olan
www.clinicaltrials.gov adresindeki Birlesik Devletler
Ulusal Tip Kitaphdi web sitesinde
gerceklestirilecektir. Ayrica esdeder resmi web
siteleri ve Destekleyici’ nin veya bagl kuruluslarinin
web siteleri de tescil amaglari igin kullanilabilir.
www.clinicaltrials.gov adresinde bir klinik calisma
igin bir klinik calisma listesine erigen bir kisi,
Destekleyici fonu ile saglanan gevirim igi bir
uygunluk taramasi anketi doldurmayi tercih
edebilir. Kurumun ve/veya Sorumlu Arastirmacinin
cografi bolgesinde potansiyel sekilde uygun olarak
taranmig olan Calisma Gonlllleri icin Sorumlu
Arastirmaci tamamlanmis taramayi ve Calisma
Gondllisiindn iletisim bilgilerini iceren bir rapor
alacaktir. Sorumlu Arastirmaci bu raporu izlemeyi
ve sdz konusu izlemeyi kaynak kayitlarda
belgelendirmeyi kabul etmektedir.




7.4 Publication

In connection with any Data or other
information generated from the services
conducted under this Agreement by or on
behalf of the Institution or Principal
Investigator or other personnel associated with
this Clinical Trial, Sponsor or its designee shall
have the first right to publish and/or present in
public the Data of the Clinical Trial, whether
this is by means of an oral presentation at a
congress or by publication without approval
from the Institution or Principal Investigator.
Moreover, if publication of the Clinical Trial to
the peer reviewed literature has not occurred
within twelve (12) months of Clinical Trial
completion, Sponsor or its designee may post
the results of the Clinical Trial to a clinical trial
results website in the form of a Clinical Study
Report Synopsis in ICH-E-3 format, if
applicable. The Institution and Principal
Investigator shall have the right to publish the
results of the Clinical Trial and any background
information that is necessary to include in any
publication of Clinical Trial results or necessary
for other scholars to verify such Clinical Trial
results. The Institution and Principal
Investigator will include a statement that
creation of the Data was supported in part by
Sponsor or its designee.

If a particular Clinical Trial is part of a
multicenter Clinical Trial, the Institution and
Principal Investigator for such Clinical Trial shall
not publish data derived from the individual
Study Site until the combined results from the
completed Clinical Trial have been published in
a joint, multicenter publication of the Clinical
Trial results. However, if such a multicenter
publication is not submitted within eighteen
(18) months after conclusion, abandonment or
termination of the Clinical Trial at all sites, or
after Sponsor confirms there will be no
multicenter Clinical Trial publication, the
Institution and/or Principal Investigator may
publish the results from the Study Site
individually in accordance with this Section.

If Institution and/or Principal Investigator wish
to publish information from the Clinical Trial, a
copy of the manuscript must be provided to
Sponsor for review at least sixty (60) calendar
days prior to submission for publication or
presentation. Upon request, Sponsor and
Institution and/or Principal Investigator will
arrange expedited reviews for abstracts, poster
presentations or other materials, as
appropriate. Notwithstanding the foregoing, no
paper that incorporates Sponsor Confidential
Information will be submitted for publication

7.4 Yayin

Bu S6zlesme geredince Kurum veya Sorumlu
Arastirmaci veya bu Klinik Calisma ile ilgili diger
personel tarafindan veya onlar adina
gerceklestirilen hizmetlerden retilen her tirli
Veriler ve diger bilgiler ile ilgili olarak, Destekleyici
veya vekili Klinik Calismanin Verilerini Kurumdan
veya Sorumlu Arastirmacidan onay almaksizin bir
kongrede s6zlii sunum ve/veya yayinlama yolu
dahil olmak lzere kamuya agik sekilde yayinlamak
ve/veya sunmak icin ilk hakka sahip olacaktir.
Ayrica, Klinik Calismanin hakemli literatiirde
yayinlanmasi Klinik Calisma tamamlandiktan sonra
on iki (12) ay icinde gerceklesmedigi takdirde
Destekleyici veya vekili bu Klinik Calismanin
sonugclarini, gecerli ise, Klinik Calisma Rapor Ozeti
halinde ICH-E-3 formatinda bir klinik calisma
sonuglar web sitesinde yayinlayabilir. Kurum ve
Sorumlu Aragtirmaci Klinik Calisma sonuglarini ve
Klinik Calisma sonuglarinin herhangi bir yayinina
dahil edilmesi gereken veya diger bilim insanlarinin
bu Klinik Calisma sonuglarini dogrulamasi igin
gerekli olan her turll temel bilgiyi yayinlama
hakkina sahip olacaktir. Kurum ve Sorumlu
Arastirmaci, Verilerin olusturulmasinin Destekleyici
veya vekili tarafindan kismen desteklendigi
hakkinda bir beyan ekleyecektir.

Belli bir Klinik Calisma cok merkezli bir Klinik
CGalismanin bir pargasi ise, tamamlanmig Klinik
Calismadan elde edilen birlesik sonuclar Klinik
Calisma sonuglarinin birlesik, cok merkezli bir yayini
halinde yayinlanincaya kadar séz konusu Klinik
Calismanin Kurumu ve Sorumlu Arastirmacisi
muiinferit Calisma Merkezinden elde edilen verileri
yayinlayamaz. Ancak Klinik Calisma tiim
merkezlerde tamamlandiktan, terk edildikten veya
sonlandirildiktan sonra on sekiz (18) ay iginde s6z
konusu cok merkezli yayin sunulmadidi takdirde
veya Destekleyici gok merkezli Klinik Calisma yayini
yapllmayacagini dogruladiktan sonra Kurum
ve/veya Sorumlu Arastirmaci Calisma Merkezinden
elde edilen sonuglari bu Béliime uygun sekilde
munferit olarak yayinlayabilir.

Kurum ve/veya Sorumlu Arastirmaci Klinik
Calismadan elde edilen bilgileri yayinlamak istedigi
takdirde taslagin bir kopyasi yayin veya sunum
yapilmak (izere teslim edilmeden en az altmig (60)
takvim guni 6nce incelenmek lizere Destekleyici’
ye verilmek zorundadir. Talep edilmesi durumunda
Destekleyici, Kurum ve/veya Sorumlu Arastirmaci
Ozetler, poster sunumlari veya diger materyaller
igin uygun olan sekilde hizlandiriimis incelemeler
gergeklestirecektir. Yukarida belirtilenlere
bakilmaksizin Destekleyici Gizli Bilgileri iceren higbir
belge Destekleyici’ nin 6nceden yazili izni




without Sponsor’s prior written consent. If
requested in writing, Institution and/or Principal
Investigator will withhold such publication for
up to an additional sixty (60) calendar days to
allow for filing of a patent application.

7.5 Institution and Principal Investigator
warrant the compliance of all co-investigators
and other personnel involved with the Clinical
Trial with the provisions of this Section.

8. Patents

It is recognized and understood that the
inventions and technologies of Sponsor and its
affiliates, Institution and Principal Investigator
existing as of the Effective Date are their
separate property respectively and are not
affected by this Agreement. All rights to any
discovery or invention, whether patentable or
not, conceived or conceived and reduced to
practice as a result of the work conducted
under this Agreement (an “Invention”) shall
belong to Sponsor or its designee. Institution
and Principal Investigator shall promptly
disclose to Sponsor any Invention. Institution
and Principal Investigator agree to assign (and
shall cause all Clinical Trial investigators and
other personnel involved with the Clinical Trial
to assign) to Sponsor or its designee the sole
and exclusive ownership of all Inventions.
Sponsor (or its designee) shall have the right,
but not the obligation, to file, prosecute and
enforce any patents related to any Invention.
Institution and Principal Investigator shall
execute, and shall have its employees and all
Clinical Trial investigators and other personnel
involved with the Clinical Trial execute, all
documents necessary to transfer all right, title
and interest in and to any Invention to Sponsor
or its designee and shall be responsible for
performing all those activities and making all
payments and compensation for all such
Inventions made by its employees and/or
professors, as provided for under applicable
law, to permit Sponsor or its designee to own
and use all such Inventions.

Institution warrants that Principal Investigator
and all others performing services under this
Agreement are employees or agents of
Institution and are obligated to assign to
Institution all inventions and discoveries made
in the course of their employment or agency,

olmaksizin yayina sunulmayacaktir. Yazih olarak
talep edilmesi durumunda Kurum ve/veya Sorumlu
Arastirmaci patent basvurusu dosyasinin
hazirlanmasina olanak tanimak igin s6z konusu
yayini ilave altmis (60) takvim glinii siire ile
bekletecektir.

7.5 Kurum ve Sorumlu Arastirmaci tiim yardimci
arastirmacilarin ve bu Klinik Calismaya katilan diger
personelin bu Boélimin kosullarina uyacagini
garanti etmektedir.

8. Patentler

Destekleyici’ nin ve bagh kuruluslarinin, Kurumun
ve Sorumlu Arastirmacinin Yirirlik Tarihi itibari ile
mevcut olan buluslarinin ve teknolojilerinin onlarin
kendi ayr milkiyetleri oldugu ve bu S6zlesmeden
etkilenmeyecedi bilinmektedir ve kabul edilmistir.
Bu Sozlesme geredince yiritilen islerin bir sonucu
olarak akla gelen ve akla gelip uygulamaya koyulan
patent alinabilir veya alinamaz her tiirlli kesif veya
bulus (bir “Bulus”) ile ilgili tim haklar Destekleyici’
ye veya vekiline ait olacaktir. Kurum ve Sorumlu
Arastirmaci her tirli Bulusu derhal Destekleyici’ ye
aciklayacaktir. Kurum ve Sorumlu Arastirmaci tiim
Buluslarin tek ve miinhasir miilkiyetini Destekleyici’
ye veya onun vekiline temlik etmeyi kabul
etmektedir (ve tim Klinik Calisma arastirmacilarinin
ve Klinik Calismada yer alan diger personelin temlik
etmesini saglayacaklardir). Destekleyici (veya
vekili) herhangi bir Bulus ile ilgili patentler igin
basvuruda bulunma, dava agcma ve bunlari
uygulatma hakkina sahip olacak ama bunlari
yapmak igin yikumli olmayacaktir. Kurum ve
Sorumlu Arastirmaci, herhangi bir bulusla ilgili tiim
haklarin, miilkiyetin ve menfaatlerin Destekleyici’
ye veya vekiline temlik edilmesi igin gerekli tim
belgeleri imzalayacak ve tim calisanlarinin ve Klinik
Calisma arastirmacilarinin ve Klinik Calismada yer
alan diger personelin imzalamasini saglayacak ve
gecerli yasada belirtilen sekilde, Destekleyici’ nin
veya vekilinin tiim bu buluslarin sahibi olmasi ve
bunlari kullanabilmesi igin tim bu faaliyetlerin
yerine getirilmesinden ve galisanlarinin ve/veya
profesodrlerinin yaptiklari bu tiir Buluslar igin
yapilacak tim ddemelerden ve licretlerden sorumlu
olacaktir.

Kurum, bu Sézlesme altinda hizmet gergeklestiren
Sorumlu Arastirmacinin ve diger herkesin Kurumun
calisanlar veya temsilcileri oldugunu ve istihdam
veya temsilcilik stireleri boyunca yapilan tim
buluslar ve kesifleri yazili s6zlesme veya kendi




either by written agreement or by the terms of
their employment.

The provisions in this Section shall survive the
termination or expiration of this Agreement.

9. Compensation

9.1 The budget for this Clinical Trial has been
reviewed and approved by the appropriate
ethics committee and the Turkish Ministry of
Health. The budget and compensation to be
paid for the Clinical Trial is contained in Exhibit
[B]. Payment shall be due and payable in
accordance with the schedule set forth in
Exhibit [B].

9.2 The parties acknowledge and agree that
the compensation and support provided by
Sponsor to Institution/Principal Investigator
pursuant to this Agreement represents the fair
market value for the research services
conducted by Institution and Principal
Investigator, has been negotiated in an arms-
length transaction, and has not been
determined in a manner that takes into account
the volume or value of any referrals or other
business otherwise generated between Sponsor
and its affiliates and Institution or Principal
Investigator. Nothing contained in this
Agreement shall be construed in any manner as
an obligation or inducement for the Institution
or Principal Investigator to recommend that any
person or entity purchase Sponsor’s products or
those of any entity affiliated with Sponsor.

9.3 Institution shall not bill any third party for
any Study Product or other items or services
furnished by Sponsor in connection with the
Clinical Trial, or any services provided to Trial
Subjects in connection with the Clinical Trial for
which payment is made as part of the Clinical
Trial.

10. Indemnification

10.1 Sponsor shall defend, indemnify and hold
harmless Institution and its managers and
employees (including the Principal Investigator
and co-investigators) from any and all losses,
costs, expenses, liabilities, claims, actions and
damages, based on a personal injury to a Trial
Subject directly caused by use of the Study
Product in accordance with the Protocol during
the course of the Clinical Trial.

10.2 Sponsor shall not be liable for any damage
or claim that may arise out of the willful,
reckless, or negligent acts or omissions, or

istihdam kosullar vasitasi ile Kuruma temlik
etmeye mecbur olduklarini garanti etmektedir.

Bu Bolimdeki hiikiimler bu Sézlesmenin
feshedilmesinden veya sona ermesinden sonra da
gecerli olacaktir.

9. Ucret

9.1 Bu Klinik Calismanin btgesi ilgili etik kurul ve
Turkiye Cumhuriyeti Saglik Bakanhgi tarafindan
incelenmis ve onaylanmistir. Klinik Calismanin
biitgesi ve 6denecek olan licret Ek [B]'de
bulunmaktadir. Odeme Ek [B]'de belirtilen
cizelgeye uygun sekilde tahakkuk edecek ve
Odenecektir.

9.2 Taraflar, Destekleyici tarafindan bu Sézlesme
uyarinca Kuruma/Sorumlu Arastirmaciya saglanan
licretin ve destegin Kurum ve Sorumlu Arastirmaci
tarafindan yuritilen arastirma hizmetleri igin
gecerli ve adil piyasa dederini temsil ettigini,
mesafeli ticari islemler cergevesinde gorisiildigini
ve Destekleyici ve bagh kuruluslar ile Kurum veya
Sorumlu Arastirmaci arasinda baska bir sekilde
gerceklesmis diger yonlendirmelerin veya islerin
hacmini veya dederini dikkate alan bir sekilde
belirlenmedigini beyan ve kabul etmektedir. Bu
Sozlesmedeki hicbir sey Kurumun veya Sorumlu
Arastirmacinin herhangi bir kisiye veya kurulusa
Destekleyici’ nin veya Destekleyici’ ye badli
kuruluslarin Grinlerini satin almalarini énermesi igin
bir yikumlilik veya tesvik olarak
yorumlanmayacaktir.

9.3 Kurum bu Klinik Calisma ile ilgili sekilde
Destekleyici tarafindan saglanan higbir Calisma
Uriinii veya bagka 6geler veya hizmetler icin veya
Arastirma Gondillilerine bu Klinik Calisma ile ilgili
sekilde verilmis ve édemesi bu Klinik Calismanin bir
parcasl olarak yapilmig olan hicbir hizmet icin hicbir
Uclinci tarafa fatura kesmeyecektir.

10. Tazmin Etme

10.1 Destekleyici, bu Klinik Calismanin akisi
sirasinda dogrudan dogruya Arastirma Uriintiniin
Protokole uygun sekilde kullanilmasindan
kaynaklanan sekilde bir Arastirma Gonulllstnin
ugradidi kisisel yaralanma temelindeki tim
kayiplara, maliyetlere, giderlere, ylikimldliklere,
hak taleplerine, davalara ve hasarlara karsi
Kurumu, yoéneticilerini ve ¢alisanlarini (Sorumlu
Arastirmaci ve yardima arastirmacilar dahil)
savunacak, tazmin edecek ve zarara ugramalarini
Onleyecektir.

10.2 Destekleyici, Sorumlu Arastirmaci ve diger
Kurum personelinin kasitl, dikkatsiz veya ihmalkar
davraniglardan, malpraktis eylemlerinden veya




professional malpractice of t Principal
Investigator or other Institution personnel.

10.3 The obligation of the indemnifying party
hereunder shall apply only if the other party
provides prompt notification upon receipt of
notice of any claim or suit, permits the
indemnifying party and its attorneys and
personnel to handle and control the defense of
such claims or suits, including pretrial, trial or
settlement, and the indemnified party fully
cooperates and assists in such defense,
provided that the indemnifying party shall not
be relieved of its obligations hereunder if the
indemnified party’s failure to notify the
indemnifying party does not prejudice the
defense of such claim. The indemnified party
further agrees that it will not settle or
compromise any such claim or suit without the
prior written consent of the indemnifying party.

11. Insurance
11.1 Institution and Principal Investigator shall
secure and maintain in full force and effect
through the performance of the Clinical Trial
(and following termination of the Clinical Trial
to cover any claims arising from the Clinical
Trial) insurance coverage for:

I. medical professional and/or medical
malpractice liability; and

I1. general liability.

11.2 Sponsor shall provide the insurances as
required by the Clinical Trial Regulation of
Turkey. Meanwhile, Institution and/or Principal
Investigator shall provide the insurances that
they are required to make under the legislation,
such as compulsory liability insurance, and they
should make sure that those will remain valid
during the period of Clinical Trial.

Upon request, each party required to maintain
insurance pursuant to this Agreement shall
provide the other party with certificates of
insurance evidencing the required insurance
coverage.

12. Financial Disclosure - Conflict of
Interest — Debarment

12.1 Institution and Principal Investigator agree
to provide all information to .... Sponsor
necessary to comply with any disclosure
requirements mandated by any competent
health authority (including, if applicable, the US
FDA), relevant trade association or similar
body, or other applicable national or local laws,
including any information required to be
disclosed in connection with any financial
relationship between Sponsor
affiliates and agents of the

kusurlardan dogabilecek zarar ve taleplerden
sorumlu olmayacaktir.

10.3 Givence veren tarafin bu belgede belirtilen
yukimliligi yalnizeca diger tarafin herhangi bir
dava bildirimi aldiktan sonra bunu derhal tazmin
eden tarafa bildirmesi, tazmin eden tarafin ve
avukatlarinin ve personelinin durusma dncesinde,
durusma sirasinda ve uzlasma dahil olmak (izere bu
tur hak taleplerine ve davalara kargl savunmayi
gercgeklestirmelerine ve kontrol etmelerine olanak
tanimasi ve tazmin eden tarafin bu tiir
savunmalara tam bir is birligi ile destek olmasi
durumunda gegerlidir ve tazmin edilen tarafin
tazmin eden tarafa bildirim yapmamasi, bu talebin
savunmasini etkilemez ise tazmin eden taraf bu
belgedeki yukamlaliklerinden kurtulamayacaktir.
Glivence alan taraf ayrica bu tir herhangi bir hak
talebi veya davada tazmin eden tarafin 6nceden
yazil rizasi olmaksizin anlasmaya veya uzlasmaya
varmayacadini da kabul etmektedir.

11. Sigorta

11.1 Kurum ve Sorumlu Arastirmaci Klinik
Calismanin yuritildigi stre boyunca (ve Klinik
Calismadan kaynaklanan herhangi bir talebi
kapsamak igin Klinik Calismanin sona ermesinden
sonra) sunlar icin sigorta teminati saglayacak ve
tamamen gecerli sekilde tutacaktir:

I. tibbi mesleki ve/veya tibbi yanlis uygulama
yUkumlilaga ve

I1. genel sorumluluk.

11.2 Destekleyici, Ilac ve Biyolojik Uriinlerin Klinik
Arastirmalari Hakkinda Yénetmelik uyarinca gerekli
sigortalar yaptiracaktir. Kurum ve/veya Sorumlu
Arastirici da mesleki mesuliyet sigortasi gibi
kendilerinin yaptirmakla ylkimli olduklari
sigortalari Klinik yaptiracak ve Klinik Arastirma
surecince gegerli olmasini teyit edecektir.

Istek tizerine, bu Sézlesme uyarinca sigorta
saglamasi gereken her taraf diger tarafa gerekli
sigorta teminatini kanitlayan sigorta sertifikalari
sadlayacaktir.

12. Mali Beyan — Cikar Catismasi — Men Etme

12.1 Kurum ve Sorumlu Arastirmaci, bir yandan
Destekleyici ve bagh kuruluslari ile
.Destekleyici gurubu sirketlerinin temsilcileri
arasindaki ve diger yandan Kurum/Sorumlu
Arastirmaci/Klinik Calismada yer alan yardimci
arastirmacilar/Kurumun veya Sorumlu
Arastirmacinin diger herhangi bir temsilcisi veya
calisani arasindaki mali iligkiler ile baglantili olarak
aciklanmasi gereken her tirld bilgi dahil olmak
Uzere, herhangi bir yetkili saghk makami (gegerli
ise ABD Food and Drug Administration dahil), ilgili




............ group of companies on one hand, and
on the other hand, Institution/Principal
Investigator/any co-investigator involved in the
Clinical Trial/any other agent or employee of
Institution or Principal Investigator.

Value Transfers

In accordance with Article 11 of the Turkish
Regulation on Promotional Activities of Human
Medicinal Products dated July 3, 2015,
Institution and Principal Investigator hereby
consent and declare that Sponsor is authorized
to gather the data related to the transfers of
value exceeding the 10% of the minimum gross
salary and disclose such data and the transfers
of value provided for within the scope of the
Agreement to the Turkish Ministry of Health
within the first six (6) months of the following
year.

Parties accept and agree that the value
transfers between Sponsor and
Institution/Principal Investigator pertaining to a
calendar year and all other relevant information
will be reported to the Turkish health
authorities during the next calendar year based
on the choices made by the parties on the
value transfer consent forms. If no choice has
been made by the person in the value transfer
form, then the last available choice for such
person in Sponsor records will be used as basis.
The Transfer of Value Consent Form to be
completed by Institution and/or Principal
Investigator is hereby attached as Exhibit D.
Detailed information in relation to transfers of
value can be accessed through a trusted
website of Sponsor Medical Cloud (Value
Transfer section)
[https://www.medicalcloud.Sponsor.com.tr/myt
ov-services]. It is possible to change the
already declared reporting related choices
through this website.

Institution and Principal Investigator
understand and agree that in case the
Institution’s or Principal Investigator’s consent
to the disclosure of transfers of value to the
Turkish Ministry of Health as set forth under
this Agreement and Exhibit C is withdrawn,
Institution and/or Principal Investigator shall no
longer be eligible for participation in the Clinical
Trial.

meslek odalari veya benzer kuruluglar veya diger
gegerli ulusal veya yerel yasalar tarafindan zorunlu
tutulan her tirlt beyan talebine uyulmasi igin
gerekli olan tiim bilgileri Destekleyici’ ye sadlamayi
kabul etmektedir.

Deger Aktarimlari

Tiirkiye'de 3 Temmuz 2015 tarihli Beseri Tibbi
Uriinlerin Tanitim Faaliyetleri Hakkinda
Yonetmelikteki Madde 11'e uygun sekilde,
Destekleyici’ nin briit maasin %10’unu gecen deder
aktarimlar ile ilgili olarak veri toplama ve s6z
konusu verileri ve Sozlesme kapsaminda saglanan
deder aktarimlarini bir sonraki yilin ilk alti (6) ayi
icinde Tirkiye Saglik Bakanlidina agiklama yetkisine
sahip oldugunu Kurum ve Sorumlu Arastirmaci bu
belge ile onaylamakta ve beyan etmektedir.

Taraflar kabul etmekte ve anlasmaya varmaktadir
ki Destekleyici ile Kurum/Sorumlu Arastirmaci
arasinda bir takvim yilina iliskin olan deger
aktarimlari ve diger tim ilgili bilgiler Tirkiye saghk
makamlarina izleyen takvim yili sirasinda deger
aktarimi onay formlarinda taraflarca yapilan
tercihler temelinde rapor edilecektir. Deger
aktarimi formunda kisi tarafindan bir tercih
yapilmamis olmasi durumunda s6z konusu kisi igin
Destekleyici kayitlarinda mevcut olan en son tercih
temel olarak kullanilacaktir. Kurum ve/veya
Sorumlu Arastirmaci tarafindan doldurulmasi
gereken Deder Aktarimi Onay Formu bu belgeye Ek
C olarak eklenmistir.

Deger aktarimlari ile ilgili ayrintili bilgilere glvenilir
Destekleyici Tibbi Bulut web sitesi vasitasi ile
erisilebilir (Deder Aktarimi bolimii)
[https://www.medicalcloud.Destekleyici.com.tr/myt
ov-services]. Rapor etme ile ilgili olarak beyan
edilmis olan tercihler web sitesi vasitasi ile
degistirilebilir.

Kurum ve Sorumlu Arastirmaci anlamakta ve kabul
etmektedir ki bu S6zlesme ve Ek C uyarinca
belirtilen sekilde Kurumun veya Sorumlu
Arastirmacinin deder aktarimlarinin Tiirk Saghk
Bakanligina agiklanmasi onayinin geri gekilmesi
durumunda Kurum ve/veya Sorumlu Arastirmaci
Klinik Calismaya katilmak igin artik yeterlilige sahip
olmayacaktir.




The consent hereby given with the duly
executed Transfer of Value Consent Form under
Exhibit C for the disclosure of the Transfers of
Value to the Turkish Ministry of Health may not
be withdrawn after the relevant transfers of
value have been realized.

Sponsor may disclose the information such as,
the Principal Investigator and/or Institution’s
name/surname, address, TR ID/tax number,
city of registration, e-mail address, phone
number and the kind and amount of the
transfers of value made to the Principal
Investigator and/or Institution in accordance
with the required information as outlined in the
Guidelines Published by the Turkish Ministry of
Health on 06 June 2017 and as may be
required by the Turkish Ministry of Health in
order to fulfil its legal obligations.

This disclosure requirement may require
disclosure of information involving immediate
family members of those involved in the Clinical
Trial.

12.2 If permitted by local laws, regulations and
Principal Investigator’s and Institution’s
contractual obligations, Principal Investigator
and Institution shall notify Sponsor if Principal
Investigator attains a position to influence
purchasing decisions and/or regulatory
decisions of a government entity or a health-
care-related institution owned or substantially
controlled by a government or public body
regarding Sponsor’s products and Trial. Such
purchasing decisions may relate, for instance,
to tenders issued by health authorities or
decisions of formulary committees of public
hospitals. Regulatory decisions may relate to
marketing authorization, reimbursement
commission(s) and/or Ethics Committee. In
case of such notification by Principal
Investigator and Institution, Sponsor has the
right to terminate this Agreement with
immediate effect by written notice in
accordance with the provision of 2 (Term and
Termination) of this Agreement. Where such
notification to Sponsor is not permitted by local
laws, regulations or Principal Investigator and
Institution’s contractual obligations, Principal
Investigator and Institution shall notify the
purchase decision-maker in said government
entity, institution or hospital of financial
relationship with Sponsor before any
purchasing decision is made.

12.3 Without prejudice to provision of 14 of this
Agreement, The Principal Investigator and
Institution agree that Sponsor may disclose the
existence and contents of this Agreement to
the relevant professional organization and/or
employer and/or relevant institution or

Deder Aktarimlarinin Tlrk Saglik Bakanhdina
aciklanmasi icin Ek C'de usuliince imzalanmis
Deder Aktarimi Onay Formu ile bu belgede verilen
onay ilgili deder aktarimlari gergeklestikten sonra
geri cekilemez.

Destekleyici Turkiye Saglik Bakanlidi tarafindan 06
Haziran 2017 tarihinde Yayinlanan Kilavuzda
Ozetlenen gerekli bilgilere uygun olarak ve Tirkiye
Saglik Bakanhdi tarafindan gerekli tutulabilecek
sekilde yasal yiikiimliliiklerini yerine getirmesi igin
Kurumun ve/veya Sorumlu Arastirmacinin
adi/soyadi, adresi, Tirkiye Kimlik/vergi numarasi,
tescil kenti, e-posta adresi, telefon numarasi ve
Kuruma ve/veya Sorumlu Arastirmaciya yapilan
deder aktarimlarinin tlri ve tutan gibi bilgileri
aciklayabilir.

Bu aciklama gerekliligi Klinik Calismaya katilan
kisilerin aile bireylerini iceren bilgilerin
aciklanmasini gerektirebilir.

12.2 Sorumlu Arastirmacinin bir devlet kurulusuna
veya kamu kurumuna ait olan veya onlar
tarafindan kontrol edilen bir devlet kurulusunun
veya saglik hizmeti kurumunun Destekleyici
drdnlerine ve Galismaya iliskin satin alma
kararlarini ve/veya idari kararlarini etkileyecek bir
konuma gelmesi durumunda, yerel yasalar,
diizenlemeler ve Sorumlu Arastirmacinin ve
Kurumun s6zlesme yiikiimlilikleri izin verdigi
takdirde Sorumlu Arastirmaci ve Kurum
Destekleyici’ ye bu konuda bildirim verecektir. S6z
konusu satin alma kararlar 6rnegin saglhk
makamlari tarafindan agilan ihaleler veya devlet
hastanelerinin ilag rehberi komitelerinin kararlarina
iliskin olabilir. Idari kararlar pazarlama yetkisi, geri
O6deme komisyonlari ve/veya Etik Kurul ile ilgili
olabilir. Sorumlu Arastirmacinin ve Kurumun bdyle
bir bildirimde bulunmasi durumunda Destekleyici
yazili bildirim ile bu Sézlesmeyi derhal etkili olmak
Uzere bu Sdzlesmedeki Madde 2'ye (Sire ve Fesih)
uygun sekilde feshetme hakkina sahiptir. Yerel
yasalar, diizenlemeler ve Sorumlu Arastirmacinin
ve Kurumun sézlesme yikamlulikleri Destekleyici’
ye soz konusu bildirimin yapilmasina izin vermedigi
takdirde Sorumlu Arastirmaci ve Kurum bir satin
alma karar verilmeden 6nce ilgili devlet
kurumunda, kurulusta veya hastanede satin alma
kararini verecek olan kisiyi Destekleyici ile
aralarindaki mali iliski hakkinda bilgilendirecektir.

12.3 Bu Sdzlesmenin 14. hikmuine bir halel
gelmeksizin, Sorumlu Aragtirmaci ve Kurum,
yasalarin gerektirdigi durumlarda, Destekleyici’ nin
bu S6zlesmenin varlidini ve igerigini ilgili meslek
kurulusuna ve/veya isverene ve/veya ilgili kuruma




government entities, in case it is required by
laws.

Institution and Principal Investigator confirm
that there is no conflict of interest between
parties that would inhibit or affect Institution
and/or Principal Investigator’s performance
under this Agreement and confirm that their
performance under this Agreement does not
violate any other agreement with third parties.
Institution and Principal Investigator will
promptly inform Sponsor if any conflict of
interest arises during the performance of this
Agreement.

12.4 In assuming contractual obligations to
Sponsor, Principal Investigator and Institution
agree that financial ties between healthcare
professionals and industry may create conflicts
of interest, which must be identified and
resolved to preserve the public’s trust by
ensuring the independence of professional
judgment and the integrity of educational and
research endeavors. It is the policy of Sponsor
to verify that healthcare professionals who
receive funding from or provide services to
Sponsor abide with any applicable conflict of
interest policies. Principal Investigator and
Institution hereby agree and declare that no
conflict of interest policies apply to them or
they have complied and will continue to comply
fully with all applicable conflicts of interest
requirements (e.g., approval, disclosure or
reporting requirements, compensation or other
limits on outside research, or reporting of
compensation) imposed by all institutions
whose internal rules and policies apply to them.
12.5 Principal Investigator confirms he/she:

(i) is not debarred by a competent health
authority (including, if applicable, the US FDA);
and

(ii) has not been sentenced for malpractice
related to the conduct of clinical trials.

Institution and Principal Investigator shall not
employ, contract with or retain any person
directly or indirectly to perform services under
this Agreement if such a person

1. is debarred by a competent health authority
(including, if applicable, the US FDA) or

2. has been sentenced for malpractice related
to the conduct of clinical trials.

veya resmi kuruluslara aciklayabilecegini kabul
etmektedir.

Kurum ve Sorumlu Arastirmaci, taraflar arasinda
Kurumun ve/veya Sorumlu Arastirmacinin bu
Sozlesme uyarinca faaliyetlerini engelleyecek veya
etkileyecek hicbir cikar catismasi olmadigini teyit
etmekte ve bu Sézlesme uyarinca faaliyetlerinin
Uglincl taraflar ile olan herhangi bir bagka
sozlesmeyi ihlal etmedigini teyit etmektedir. Kurum
ve Sorumlu Arastirmaci, bu Sézlesmenin yerine
getirilmesi sirasinda herhangi bir gikar gatismasi
ortaya ¢cikmasi durumunda bunu derhal
Destekleyici’ ye bildirecektir.

12.4 Sorumlu Arastirmaci ve Kurum Destekleyici’ ye
karsi olan s6zlesme yukimluliklerini Ustlenirken,
sadlik hizmeti uzmanlar ile sekt6r arasindaki mali
iliskilerin cikar catismalarina neden olabilecegini ve
mesleki muhakemenin bagimsizligi ve egitim ve
arastirma girisimlerinin diristliga temin edilerek
kamu glveninin korunmasi icin ¢ikar catismalarinin
belirlenmesi ve ¢oziimlenmesi gerektigini kabul
etmektedir. Destekleyici‘den fon alan veya
Destekleyici’ ye hizmetler saglayan saglik hizmeti
uzmanlarinin gegerli tim c¢ikar gatismasi
politikalarina uyduklarini teyit etmek Destekleyici’
nin politikasidir. Sorumlu Arastirmaci ve Kurum,
kendileri igin higbir cikar catismasi politikasinin
gegerli olmadigini veya i¢ kurallari ve politikalar
kendileri igin gegerli olan tim kurumlara ait gecerli
tim cikar catismasi gerekliliklerine (6rnegin
onaylama, agiklama veya rapor etme gereklilikleri,
disarida yapilacak arastirmalar igin Uicret veya diger
sinirlandirmalar veya (icretin rapor edilmesi) tam
olarak uyduklarini ve uymaya devam edeceklerini
bu belge ile kabul ve beyan etmektedir.

12.5 Sorumlu Arastirmaci

(i) yetkin bir saglk kurumu (gegerli durumda, ABD
FDA dahil) tarafindan engellenmedigini ve

(i) klinik calismalarin yiritilmesiyle ilgili gorevi
kétliye kullanmaktan cezaya carptiriimadigini
onaylar.

Kurum ve Sorumlu Arastirmaci bu Sézlesme altinda
hizmetler yerine getirmesi icin Sorumlu Arastirmaci
dahil olmak lizere agagidaki gibi olan higbir kisiyi
ise almayacak, bu kisi ile s6zlesme yapmayacak
veya bu kisiyi tutmayacaktir:

1. yetkili bir saglik makami (gegerli ise ABD Food
and Drug Administration dahil) tarafindan
menedilmis veya

2. klinik galigmalarin yiratilmesi ile ilgili olarak
yanlis uygulama nedeni ile ceza almis.




Upon written request from Sponsor, Institution
and Principal Investigator shall, within ten (10)
calendar days, provide written confirmation
that it has complied with the foregoing
obligation. This shall be an ongoing
representation and warranty during the term of
this Agreement and Institution and Principal
Investigator shall immediately notify Sponsor of
any change in the status of the representation
and warranty set forth in this Section.

13. Independent Contractor

Institution and Principal Investigator are acting
in the capacity of independent contractors
under this Agreement and not as employees or
agents of Sponsor.

14. Publicity

None of the parties shall use the name of any
other party or any other affiliate for
promotional purposes without the prior written
consent of the party whose name is proposed
to be used, nor shall either party disclose the
existence or substance of this Agreement
except as required by law.

15. Notice

Any notices given hereunder shall be sent by
first class mail, by fax or personally delivered,
with postage prepaid, as follows:

TO: weies e Sponsor
Attention: ......ooev i

TO: [eereieeennnn. University-............... ,

Medical Faculty

TO: Prof. Dr. .oovvevves cccivveiiee cnvennns -
University, Medical Faculty,
Department of ...............

16. Assignment

Sponsor shall have the right to assign this
Agreement to any of if its affiliates, and in
addition, Sponsor may assign this Agreement to
any third party. In the event of such an
assignment, Sponsor shall use reasonable
efforts to provide prior written notice to
Institution. Neither Institution nor Principal
Investigator shall assign its rights or duties
under this Agreement to another without prior
written consent of Sponsor. Any assignment in
violation of this Section 16 shall be considered
null and void. Subject to the foregoing, this
Agreement shall bind and inure to the benefit
of the respective parties and their successors
and assigns.

17. Miscellaneous

17.1 This Agreement may not be altered,
amended or modified except by written
document signed by the parties.

Destekleyici’ nin yazili talebi izerine Kurum ve
Sorumlu Arastirmaci on (10) takvim gilini iginde
yukarida belirtilen yukimliligu yerine getirdigini
belirten yazil bir teyit génderecektir. Bu, bu
Sozlesme stiresi boyunca strekli bir taahhit ve
teminat olacaktir ve Kurum ve Sorumlu Arastirmaci
bu Boliimde belirtilen bu taahhiidiin ve teminatin
durumundaki her tiirli degisikligi derhal
Destekleyici’ ye bildirecektir.

13. Bagimsiz Yiiklenici

Kurum ve Sorumlu Arastirmaci bu Sézlesme altinda
Destekleyici’ nin calisanlan veya temsilcileri olarak
degil bagimsiz yiklenici sifati ile hareket
etmektedir.

14. Tanitim

Taraflarin higbiri, dider higbir tarafin veya diger
hicbir bagh kurulusun adini adi kullanilmasi 6nerilen
tarafin dnceden yazil izni olmaksizin promosyon
amaglari ile kullanamaz ve ayrica higbir taraf
yasanin zorunlu kilmasi disinda bu Sézlesmenin
varlidini veya icerigini agiklayamaz.

15. Bildirim

Bu belge uyarinca verilen her tiirli bildirim posta
licreti 6denmis olarak birinci sinif posta, faks veya
kisisel teslim yolu ile asadidaki sekilde
gonderilecektir:

KIME: ....... Destekleyici ......

Dikkating: ....ccccev evviiiier ceeveienn,

KIME: [.ocoeiveereeenen, Universitesi, ............... Tip
Fakiiltesi]

KIME: Prof. DI. ..cccvvees covvvreees coeeeneens ) e
Tip Faklltesi, ....cooovvvevnnrens Anabilim Dali

16. Temlik

Destekleyici bu Sézlesmeyi herhangi bir bagl
kurulusuna temlik etme hakkina sahip olacaktir ve
ayrica Destekleyici bu S6zlesmeyi herhangi bir
Uclinci tarafa temlik edebilir. Boyle bir temlik
durumunda Destekleyici Kuruma dnceden yazili
bildirimde bulunmak icin makul bir caba
gosterecektir. Ne Kurum ne de Sorumlu Arastirmaci
bu Sézlesme altindaki haklarini veya gorevlerini
Destekleyici’ nin dnceden yazili izni olmaksizin
baskasina temlik etmeyecektir. Bu Bolim 16°yi ihlal
eden herhangi bir temlik gegersiz sayilacaktir. Bu
Sdzlesme yukarida belirtilenlere tabi olarak ilgili
taraflar ve kendi ardillari ve devir alanlari igin
baglayici olacak ve onlarin lehine hiikiim ifade
edecektir.

17. Cesitli

17.1 Bu Sozlesme taraflarca imzalanmig yazil belge
disinda degistirilemez, diizeltilemez veya tadil
edilemez.




17.2 If any of the provisions of this Agreement
conflicts with any provision of the Protocol, the
Protocol takes precedence on matters of
medicine, science and conduct of the Clinical
Trial. This Agreement takes precedence in any
other conflicts.

17.3 If any of the provisions defined under the
Exhibits conflicts with any of the provisions of
this Agreement, the terms of the Exhibits will
take precedence.

17.4 If any part of this Agreement is found to
be unenforceable, the rest of this Agreement
will remain in effect.

17.5 This Agreement constitutes the complete
agreement of the parties with respect to the
subject matter hereof. The Exhibits form an
integral part of the Agreement. It expressly
supersedes any prior or contemporaneous oral
or written representations or agreements.

17.6 The following provisions and any other
term or condition which by its nature is clearly
intended to survive the termination or
expiration of this Agreement will survive the
termination or expiration of this Agreement:
1.6,5,6,7, 8,10, 11, 12, 14, 16 and 17.

The language of the Agreement is Turkish. The
English text has been prepared as the Sponsor
is @ member of a global group. If any conflict
occurs between the two texts, the Turkish text
shall prevail.

18. Controlling Law

In the event of any dispute arising between the
parties in relation to the terms of this
Agreement, the parties shall use their best
endeavors to resolve the matter on an amicable
basis. This Agreement shall be governed by and
shall be construed in accordance with Turkish
Law, without regard to any conflicts of law’s
provisions. The parties’ consent to the Courts
and Execution Offices of Istanbul (Central) for
the resolution of all disputes or controversies
between the parties hereto that parties are
unable to settle amicably.

IN WITNESS WHEREOF, the parties hereto
have caused this Agreement to be executed by
their duly authorized representatives as of the
Effective Date.

This Agreement is executed by the Parties as ...
(in writing) number of original copy/copies.

Sponsor
Signature/Imza

Date/Tarih

Name/isim

17.2 Bu Sdzlesmenin hiikiimlerinden herhangi birisi
Protokoliin hikimlerinden herhangi birisi ile
celistigi takdirde tip, bilim ve Klinik Calismanin
yuritilmesi ile ilgili konularda Protokol dncelik
tasir. Dider her tiir uyusmazlikta Sézlesme 6ncelik
tasir.

17.3 Eklerde tanimlanan hiikiimlerden herhangi
birisi bu S6zlesmenin hiikiimlerinden herhangi biri
ile celistigi takdirde Eklerdeki kosullar dncelik
tasiyacaktir.

17.4 Bu Sozlesmenin herhangi bir bélimi
uygulanamaz bulundugu takdirde bu S6zlesmenin
kalan bolimi yarirliikte kalacaktir.

17.5 Bu Sozlesme burada belirtilen ana konu
baglaminda taraflar arasindaki tiim anlasmayi
olusturmaktadir. Ekler S6zlesmenin ayrilmaz bir
pargasini olusturur. Her tirli 6nceki veya
eszamanl s6zli veya yazili taahhidin veya
anlasmanin acik sekilde yerine gegmektedir.

17.6 Asadidaki maddeler ve bu Sézlesmenin
feshinden ve sona ermesinden sonra da gegerli
olmasi &zelligi geregdince agik sekilde amaglanan
diger herhangi bir hiikiim veya kosul bu
Sozlesmenin feshinden veya sona ermesinden
sonra da gegerli olmaya devam edecektir: 1.6, 5,
6,7,8,10, 11,12, 14, 16 ve 17.

17.7 Sbézlesme'nin dili Tiirkge olup, Ingilizce metin
Destekleyici’ nin global bir grubun mensubu olmasi
sebebiyle olusturulmustur. Her iki metin arasinda
bir celiski olmasi halinde, Tiirkge metin esas
alinacaktir

18. Hakim Hukuk

Taraflar arasinda bu Sozlesmenin kosullari ile ilgili
herhangi bir anlasmazlik gikmasi durumunda
taraflar bu konuyu dostane bir temelde
¢oziimlemek igin ellerinden gelen cabayi
gostereceklerdir. Bu Stzlesme hukuklar geligkileri
hikimlerine bakilmaksizin Tirk Hukuku tarafindan
diizenlenecek ve ona goére yorumlanacaktir.
Taraflar, bu belgenin taraflari arasinda dostane
olarak ¢6ziime ulastiramadiklari tim
anlasmazliklarin veya uyusmazliklarin
¢dziimlenmesi icin Istanbul Mahkemelerini ve Icra
Dairelerini (Merkez) kabul etmektedir.

BUNA TANIKLIK EDEREK, bu belgenin taraflari
bu Anlagsmanin usuliince yetki verilmis kendi
temsilcileri tarafindan Gegerlilik Tarihi itibari ile
imzalanmasini saglamistir.

Bu Sozlesme Taraflarca ... (yaz ile) adet asil kopya
halinde imzalanmistir.

Destekleyici
Signature/Imza

Date/Tarih

Name/isim




Department/Departman Title/Unvan
Department/Departman
............ Sponsor ...... «..... ....... Destekleyici ......
Signature/Imza Signature/Imza
Date/Tarih Date/Tarih
Name/Isim Name/Isim
Title/Unvan Title/Unvan
Department/Departman Department/Departman
............... UNIVErSity = ccsrisenrrnsy sosensrsssnnees | sesssssssssnssssssssssses UNIVEISIEESH, wuverrvvansrssnnsnnses
Medical Faculty Tip Fakiiltesi
Signature/Imza Signature/Imza
Date/Tarih Date/Tarih
Name/Isim Name/Isim
Title/Unvan Title/Unvan
Department/Departman Department/Departman
Prof. Dr. cicocee srcssrssssinnnss srsssssnnsssennsssnnns o T B
Signature/Imza Signature/Imza
Date/Tarih Date/Tarih
Name/isim Name/isim
Title/Unvan Title/Unvan
Department/Departman Department/Departman
I hereby; I hereby;
() give consent /izin Veriyorum () give consent /izin Veriyorum
() don't give consent /izin Vermiyorum () don't give consent /izin Vermiyorum
To .... Sponsor ...... to process my personal
data for the purpose of being contacted for - S o
) . e : . Kisisel verilerimin, Destekleyici’ nin Griin ve
other future studies or investigations in which I |, . - . .
. . ) hizmetlerinin taniiminin yapilabilmesi amaciyla
may be involved promoting .... Sponsor ...... S . . .
. . Destekleyici tarafindan islenmesine ve bu amagla
products and services and also for this purpose . . )
- P .Destekleyici ...... Services Inc. dahil olmak
to be shared with .... Sponsor ...... s (izere istirakleri ile pavlasimasina:
subsidiaries including ...... ...... Sponsor ...... 3 paylas !
...... Services Inc. )
Signature/Imza Signature/Imza
Date /Tarih Date /Tarih
[insert name] /Ad belirtiniz [insert name] /Ad belirtiniz
[insert title and department]/Unvan/Bdlim [insert title and department]/Unvan/Bdlim




Exhibit A — Protocol and its subsequent
amendments

Exhibit B — Financial Provisions

Exhibit C — Turkish Ministry of Health Transfers
of Value Consent Form

Exhibit D — Data Protection Protocol

EXHIBIT A — Protocol and its subsequent
amendments by reference only; (page
intentionally left blank)

Exhibit B — Financial Provisions

Pursuant to Section 9 of the above Agreement,
the parties agree on the following financial
terms:

Payments will directly be done to Revolving
Fund.

The Research Project will be presented by
calculating the Total Budget in the Subtotals
below.

Health Services Budget (Total healthcare costs
to be made to volunteers)

Researcher's Budget (At least 30% of the Total
Health Service Budget)

Clinical Research Center Budget (5% of Total
Health Service Budget)

Foreign Service Purchases Budget (Conditional
Donation)

Goods and Consumables Purchase Budget
(Conditional Donation)

TOTAL BUDGET: ....ovssevessssssusssssssusssssnsnnsn

The sponsor plans the prices and budget of the
health services planned to be carried out in the
research by agreeing with the relevant health
facility specifically for the research, not less
than the Health Services Clinical Research
Studies Price List.

Sponsor plans a budget of not less than 30% of
the total healthcare budget in the calculation of
the researcher's budget, which the academic
staff who will take part in the research can
receive as an additional payment fee within the
scope of income generating activity. The
sponsor agrees that if the application receives
approval from the clinical research center
within the scope of R&D, additional payment
will be made to the researchers according to
the service participation payroll with a 15%
income tax deduction of the planned
researcher's share budget. In the event that

Ek A — Protokol ve sonraki degisiklikleri

Ek B — Mali Hikimler

Ek C — Tirkiye Saglik Bakanligi Deder Aktarimlari
Riza Beyani
Ek D — Veri Koruma Protokol

EK A — Yalnizca referans yolu ile Protokol ve
sonraki degdisiklikleri; (sayfa bilinerek bos
birakilmigtir)

EK B — Finansal Kosullar

Yukaridaki S6zlesme’nin 9'uncu Bdlimii’'ne uygun
olarak, taraflar asagidaki finansal kosullar tizerinde
anlasmaya varmiglardir:

Odemeler direk Déner Sermaye Klinik Arastirma
Merkezi Alt Hesabina yapilacaktir.

Arastirma Projesi toplam Blitcesi Asadidaki Alt
Toplamiarda Hesaplanarak sunulacaktir.

Sadglik Hizmetleri Biitcesi (Sadlik tesisinde

gonlilliilere yapilacak toplam sadlik hizmetleri
maliyeti)

Arastirmaci Biitcesi (Toplam Saglik Hizmeti
Blitcesinin en az %30'u)

Klinik Arastirma Merkez Biitcesi (Toplam

Saghk Hizmeti Aliminin %J57%)

Dis Hizmet Alimlari Biitcesi (Sartli Bagis)

Mal ve Sarf Alim Biitcesi (Sartll Bagis)

TOPLAM BUTCE : ..vvvvvssrvrsressressssssssssnsssnsas
Sponsor, arastirmada yapilmasi planlanan saghk
hizmetlerinin fiyatlarini ve biitgesini, ilgili
sadlik tesisi ve arastirma merkezinin Saglhk
Hizmetleri Klinik Arastirma Calismalari Fiyat
Tarifesinden az olmamak lzere arastirmaya ozel
olarak ilgili saglk tesisi ile mutabakat
yaparak planlar.

Sponsor, arastirmada gorev alacak akademik
calisanlarin gelir getirici faaliyet kapsaminda ek
O6deme Ucreti olarak alabilecekleri aragtirmaci
biitgesinin hesaplanmasinda, toplam saglik
hizmeti biitcesinin %30'undan az olmamak lzere
biitce planlar. Sponsor, basvurunun klinik arastirma
merkezi kurulundan ar-ge kapsaminda onay almasi
halinde sadece planlanan arastirmaci payi
biitcesinin %15 gelir vergisi kesintisi ile
arastirmacilara hizmete katiim puantajina gore ek
O0deme yapilacagini kabul eder. Arastirma
basvurusunun ar-ge onayi alamamasi durumunda
ise BAP, Hazine ve %15 Doner Sermaye payi




the research application fails to obtain R&D
approval, BAP agrees that additional payments
will be made to the researchers by deducting
income tax, apart from the Treasury and 15%
Revolving Funds.

The sponsor plans the Clinical Research Center
Budget for the Clinical Research Center
activities, not less than 5% of the healthcare
purchase budget to be used for research.

The sponsor may make purchases and provide
them in kind to the research unit in their own
means, where the movable goods,
consumables, personnel service and other
services required to be used within the scope
of the research are not available to the
relevant institution or health service unit and
must be provided for the relevant research.
The sponsor may also schedule a conditional
donation budget to be used by the relevant
spending unit of the institution, and by the
purchasing and service unit, by not providing it

by itself.
1.The Institution agrees to a maximum
payment of .......... TRY for Induction study,

.......... TRY for Maintenance study and ..........
TRY for Long Term Extension study (visit fee) +
.......... TRY for Induction study, .......... TRY for
Maintenance study and .......... TRY for Long
Term Extension study (Procedure/ service fee)
S ST TRY for Induction study, .......... TRY
for Maintenance study and .......... TRY for Long
Term Extension study (Investigator fee), per
subject, inclusive of procedures required by the
Protocol and in accordance with the below
Payment Schedule.

Further, additional procedures, as set forth
below, will be invoiced to the Sponsor as pass
through costs as they are incurred without
mark-up and invoices will be accompanied with
supporting documentation. Also, a maximum
payment of .......... TRY for induction study,
.......... TRY for Maintenance study and ..........
TRY for Long Term Extension study for patient
will be paid to each patient for transportation
and lunch fee in return of an official receipt. For
each visit, if an increase in the below
determined maximum amount (subject travel
reimbursement and subject meal) occurs, the
amount shall be reimbursed with investigator

disinda gelir vergisi de kesilerek arastirmacilara ek
o6deme yapilacadini kabul eder.

Sponsor, arastirma icin kullanilacak saglhk
hizmetleri alim biitcesinin %5'inden az olmamak
lzere Klinik Arastirma Merkezi faaliyetleri igin
Klinik Arastirma Merkez Biitcesi planlar.

Sponsor, arastirma kapsaminda kullanilmak lizere
gereken tasinir mal, sarf, personel hizmeti ve
diger hizmetlerin ilgili kurum veya saglik hizmeti
biriminin imkanlarinda olmamasi ve ilgili arastirma
igin temin edilmesi gerektigi durumlarda, kendi
imkanlari ile satin alma yapip arastirma birimine
ayni olarak bunlarn saglayabilir. Sponsor kendi
tarafindan temin edilmeyerek nakdi 6deme ile
kurumun ilgili harcama birimi tarafindan satin alma
ve hizmet birimi tarafindan kullanilmak (izere sarth
bagis biitcesi de planlayabilir.

1.'Kurum, arastirmaya katilan her génulli igin,
Protokol dogrultusunda gerekli iglemler dahil olmak
Uzere, asagidaki Odeme Plani'na gore 1 hasta icin

maksimum Indiiksiyon calismasi igin .......... TL,
idame calismasi icin .......... TL ve Uzun dénem
uzatma calismasi icin .......... TL (muayene bedeli)
+ Indiiksiyon calismasi igin .......... TL, idame
galismasi igin .......... TL ve Uzun ddnem uzatma
calismasi igin .......... TL (Tetkik/hizmet bedeli) +
Indiiksiyon calismasi icin .......... TL, Idame
galismasi igin .......... TL ve Uzun ddnem uzatma
galismasi igin .......... TL (arastirici Ucreti)

diizeyindeki 6deme almayi kabul eder.

Ayrica, asagida belirtildigi (izere, ilave islemler,
gerceklestirildiginde, dogrudan ve aynen yansitilan
gider olarak Destekleyici’ ye fatura edilecek ve
faturalar aciklayici belgelerle birlikte sunulacaktir.
Ayrica bir hastaya maksimum Indiiksiyon calismasi
[[of] o IR TL, idame calismasi igin .......... TL ve
Uzun dénem uzatma calismasi icin .......... TL
ulasim Ucreti ve yemek gibi masraflar fatura/fis
karsiliginda hastaya 6denecektir. Her vizit igin
O0denecek, asadida belirtilen azami mebladi asmasi
halinde, asan meblag ancak arastirici ve
destekleyicinin birlikte onayi ile 6denebilecektir.
Planlanmamis merkez ziyaretleri yapilmasi
durumunda, bu ziyaretler icin gergeklestirilen yol




and sponsor approval. If unscheduled visits
occur, the travel reimbursement and light meal
shall be reimbursed within the conditions stated
above. Above mentioned patient
reimbursement coverage is also applicable to
Screen Failures.

5.000,00 TRY is paid to KAV System as
application fee.

Payment Schedule and Payment Terms:

Total Amount for a patient who completes the
treatment phase of the study

Payments To

*For each visit .......... TRY (Travel and light
meal)

Services that will be taken from the
Institution

The values in Exhibit B will be adjusted
annually based on the relevant clinics fees to
be capped to the annual inflation rate published
by the government or the fees applied by the
government in public-university hospitals. The
adjustment will be effective as of 1 February of
each year and continuing for the term of this
Agreement.

INDUCTION STUDY
Examinations/procedures
Physical examination
Intravenous Injection
Subcutaneous Injection

IV drug infusion

Urine pregnancy test
HBV-DNA, Quantitative

Stoll culture

Searching for parasites by stool concentration
method

Electrocardiogram
Sigmoidoscopy

Colon Biopsy, single localization
Sigmoidoscopic biopsy

Lung X-ray

Thorax CT

Daily bed fee

TOTAL

MAINTENANCE STUDY
Examinations/procedures

giderleri ve hafif yemek masraflar da yukaridaki
esaslar kapsaminda karsilanabilecektir. Bahsi gecen
hasta masraflarinin karsilanmasi kapsami,
Taramada Galisma Digi Kalan hastalar igin de
gegerlidir.

Basvuru Ucreti olarak KAV Sistemine 5.000,00 TL
O6denmistir.

Odeme Programi ve Odeme Kosullari:

Calismayi tamamlayan 1 hasta icin 6denecek
toplam tutar

*Ziyaret basgina .......... TL (Ulasim ve hafif yemek)

Kurumdan alinacak hizmetler

Ek B'de yer alan Ucretler Her sene resmi olarak
aciklanan ya da kamu hastanelerinde-
Universitelerde devlet tarafindan uygulanan, senelik
enflasyon oranina goére uyarlanacaktir. Yeni
belirlenen lcretler her sene 1 Subat tarihinden
itibaren Sozlesme siiresi boyunca gegerli olacaktir.

INDUKSIYON CALISMASI
Islemin Adi

Normal poliklinik muayenesi
Intraven6z enjeksiyon
Subkutan enjeksiyon

IV ilag inflizyonu

Idrarda gebelik testi
HBV-DNA, Kantitatif

Gaita Kultari

Gaitada konsantrasyon yontemi ile parazit
aranmasi

Elektrokardiyogram
Sigmoidoskopi

Kolon biyopsi, tek lokalizasyon
Sigmoidoskopi ile biyopsi
Akcider grafisi

Toraks BT

Glindiiz yatak tarifesi
TOPLAM

IDAME CALISMASI
Islemin Adi




Physical examination
Subcutaneous Injection
Urine pregnancy test
Gaeta culture

Searching for parasites by stool concentration
method

Colonoscopy, total
Sigmoidoscopy
TOTAL

Examinations/procedures
Physical examination
Subcutaneous Injection

Urine pregnancy test

Gaeta culture

Searching for parasites by stool concentration
method

Colonoscopy, total
Sigmoidoscopy
TOTAL

The tests listed above shall be repeated during
the study period as applicable according to the
protocol and will be paid by sponsor

Milestone payments in the below table(s)
represent fair market value for performance of
research services detailed in the Schedule of
Activities of the Protocol Amendment dated 08
January 2020 provided herein by reference in
Exhibit A. Parties agree in the event
subsequent protocol amendments result in a
material change to the research services,
compensation will be adjusted to reflect the
new fair market value of the research services
through a written amendment signed by all
parties hereto.

Allocation of Investigators Fee Visit by
Visit:

INDUCTION STUDY 1 & 2 MILESTONES

Normal Poliklinik Muayenesi

Subkutan enjeksiyon

Idrarda gebelik testi

Gaita kultari

Gaitada konsantrasyon yontemi ile parazit
aranmasi

Kolonoskopi

Sigmoidoskopi

TOTAL

islemin Adi

Normal Poliklinik Muayenesi

Subkutan enjeksiyon

Idrarda gebelik testi

Gaita kultari

Gaitada konsantrasyon yontemi ile parazit
aranmasi

Kolonoskopi, total

Sigmoidoskopi

TOTAL

Yukarida listelenen islemler galisma boyunca
protokole uygun olarak, gerektirdigi kadar
tekrarlanabilir, destekleyici tarafindan
karsilanacaktir.

Asadidaki tabloda/tablolarda yer alan asama
o0demeleri, Sézlesme Belgesi A'da referans verilen
08 Ocak 2020 tarihli ek Protokoliin Zaman ve
Olaylar Cizelgesi boliminde ayrintili bir sekilde
aciklanan arastirma hizmetlerinin
gerceklestiriimesine iliskin adil piyasa degerlerini
temsil etmektedir. Taraflar, daha sonra yapilacak
protokol degisikliklerinin gerekli olan arastirma
hizmetlerinde maddi bir degisikligine neden olmasi
durumunda, yapilacak 6édemenin tiim taraflar
tarafindan imzalanan yazih bir degisiklik yoluyla,
adil piyasa dederini yansitacak sekilde bu gibi tiim
degisiklikler icin uygun bicimde ayarlanacagini
kabul eder.

Arastirmaci Ucretinin Vizitlere gére Dagilimi:

INDUKSIYON CALISMASI 1 VE 2
ASAMALARI:




Induction Early Termination

Maintenance Safety Follow-Up

Per-Subject Fee

(excludes Induction Early Termination visit)
MAINTENANCE STUDY MILESTONES

Week M-44 (subjects continuing to LTE)

Week M-44 (subjects not continuing to LTE)
Maintenance Early Termination
Maintenance Safety Follow-Up

Per-Subject Fee

(excludes Week M-44 visit for subjects not
continuing to LTE and excludes Maintenance
Early Termination)

LONG-TERM EXTENSION STUDY
MILESTONES

Week M-48

Injection at Site Week M-48
(in addition to Week M-48)
Week M-52

Week M-56

Injection at Site Week M-56
(in addition to Week M-56)
Week M-60

Week M-64

Injection at Site Week M-64
(in addition to Week M-64)
Week M-68

Week M-72

Injection at Site Week M-72
(in addition to Week M-72)
Week M-76

Week M-80

Injection at Site Week M-80
(in addition to Week M-80)
Week M-84

Week M-88

Indiiksiyon Erken Sonlandirma

Indiiksiyon Giivenlilik Takibi

Hasta Basina Odenecek Ucret

(Indiiksiyon Erken Sonlandirma viziti dahil degildir)
IDAME CALISMASI ASAMALARI

M-44 Haftasi (Uzun Dénemli Uzatmaya [LTE]
devam eden hastalar)
M-44 Haftasi (LTE'ye devam etmeyen hastalar)

Idame Erken Sonlandirma
Idame Giivenlilik Takibi

Hasta Basina Odenecek Ucret

LTE'ye devam etmeyen hastalar igin M-44 viziti
dahil degildir; idame Erken Sonlandirma viziti dahil
degildir)

UZUN DONEMLI UZATMA GALISMASININ
ASAMALARI

M-48 Haftasi

M-48 Haftasinda Merkezde Enjeksiyon
(M-48 Haftasina ilave olarak)

M-52 Haftasi

M-56 Haftasi

M-56 Haftasinda Merkezde Enjeksiyon
(M-56 Haftasina ilave olarak)

M-60 Haftasi

M-64 Haftasi

M-64 Haftasinda Merkezde Enjeksiyon
(M-64 Haftasina ilave olarak)

M-68 Haftasi

M-72 Haftasi

M-72 Haftasinda Merkezde Enjeksiyon
(M-72 Haftasina ilave olarak)

M-76 Haftasi

M-80 Haftasi

M-80 Haftasinda Merkezde Enjeksiyon
(M-80 Haftasina ilave olarak)

M-84 Haftasi

M-88 Haftasi




Injection at Site Week M-88
(in addition to Week M-88)
Week M-92

Week M-96

Injection at Site Week M-96
(in addition to Week M-96)
Week M-100

Week M-104

Injection at Site Week M-104
(in addition to Week M-104)
Week M-108

Week M-112

Injection at Site Week M-112
(in addition to Week M-112)
Week M-116

Week M-120

Injection at Site Week M-120
(in addition to Week M-120)
Week M-124

Week M-128

Injection at Site Week M-128
(in addition to Week M-128)
Week M-132

Week M-136

Injection at Site Week M-136

(in addition to Week M-136)
Week M-140
Week M-144

Injection at Site Week M-144 (in addition to

Week M-144)
Week M-148/Final Efficacy Visit

Final Efficacy Visit (if not Week M-148)
Week M-160/Final Safety Visit

Per-Subject Fee

M-88 Haftasinda Merkezde Enjeksiyon
(M-88 Haftasina ilave olarak)

M-92 Haftasi

M-96 Haftasi

M-96 Haftasinda Merkezde Enjeksiyon
(M-96 Haftasina ilave olarak)

M-100 Haftasi

M-104 Haftasi

M-104 Haftasinda Merkezde Enjeksiyon
(M-104 Haftasina ilave olarak)

M-108 Haftasi

M-112 Haftasi

M-112 Haftasinda Merkezde Enjeksiyon
(M-112 Haftasina ilave olarak)
M-116Haftasi

M-120 Haftasi

M-120 Haftasinda Merkezde Enjeksiyon
(M-120 Haftasina ilave olarak)

M-124 Haftasi

M-128 Haftasi

M-128 Haftasinda Merkezde Enjeksiyon
(M-128 Haftasina ilave olarak)

M-132 Haftasi

M-136 Haftasi

M-136 Haftasinda Merkezde Enjeksiyon (M-1396

Haftasina ilave olarak)
M-140 Haftas

M-144 Haftasl
M-144 Haftasinda Merkezde Enjeksiyon

(M-144 Haftasina ilave olarak)

M-148 Haftasi/Son Etkililik Viziti

Son Etkililik Viziti (M-148 Haftasi degilse)
M-160 Haftasi/Son Glvenlilik Viziti

Hasta Basina Odenecek Ucret

(includes all visits except Final Efficacy Visit if M-148 Haftasi degilse, Son Etkililik Viziti harig tiim

not Week M-148i vizitleri kaisari

Tamamlanan vizitler ve hastanin galisma disi kaldig
vizit icin yukarida asama tablosunda listelenen vizit
tutarlarina gére arastirmaci Ucreti olarak 6deme
yapilacaktir. Taramada Calisma Digi Kalanlar igin
0deme, galismaya alinip alinmadiklarina
bakilmaksizin, hastalarin taranma siralarina gére
yapilacaktir. Taramada calisma disi kalma ddemesi,
tamamlanan vizitleri ve tamamlanmayan vizitleri
kapsar.

Completed visits and the visit at which the
subject fails will be reimbursed at the visit
amounts listed in the milestone table above as
investigator fee. Screen Failure payments will
be made, regardless of enrollment, in the order
the subjects are screened. Screen failure
payment includes visits that are complete and
visits that are not complete.




And, Sponsor shall reimburse Institution for
screen failures for all the tests /examinations
applied according to the protocol taken from
the Institution according to the above Table
under the item ‘Services that will be taken from
the Institution’.

Below will be additionally paid to Institution if
occurred either as investigator fee or
service/test fee (test fees listed in the ‘Services
that will be taken from Institution’ tables) which
is applicable as mentioned in the below table.
Item

Re-Consenting of a Subject

Unplanned

Repeat QuantiFeron-TB Gold test

TB Skin Test

Chest X-Ray

Chest CT Scan
HBV DNA Test

Stool Collection, Culture, and Clostridium
difficile (local lab testing)

Stool Collection/Shipping for enteric pathogens
(central lab testing)

Stool Sample collection for additional enteric
pathogens local lab testing

Ova and Parasites (Local Lab)

Escherichia coli 0157 (Local Lab)

Additional Infusion Time (per hour)

Repeat Physical Exam

Repeat Urine Pregnancy Test

Random guselkumab concentration (PK)

(includes staff time and subject travel
reimbursement)

Whole blood PBMC isolation
Whole blood (DNA)
Nucleic acid amplification by PCR

Ve Destekleyici taramada calisma disi kalan
hastalar icin yukarida ‘Kurumdan alinacak
hizmetler’ bolimu altinda yer alan tablodaki
protokole uygun gergceklestirilmis olan tim
hizmetler/tetkikleri 6deyecektir.

Asadidakiler gerceklestigi takdirde Kurum‘a ilave
olarak arastirmaci lcretiya da hizmet/tetkik (test
licretleri ‘Kurumdan alinacak Hizmetler’
tablolarinda) ddemesi olarak asadidaki tabloda
belirtildigi sekilde 6denecektir.

Kalem

Hastadan Yeniden Olur Alma

Onceden Planlanmamig

QuantiFeron-TB Gold testinin tekrarlanmasi
TB Cilt Testi

Gogis Rontgeni

HBV-DNA Testi

Diski Ornegi Alimi, Kiltiir ve Clostridium difficile
(lokal laboratuvar testi) )

Enterik patojenler icin Diski Ornegi Alimi/Sevki
(lokal laboratuvar testi)

Ilave enterik patojenler icin Diski Ornegi alimi
(lokal laboratuvar testi)

Yumurta ve Parazit (Lokal Laboratuvar)

Escherichia coli 0157 (Lokal Laboratuvar)

Ilave Infiizyon Siiresi (saatlik)

Lokal Patolojik Biyopsi

EKG Tekrari

Idrarda Gebelik Testi Tekrar

Rastgele guselkumab konsantrasyonu (PK)
(personelin saat lcreti ve hasta ulasim édemesi
dahildir)

Tam kan PBMC izolasyonu

Tam kan (DNA)

PCR yodntemiyle nikleik asit amplifikasyonu




1. The above Payment Schedule is for
completed records for up to ... valid subjects
for the Study Site before the end of

Y [eoeaeen. A valid subject is defined as a
subject who meets eligibility requirements to
enroll in the Clinical Trial and does not have
significant Protocol violations that would
exclude his/her data from analysis. This Study
is being conducted under a policy of managed
enrollment. Sponsor anticipates closure of
enrollment upon randomization of a total of ....
valid subjects. In the event 950 total valid
subjects are enrolled prior to a site’s reaching
its valid subject goal of ..., further recruitment
will be suspended. Subjects not completing the
trial will be paid for on a prorated basis
according to confirmed completed visits and
CRFs received by Sponsor. All payments will be
made for subject visits according to the
milestone table above. No payment will be
made for any subject excluded from analysis
because of Protocol violations within the Study
personnel’s control. Reimbursement for
expenses related to screen failures will be
made as outlined above.

Sponsor reserves the right to terminate the
Agreement immediately if no subjects have
been recruited at the Study Site by

S -

2. On the other hand, during the progress of
the Clinical Trial, enrolment of more subjects to
the Clinical Trial may be requested by the
Sponsor provided that it is in compliance with
the Protocol, approval of the ethics committee
and permission of the Ministry of Health. In
case such request is deemed appropriate by the
Institution, new subjects can be enrolled to the
Clinical Trial upon written notification of the
Sponsor to the Institution.

3. Subjects not completing the Clinical Trial will
be paid for on a prorated basis according to the
number of completed visits to Institution. All
payment will be made for subject visits
according to the above Payment Schedule. No
payment will be made for any subject excluded
from analysis because of Protocol violations
that were within the Institution or Principal
Investigator’s control. Reimbursement for
expenses related to screening failures will be
made according to the Payment Schedule.

1. Yukaridaki Odeme Programi, Aragtirma Merkezi
icin .../, [eiinn tarihinden 6nce tamamlanmis ....
gecerli gondlli kaydi icindir. Gegerli géndilld, Klinik
Arastirma’ ya kaydedilebilmek icin uygunluk
kriterlerini karsilayan ve analizlerden dislanmasina
neden olacak herhangi bir 6nemli Protokol ihlalinde
bulunmamis olan goniilli olarak tarif edilmektedir.
Bu Calisma, g6zetimli hasta temini politikasina gdre
yuritilmektedir. Destekleyici, toplam .... gegerli
hasta randomize edildiginde hasta alimini
durdurmayi 6ngérmektedir. Bir calisma merkezi ...
olarak belirlenen gecerli hasta hedefine ulasmadan
once, calismaya toplam .... gegerli hasta alinmissa,
hasta alma islemi durdurulacaktir. Calismayi
tamamlamayan hastalara, tamamlandigi
dogrulanmis olan vizitlerin sayisina ve Destekleyici
tarafindan alinan ORF'lere gore esit olarak 6deme
yapilacaktir. Hasta vizitleri icin tim ddemeler
yukarida yer alan asama tablosuna gore
yapilacaktir. Calisma personelinin kontroli
dahilinde olan Protokol ihlalleri nedeniyle analiz
diginda birakilan higbir hasta icin herhangi bir
o6deme yapilmayacaktir. Taramada calisma disi
kalan hastalarla ilgili harcamalarin geri 6demesi
yukarida agiklandidi sekilde yapilacaktir.
Destekleyici’ nin, Arastirma Merkezi'ne

Y ) AT tarihi itibariyle hicbir gonillinin
kaydedilmemis olmasi durumunda bu Sézlesme'yi
derhal feshetme hakki sakhdir.

2. Bununla birlikte, Klinik Arastirma ilerledikce,
Protokol’e, etik kurul onayina ve Saglik
Bakanligi'nin iznine uygun olmak kaydiyla Kurum’un
Klinik Arastirma’ ya daha fazla gonilli dahil etmesi
Destekleyici tarafindan istenebilecektir. Bu talebin
Kurum tarafindan uygun goriilmesi halinde,
Destekleyici tarafindan Kurum‘a yapilacak yazil bir
bildirim Uzerine Klinik Arastirma’ ya yeni gondilliler
dahil edilebilecektir.

3. Klinik Arastirma’yl tamamlamayan gondillller igin
Kurum’a, tamamlanmis vizit sayisina gore esit
béllstirilerek 6deme yapilacaktir. TUm édemeler,
yukaridaki Odeme Plani dogrultusunda goniillii
vizitlerine gore yapilacaktir. Kurum’un veya
Sorumlu Arastirmacinin kontroliindeki Protokol
ihlalleri nedeniyle analizden dislanmis higbir gonilli
igin highir 6deme yapilmayacaktir. Tarama
basarisizliklari ile ilgili giderler igin geri ddemeler
Odeme Plani'na gore yapilacaktir.




4. To be eligible for payments, the procedures
must be performed in full compliance with the
Protocol and this Agreement, and Data
submitted must be complete, correct and
entered into the Electronic Data Capture (EDC)
in accordance with Sponsor’s instructions and
this Agreement. Payments will be made at a
minimum, on a quarterly basis. Ongoing
reconciliations will be performed during the
course of the study. Any erroneous payments
discovered will be applied to any pending or
future payments due. No payments will be
made until all erroneous payments have been
offset. If no pending or future payments exist,
Institution will promptly refund overpayment,
according to Sponsor’s instructions.

For the avoidance of doubt, the Principal
Investigator and/or the Institution are
responsible for providing any and all
compensation, benefits and/or insurance to the
investigational staff. It is also understood and
expressly acknowledged that the Investigator
and the investigational staff are not eligible to
participate in, nor are they eligible for coverage
under, any of the Sponsor’s benefit plans,
programs, employment policies, procedures or
workers compensation insurance.

Original invoices pertaining to this study should
be submitted for reimbursement to the
following address:

............ Sponsor ...... ......
....... address............ 1
....... address............ 2

Please note that invoices must contain the
following information, or they will be returned,
delaying payment:

Institution name

Principal Investigator name

Protocol number

Invoice number and date

Date & description of services provided
Supporting documentation (i.e. third-party
invoices, receipts)

The parties agree that this EXHIBIT B is part of
the Agreement clarifying the payment schedule
associated with this Agreement. Payments shall
be made in accordance with the provisions set
forth in this EXHIBIT B, with the last payment
being made after the site completes all of its
obligations under the Agreement and any
exhibits thereto. The Principal Investigator
acknowledges and agrees that his or her
judgment with respect to his or her advice to
and care of each subject is not affected by the
compensation the site receives hereunder. The

4, Odenmeye uygun olmalari icin, prosediirlerin
Protokole ve bu Sézlesmeye tamamen uygun
sekilde gerceklestirilmesi ve sunulan Verilerin tam
ve dogru olmasi ve Destekleyici’ nin talimatlarina
ve bu Sozlesmeye uygun sekilde Elektronik Veri
Toplama (EDC) sistemine girilmis olmasi
gerekmektedir. Odemeler, minimum (i¢ ayda bir
seklinde gergeklestirilecektir. Calisma boyunca
mutabakat yapilmaya devam edilecektir. Yanlis
o6deme yapildiginin fark edilmesi durumunda,
gelecekteki 6demelerde mahsuplasilacaktir. Tim
hatall 6demeler telafi edilmeden yeni 6deme
yapilmayacaktir. Gelecekte yapilacak herhangi bir
O0deme yoksa, Kurum derhal Destekleyicinin
talimatlarina uygun olarak fazladan yapilan
O0demeyi iade edecektir.

Herhangi bir stipheyi énlemek igin, Sorumlu
Arastirmaci ve/veya Kurum arastirma personeline
tim tazminat, hak ve/veya sigorta hizmetlerini
saglamakla sorumludur. Arastirmaci ve arastirma
personelinin Destekleyici’ nin kazang planlari,
programlar, istihdam politikalarn, proseddrleri ya
da is kazasi sigortasi hizmetlerinin herhangi birine
dahil olmak ya da bunlarin kapsaminda olmak
acisindan uygun olmadigi da anlasilmis ve agik
sekilde kabul edilmistir.

Bu galismayla ilgili orijinal faturalar geri 6deme igin
asadidaki adrese gonderilmelidir:

...... .Destekleyici ......
...... adres......coeee. 1
...... adres.....coeenee 2

Faturalarin asagidaki bilgileri icermesi gerektigini,
aksi halde geri génderileceklerinin ve bu durumun
ddemeyi geciktirecegini litfen dikkate aliniz:

Kurum adi

Sorumlu Arastirmacinin adi
Protokol Numarasi

Fatura numarasi ve tarihi

Sadlanan hizmetlerin tarihi ve tanimi

Destekleyici belgeler (yani, Gglincl sahis faturalari
ve figleri)

Taraflar bu EK B'nin Sézlesmenin, bu S6zlesmeyle
iligkili 6deme planina agiklik getiren bélimd
oldugunu kabul eder. Odemeler bu EK_B'de ifade
edilen sartlara uygun sekilde yapilacaktir ve son
6deme calisma merkezi S6zlesme ve tim ilave
sozlesme belgeleri uyarinca sahip oldugu
yukimlulikleri yerine getirdikten sonra yapilacaktir.
Sorumlu Arastirmaci herhangi bir hastaya sagladig
tavsiyeler ya da bakima iligkin kararlarinin bu
sOzlesme altinda merkezin aldi§i 6demelerden
etkilenmeyecegini anlar ve kabul eder. Taraflar
asagida tanimlanan alacaklinin bu Sézlesme igin




parties agree that the payee designated below
is the proper payee for this Agreement, and
that payments under this Agreement will be
made only to the following payee:

PAYEE NAME:

CONTACT INFORMATION:

(Name, phone #, e-mail address)

The invoice amount shall be paid no later than
90 days following the delivery of the invoice by
the Sponsor.

In the event that the consignment invoice, for
which the service scheme is attached, is not
paid from the notification date hereby, the legal
interest shall be applied.

Institution will have thirty (30) days from
the Last Subject Out (LSO) date of the
Study to resolve any payment
discrepancies, which have arisen during
the course of the Study.

1. Sponsor is under no obligation regarding any
taxes other than VAT (the stamp tax which is
separately stipulated in Article 4 is reserved)
that may be due or payable due to the
legislation in respect of the payments made by
Sponsor to the Institution. VAT can only be
paid over the fees mentioned in this Agreement
provided that the Institution provides an
original invoice to Sponsor.

2. If stamp tax arises from this Agreement
from, it will be paid by the Sponsor.

3. Investigator Meetings: Sponsor may
recommend or obligate the Principal
Investigator, or Sponsor approved Sub-
Investigator designee, and a Study
nurse/coordinator to attend meetings, including
but not limited to an Investigator’s Meeting.
Sponsor shall provide and pay all reasonable
and appropriate travel expenses, including
modest lodging and meals associated with such
meetings. The parties agree that attending
such meetings is reasonable and necessary to
ensure all parties engaged in the Study have a
clear understanding of the Protocol and its
requirements. Processing of payment will begin
upon receipt of invoice and supporting
documentation.

EXHIBIT C — Materials and Equipment

uygun alacakli oldugunu ve bu Sézlesme uyarinca
yapilacak 6demelerin yalnizca asadidaki alacakliya
yapilacagini kabul eder:

ODEME BILGILERI:

ILETISIM BILGILERI:

(Isim, telefon numarasi, e-posta adresi)

Fatura bedeli, faturanin Destekleyici’ ye
ulastirimasindan itibaren 90 giin igerisinde
Odenecektir.

Hizmet faturasi ile birlikte gdnderilen irsaliyeli
faturanin Destekgiye iletiimesine miiteakip 90 giin
icerisinde bedelin 6denmemesi durumunda, isbu
bedele yasal faiz uygulanacakdir.

Kurum, Calisma sirasinda ortaya ¢ikmis olan
herhangi bir 6deme uyusmazhgini ¢ozmek
icin Son Goniilliiniin Calismadan Ciktigi
(LSO) tarihten itibaren otuz (30) giin siireye
sahip olacaktir.

1. Destekleyici, Destekleyici tarafindan Kurum’a
O6denecek bedeller lizerinden yasal mevzuat
uyarinca tahakkuk etmis ya da edecek KDV'nin
disinda bagka bir vergi 6édemekle sorumlu
olmayacaktir (4 no'lu maddede ayrica diizenlenen
damga vergisi sakhdir). KDV isbu Sozlesme'de
dizenlenen Ucretler lizerinden, Kurum tarafindan
Destekleyici’ ye orijinal fatura diizenlenmesi sartiyla
Odenecektir.

2. Isbu Sézlesme’den damga vergisi dogdugu
takdirde Destekleyici tarafindan ddenecektir.

3. Arastirmaci Toplantilari: Destekleyici, Sorumlu
Arastirmacinin veya Destekleyicinin onayladig
Yardimci Arastirmacinin ve bir Calisma
hemsgiresinin/koordinatériinin Arastirmaci
Toplantisi dahil, fakat bununla sinirli olmamak
Uzere toplantilara katilmasini 6nerebilir veya
zorunlu kilabilir. Mitevazi konaklama ve yemek
giderleri de dahil olmak Uzere, bu tur toplantilarla
ilgili tim makul ve gerekli seyahat harcamalari
Destekleyici tarafindan karsilanacak ve édenecektir.
Taraflar, Calismayla ilgisi bulunan tim taraflarin
Protokolii ve gereklerini agik bir sekilde anlamalari
igin bu tir toplantilara katilmanin makul ve gerekli
oldugunu kabul eder. Odeme islemi, faturanin ve
destekleyici belgelerin teslim alinmasindan sonra
baslayacaktir.

EK C — Malzemeler ve Ekipman




Pursuant to Section 1 of the above Agreement,
the parties may mutually agree with regard to
provision of certain materials and equipment
based on the necessities arising from the
Clinical Trial and the Study Site and based on
these necessities, the Sponsor may consider
providing the following materials and
equipment for this Study:

Scale, Sphygmomanometer, thermometer, (-20
C) or (-80 C) freezer cabinet, cold centrifuge /
centrifuge, 2-8 C refrigerator, thermometer for
refrigerator, thermometer for room
temperature, incubator, lock cabinet,
printer/fax.

In such cases, that materials and equipment
shall be subject to the conditions set forth
hereby under Exhibit-C.

[Materials and equipment may be provided by a
third party as instructed by the Sponsor. All
equipment and material shall remain the sole
property of the third party and therefore they
shall be:

a)subject to removal at any time upon the
Sponsor’s demand provided that such removal
does not prevent Institution and Principal
Investigator from achieving the Clinical Trial
and fulfilling their obligations under this
Agreement if this Agreement is still in force
between the parties after the said removal;

b) used only for the Clinical Trial

c)maintained in good condition (protection,
calibration, maintenance and care, other than
normal wear and tear). As long as the said
materials and equipment’s are in Institution or
Principal Investigator’s possession or custody,
they shall be held responsible in case of loss or
damage of these materials and equipment’s.
[Equipment calibration; Sponsor provides
calibration to the equipment that is maintained
by the third party.

Upon termination of the Study at Institution,
the above mentioned will be returned in
accordance with Sponsor’s or designee’s
instructions.

Equipment calibration: In accordance with
this Agreement, for Institution-owned
equipment utilized by Institution for the study
use (Scale, Sphygmomanometer, thermometer,
(-20 C) or (-80 C) freezer cabinet, cold
centrifuge / centrifuge, 2-8 C refrigerator,
thermometer for refrigerator, thermometer for
room temperature, incubator.
Institution/Principle Investigator may request
calibration from the Sponsor more frequent
calibration request than the routine calibration

Yukaridaki Sézlesme’nin 1'inci Bélimii‘'ne uygun
olarak, taraflar, isbu Sézlesme konusu Kilinik
Arastirma ve Calisma Merkezi'nin ihtiyaclarini
dikkate alarak malzeme ve ekipman saglanmasi
konusunda karsilikl mutabakata varabilir ve bu
gerekliliklere bagh olarak Destekleyici isbu
Calisma'ya yonelik asagidaki malzeme ve ekipmani
saglayabilecektir:

Baskdil, Tansiyon Aleti, Ates Olger, (-20 C ) veya (-
80 C) dondurucu dolap, soguk santrifiij / santrifiij,
2-8 C buzdolabi , buzdolabi igin sicakilik diger , oda
sicakligi icin sicaklik dlcer, inkubator, kilitli dolap,
yazici/Fax

Bu hallerde, bu malzeme ve ekipman is burada Ek-
C’de belirtilen sartlara tabi olacaktir.

Malzeme ve ekipman Destekleyici’ nin talimati ile
tclinci bir tarafca saglanabilir. TUm malzeme ve
ekipmanin miilkiyeti yalnizca bu Gglinci kisiye ait
olarak kalmaya devam edecektir ve bu nedenle, bu
malzeme ve ekipman,

a) Destekleyici’ nin talebi Gzerine herhangi bir
zamanda Arastirma Merkezi'nden alinabilir; su
kosulla ki, bu geri alma islemi, Kurum’un ve
Sorumlu Arastirmacinin bu Sozlesme dogrultusunda
Klinik Calisma’y1 gergeklestirmelerini ve eder bu
Sozlesme, anilan kaldirma isleminden sonra hala
taraflar arasinda yururlikte ise, isbu S6zlesme
kapsamindaki ytktmliliklerini yerine getirmelerini
engellememelidir;

b) yalnizca bu Klinik Arastirma igin kullanilacaktir;
¢) iyi durumda (normal yipranma ve asinma
disinda, koruma, kalibrasyon ve bakim) muhafaza
edilecektir. Adi gegen malzeme ve ekipman
Kurum’un veya Sorumlu Arastirmacinin zilyetliginde
ya da korumasinda oldudu stirece, Kurum ve
Sorumlu Arasgtirmaci bu malzeme ve ekipmanin
kaybindan ve hasarindan sorumlu olacaktir.
Ekipman Kalibrasyonu; Destekleyici tglinci taraf
aracihgi ile merkeze sagladigi ekipmanin
kalibrasyonunu {iclincii taraf araciligi temin eder.
Calismanin Kurum’da sonra ermesinin ardindan,
yukarida adi gegen ekipman Destekleyicinin veya
temsilcisinin talimatlarina uygun sekilde iade
edilecektir.

Ekipman Kalibrasyonu: Bu Sozlesmeye uygun
olarak, Kurum tarafindan kullanilan ve Kurum’un
milkiyetinde olan galisma amaciyla kullanilan
ekipman icin, Baskiil, Tansiyon Aleti, Ates Olcer, (-
20 C) veya (-80 C) dondurucu dolap, soguk
santriflij / santriflij, 2-8 C buzdolabi , buzdolabi igin
sicaklik dlger , oda sicaklidi igin sicaklik dlger,
inkubatér. Kurum/Sorumlu arastirmaci
Destekleyici'den kalibrasyon talep edebilir.
Destekleyici tiglinci taraf aracilidi ile kalibrasyonu
temin eder.




frequency as per the study requirement.
Sponsor provides calibration by the third party.

The sponsor shall provide up to one (1)
Bioclinica device, ERT device and ancillary
supplier through a third-party vendor for use
as specified in the Protocol. Upon completion of
the work at the Institution, Bioclinica device,
ERT device will be returned in accordance with
Sponsor’s or designee’s instruction

Exhibit C- Turkish Ministry of Health
Consent Form for Transfers of Value
Consent Form

Dear [Prof. Dr. ...ccc. coovvviiiiiiee ecvininn, 1,
Pursuant to the Regulation on Promotional
Activities of Human Medicinal Products,
published in the Official Gazette dated July 3,
2015 and numbered 29405 (“Regulation”)?,
authorization/license holder is obliged to
disclose, any transfer of value exceeding 10%
of current gross monthly minimum wage VAT
included, to the Turkish Ministry of Health
Turkish Medicines and Medical Devices Agency
("TDMDA™) on a yearly basis.

Transfers of value can only be realized if
you give a written acceptance and
consent.

Even if your participation is canceled
before the start of the Study, in case the
corresponding transfer of value made for you is
not cancelled?, the relevant transfer of value
still needs to be reported to TDMDA, by
indicating that you failed to attend the Study.
Due to the disclosure to be made to TDMDA,
for the HCPs, the personal data such as name,
surname, Turkish ID number, business address,
e-mail address, phone number and city of
employment; for the institutions/organizations,
the personal data such as, name of the
institution/organization, tax number, city of
registration, business address, e-mail address
and phone number and the kind and amount of
the transfers of value made to you/your
institution/organization (From now on all data
will be referred as “Personal Data”) shall be
recorded, processed and transferred. The
respective data must be retained at least for
five years.

Destekleyici, Protokolde belirtildigi sekilde
kullaniimak (izere, Gglinci sahis bir satici vasitasiyla
en fazla bir (1) bir Bioclinica cihazi, ERT cihaz ve
yardimcl malzemeler temin edecektir. Calismanin
Kurumda sonra ermesinin ardindan, bir Bioclinica
cihazi, ERT cihazi Destekleyici’ nin veya
temsilcisinin talimatlarina uygun sekilde iade
edilecektir.

Ek C- Tiirkiye Saghk Bakanhg: Deger
Aktarimlar Riza Beyani

Sayin [Prof. Dr. ....... cocviiiiinn e 1,

3 Temmuz 2015 tarihli ve 29405 sayili Resmi
Gazete de yayimlanan Beseri ve Tibbi Uriinlerin
Tanitim Faaliyetleri Hakkinda Yonetmelik
(“Yonetmelik”) geregit, ruhsat/izin sahibi, parasal
dederi yirirlikteki aylk asgari briit tcretin KDV
dahil %10’unu asan her tirlG deder aktarimlarini
yillik bazda T.C. Saglik Bakanhi§i Tiirkiye Ilag ve
Tibbi Cihaz Kurumu’na (“TITCK") bildirmekle
ylkdmladdr.

Deger aktarimlar yalnizca ve ancak sizin
yazih kabul yaziniz ve onayiniz oldugu
takdirde gergeklesebilecektir.

Klinik Arastirma’ ya katillminizi iptal etseniz
dahi, sizin igin yapilan deger aktarimi iptal
edilememisse?, bu aktarimin TITCK'a bildirimi,
Klinik Arastirma’dan ayrildiginiz belirtilerek
yapilacaktir.

TITCKa yapilacak bildirim nedeniyle, hekimler icin
isim, soyad, T.C. kimlik numarasi, is adresi, e-posta
adresi, telefon ve calisilan il; kurum/kuruluslar igin
kurum/kurulus ismi, vergi numarasi, tescilli oldugu
sehir bilgisi, calisma adresi, e-posta adresi ve
telefon gibi kisisel verileriniz ile
tarafiniza/kurum/kurulusunuza yapilan deger
aktariminin niteligi ve 6deme miktari gibi verilerin
timi (bundan sonra “Kisisel Veri” olarak
anilacaktir.) kaydedilecek, islenebilecek ve
aktarilabilecektir. Bu bilgiler en az bes yil siire ile
saklanmak zorundadir.




In case you sign this consent form, you give
your open consent and agree that
SpoNnsor ...... ...... (.... Sponsor ...... ) may
report and disclose all the transfers of value,
that may be made within the abovementioned
scope, and .... Sponsor ...... 's aforementioned
transfers of value for a calendar year within the
same scope and respective information’s to the
TDMDA within the following year, and that ....
Sponsor may retain and process the
respective data within the period indicated
above. You can withdraw your consent form
before the value transfer takes place.

If you wish to withdraw this consent, such
withdrawal shall not prevent the disclosure of
the transfers of value made to you/your
institution/your organization, to TDMDA.3

If you withdraw this consent, you will no longer
be eligible to participate in the Clinical Trial.

I hereby accept and acknowledge that I accept
the transfers of value to be made by Sponsor to
me/the institution/organization that I represent,
and I consent the respective transfers of value
to be disclosed to TITCK.

Principal Investigator

Title — Name — Surname

Date

Turkish ID number/ Tax Number

%rked/ Represented Institution, Province,
Town

E-mail Address
Signature

Institution
Title — Name — Surname:

(on behalf of Institution)
Date:
Institution Tax Number:

Bu riza beyanini imzalamaniz halinde,
.Destekleyici ("Destekleyici”) tarafindan
yukarida belirtilen kapsamda yapilabilecek deger
aktarimlarini ve bu kapsamda Destekleyici’ nin bir
takvim yilina iliskin anilan deder aktarimlarini ve
ilgili bilgileri takip eden yil icerisinde TITCK
raporlayabilecegini, agiklayabilecegini ve yukarida
belirtilen slire boyunca saklayip isleyecegini kabul
etmis olacaksiniz. Riza beyaninizi deder aktarimi
gergeklesmeden dnce geri gekebilirsiniz.

Isbu riza beyanini geri cekmek istemeniz halinde,
bu geri gekme isleminiz, size/kurum/kurulusunuza
yapilmis deger aktarimlarinin TITCK'a bildirilmesini
engellemeyecektir.’

Bu onami geri almaniz halinde Klinik Aragtirmaya
katiimaniz miimkiin olmayacaktir.

Destekleyici tarafindan tarafima/temsil ettigim
saglik kurum/kurulusuna yapilacak deger
aktarimlarini kabul ettigimi ve TITCK'a
bildirilmesine izin verdigimi kabul ve beyan
ederim.

Sorumlu Arastirmaci

Unvan — Ad — Soyadi

Tarih:

Tlrkiye Kimlik No/ Vergi Numarasi

Calistii/ Temsil Ettigi Kurum, I, ilce

E-posta Adresi
imza:

Kurum

Unvan — Ad — Soyadi:

(Kurum adina)
Tarih:
Kurum Vergi Numarasi:

Seal and Signature (If signed on behalf of the
Institution, its seal must be in place)/ Kase ve
imza (Kurum adina imzalandi§i takdirde Kurum
kasesi de yer almak zorundadir.)

Exhibit D should be signed by the Institution
and Principal Investigator/Sub-investigator only
if there is no Consent Form in force as of the
date of payment.

Seal and Signature (If signed on behalf of the
Institution, its seal must be in place)/ Kase ve imza
(Kurum adina imzalandig takdirde onun kasesi yer
almak zorundadir.)

Ek D, Kurum ve Sorumlu Arastirmaci/Yardimci
Arastirmaci tarafindan verilmis ve édeme tarihinde
gegerli olan bir Deder Aktarim Onami olmamasi
halinde imzalanmalidir.




[1] Regulation Article 11 (7) The Marketing
authorization/license holder may transfer any
values exceeding 10% of current gross monthly
minimum wage to healthcare institutions and
organizations, universities, healthcare
professionals and professional organizations,
unions, associations and foundations with
activities in the healthcare industry of which
they are members, and non-governmental
organizations founded to preserve and improve
health, only upon the condition of abiding by
the following rules:

a) The Marketing authorization/license holder
notifies the Agency of all value transfers made
within one calendar year, in a format defined
by the Agency and in detail: within the first six
months of the following year.

b) For any value transfer to be made within this
scope, the Marketing authorization/license
holder receives written permission of the
healthcare professional, and in other
institutions and organizations of the authorized
supervisor in order for the value transfer be
accepted and notified to the Agency. The

Marketing authorization/license holder may not
realize any value transfer if written permission
is not received.

2 Guideline Article 9-1-d Even if the
participation of an HCP is cancelled before the
event, if the corresponding payments cannot be
cancelled and are duly paid the relevant
transfers of value must be reported to the
Agency, if the relevant transfers of value
exceed 10% of gross monthly minimum wage
on that date.

3 Guideline Article 8-3 The consent on the
disclosure of the transfers of value to the
Agency cannot be withdrawn, after the relevant
transfers of value are approved in writing by
the receiving person or authorized supervisor
and realized.

Annex D- Data Protection Protocol

Article 1 - Parties
This Data Protection Protocol (” Protocol”) has

been signed by and between ...... ...... Sponsor
............ Company (“.... Sponsor ......"),
[ernrrrerrns srrreereenes areeeeeens ("Institution”) located
At e ISTANBUL] and
[Prof. Dr. cccocvviiieiiies ieeeennnnn, ("Principal
Investigator”) located at
T ISTANBULL] (together

referred to as the “Parties”).
Article 2 - Subject, Purpose, and Scope

11 Yonetmelik Madde 11 (7) Ruhsat/izin sahibi,
saglik kurum ve kuruluslari, Gniversiteler, saglk
meslek mensuplari ve Uyesi bulunduklari mesleki
orglitler, sendikalar ve sadlik alaninda faaliyet
gosteren dernekler ve vakiflar ile saghgin
korunmasi ve gelistiriimesi maksadiyla kurulan sivil
toplum kuruluslarina parasal degeri yirirliikteki
aylik briit asgari lcretin %10'unu asan her tirli
deger aktarimlarini sadece asadida belirtilen
sartlara uymak kaydiyla yapabilir:

a) Ruhsat/izin sahibi, bir takvim yili iginde yapilan
deger aktarimlarini Kurum tarafindan belirlenen
formatta ve ayrintili olarak bir sonraki yilin ilk alti
ay! icerisinde Kuruma bildirir.

b) Bu kapsamda yapilacak deger aktariminda,
deger aktariminin kabuld ve bu deger aktariminin
Kuruma bildirilebilmesi icin ruhsat/izin sahibi
tarafindan saglik meslek mensubunun, diger kurum
ve kuruluslarda ise yetkili amirin yazili onay alinir.
Yazili onay alinmamasi halinde ruhsat/izin sahibi
tarafindan deger aktarimi yapilamaz.

2 Kilavuz Madde 9-1-d Odemeleri yapilan
etkinlikten 6nce, kisinin katihmi iptal edilse dahi kisi
adina yapilan deder aktarimi iptal edilememisse; bu
aktarimlarin toplami, KDV dahil parasal degeri o
tarihte ylrirlikte olan aylik briit asgari cretin
%10’unu astigi takdirde Kuruma bildirilir.

3 Kilavuz Madde 8-3 Kabul eden kisi veya yetkili
tarafindan yazih olarak onaylanan ve
gerceklestirilen deger aktarimindan sonra deger
aktariminin Kuruma bildirilmesine yonelik onay geri
cekilemez.

Ek D- Veri Koruma Protokolii
Madde 1 - Taraflar

Isbu Veri Koruma Protokoli (“Protokol”)

Destekleyici ...... Tic. ve Ltd. Sti. ("Destekleyici”) ile
................................... ISTANBUL adresinde
bulunan ......c.oos i s 1 ("Kurum”) ve

................................... ISTANBUL] adresinde
bulunan, [Prof. Dr. ....ccccvvt veviivieennnnn. 1 ("Sorumlu
Arastirmac”) (birlikte “Taraflar” olarak anilacaktir)
arasinda imzalanmistir.

Madde 2 — Konu, Amag ve Kapsam




This Protocol has been signed within the scope
of the Clinical Trial Agreement (“Agreement”)
between the Parties, within the purpose of
executing all kinds of Personal Data processing
activities in accordance with the applicable
legislation namely Turkish Personal Data
Protection Law (“TPDPL"), including the
Personal Data obtained, accessed, authorized
to access within the scope of the Agreement or
processed in the name of Sponsor by
Institution and Principal Investigator; and
defining the mutual rights and obligations of
the Parties.

Article 3 — Definitions

For the purpose of this Protocol, the following
definitions apply:

a) “Personal Data” Any kind of information
about an identified/identifiable natural person,
b) “Sensitive personal data” ; Data of persons
about their race, ethnic origin, political opinion,
philosophical belief, religion, sect or other
beliefs, disguise and dress, association,
foundation or union membership, health, sexual
life, criminal conviction and security measures
and biometric and genetic data (within the
scope of this Protocol, the “Personal Data”
statement will also include the “sensitive data”
when applicable),

c) "Processing”; All kinds of transactions on
data such as obtaining by non-automatic
means, recording, storing, preserving,
changing, re-arranging, disclosing, transferring,
taking over, making the data available,
classification or prevention of use providing that
personal data is fully or partially automated or
as part of any data recording system.

Article 4- Processing of Personal Data

a. When needed, the Institution and the
Principal Investigator agrees to immediately
notify Sponsor and to support and cooperate
with Sponsor to respond to these applications
given below; (i) request of Official Authority’s
for personal data; (ii) any attack or threat of
data security; (iii) applications made by the
relevant persons.

b. The Institution and the Principal
Investigator, without prejudice to legal
obligations, will delete, destroy or anonymize
the Personal Data following any removal of any
reason or purpose of processing the Personal
Data.

Article 5- Data Security and Security
Breaches

Isbu Protokol Taraflar arasindaki “Klinik Arastirma
Sozlesmesi” (“Sozlesme") kapsaminda, Kurum ve
Sorumlu Arastirmacinin Sézlesme ile ilgili olarak
elde ettigi, eristigi, erisme yetkisinin oldugu ya da
Destekleyici adina isledidi kisisel veriler de dahil
olmak Uzere her tiirli verinin islenmesi
faaliyetlerinin basta 6698 sayili Kisisel Verilerin
Korunmasi Kanunu (“"KVKK") olmak tzere
yurirlikteki Mevzuata uygun olarak yiritilmesi ile
Taraflarin karsilikli hak ve yikimliliklerinin
diizenlenmesi amaciyla imzalanmistir.

Madde 3 — Tanimlar

Bu Protokol kapsaminda, asadidaki tanimlar
gecerlidir;

(a) “Kisisel Veri”: Kimligi belirli veya belirlenebilir
gergek kisiye iliskin her tdrli bilgi,

(b) “Ozel Nitelikli Kisisel Veri”: Kisilerin irki, etnik
kokeni, siyasi diislincesi, felsefi inanci, dini,
mezhebi veya diger inanglari, kilik ve kiyafeti,
dernek, vakif ya da sendika (yelidi, sagligi, cinsel
hayati, ceza mahk(miyeti ve giivenlik tedbirleriyle
ilgili verileri ile biyometrik ve genetik veriler (isbu
Protokol kapsaminda “Kisisel Veri” ifadesi uygun
oldugu olgtide “6zel nitelikli kisisel veriler”i de
kapsayacaktir),

(c) “Isleme”; Kisisel verilerin tamamen veya
kismen otomatik olan ya da herhangi bir veri kayit
sisteminin parcasi olmak kaydiyla otomatik
olmayan yollarla elde edilmesi, kaydedilmesi,
depolanmasi, muhafaza edilmesi, degistiriimesi,
yeniden diizenlenmesi, aciklanmasi, aktariimasi,
devralinmasi, elde edilebilir hale getiriimesi,
siniflandirilmasi ya da kullanilmasinin engellenmesi
gibi veriler lizerinde gergeklestirilen her tiirlii islem
anlamina gelecektir.

Madde 4- Kisisel Verilerin islenmesi

a. Kurum ve Sorumlu Arastirmaci, gerekli
oldugunda: (i) Resmi makamlarin Kisisel Verilere
yonelik taleplerini; (ii) veri glivenligine iliskin
herhangi bir saldiri veya tehdit olmasi durumunu;
(iii) ilgili kisinin kendisine yaptigi basvurulari
Destekleyici’ ye vakit gegmeksizin bildirmeyi ve bu
basvurulara cevap verme konusunda Destekleyici
ile is birligi yapmayi ve Destekleyici’ ye destek
vermeyi kabul eder.

b. Kurum ve Sorumlu Arastirmaci, yasal
yukimlilikleri sakli kalmak kaydiyla, Kisisel
Veriler'in islenmesini gerektiren sebeplerin ya da
isleme amacinin herhangi bir sekilde ortadan
kalkmasini muteakip Kisisel Verileri silecek, imha
edecek ya da anonim hale getirecektir.

Madde 5 — Veri Giivenligi ve Giivenlik
Ihlalleri




5.1. Institution and the Principal Investigator
undertake that the protection against all kinds
of security breach will be provided, including
the unauthorized use, acquisition, share, theft,
modification, reproduction, access, etc. of data;
as long as the Institution and Principal
Investigator, their representatives or the
persons assigned by them have the data or
have access to the data during or after the
term of the Agreement is committed to
protection against any breach of security.

5.2. In the event that data is obtained or
accessed by one or more unauthorized Parties
or reasonably considers that such security
breach may have arisen, all reasonable
measures will be taken to mitigate the harmful
effects of the infringement after detecting or
finding a breach.

5.3. The Institution and the Principal
Investigator will report the breach to Sponsor
as soon as possible, but not later than 24
hours. This notification will contain; (I)
detection of data that has been used, accessed,
acquired or disclosed or considered to be
during the event, (ii) description of the event,
the date of the event and if known the date
when the event was identified (iii) scope of the
event (including description of the type of data
in the event) (iv) disclosure of the intervention
of the Institution and the Principal Investigator
(Such as the steps taken by the Institution and
its Principal Investigator to mitigate the
damage caused by the incident) and (v) other
information Sponsor may reasonably request.
5.4. The Institution and the Principal
Investigator shall keep all data relating to the
known and reported events or investigations
until Sponsor notifies the Institution and the
Principal Investigator that such records are no
longer required.

Article 6 — Effective Date and Term

This Protocol shall be effective as of the date of
signature and shall remain in force as long as
the Personal Data is stored by the Institution
and/ or the Principal Investigator.

5.1. Kurum ve Sorumlu Arastirmaci, temsilcileri
veya gorevlendirdigi kisilerin Sézlesme siiresince
veya sonrasinda Kisisel Verilere sahip oldugu veya
eristigi siirece, Kisisel Verilerin izinsiz kullanimi,
elde edilmesi, paylasilmasi, calinmasi,
degistirilmesi, cogaltiimasi verilere erisilmesi vb.
her turlG glvenlik ihlaline karsi Kisisel Verileri
korumayi taahhiit etmektedir.

5.2. Kurum ve Sorumlu Arastirmaci, Kisisel
Verilerin bir veya daha fazla izinsiz tarafca elde
edildigi veya erisildigi veya makul olarak boyle bir
guvenlik ihlalinin dogmus olabilecegini diislindiig
durumlarda, ihlali tespit ettikten veya farkina
vardiktan sonra ihlalin zararh etkilerini hafifletecek
tim makul tedbirleri alacaktir.

5.3. Kurum ve Sorumlu Arastirmaci ihlali miiteakip
24 saati gegmemek lizere miimkiin olan en kisa
sure iginde ihlali Destekleyici’ ye bildirecektir. Bu
bildirim; (i) olay sirasinda kullanilan, erisilen,
edinilen veya aciklanan veya 6yle oldugu
dasinulen verilerin tespitini; (ii) olayin
aciklamasini, olayin tarihini ve biliniyorsa olayin
tespit edildigi tarihi; (iii) olayin kapsamini (olayda
yer alan verilerin tlrine iliskin agiklama dahil); (iv)
Kurum ve Sorumlu Arastirmacinin olaya
midahalesine dair agiklamayi (Kurum ve Sorumlu
Arastirmacinin olayin sebep oldugu zarari
hafifletmek igin attigi adimlar gibi); ve (v)
Destekleyici’ nin makul olarak talep edebilecedi
diger bilgileri icerecektir.

5.4. Kurum ve Sorumlu Arastirmaci, bilinen ve
bildirilen olaylar veya sorusturmalarla ilgili tim
verileri Destekleyici tarafindan bu kayitlarin artik
gerekmedidi kendisine bildirilene kadar
saklayacaktir.

Madde 6 — Yiiriirliik ve Siire

Isbu Protokol imzalandig tarihte yiiriirliige girecek
olup, ilgili Kisisel Veriler Kurum ve/veya Sorumlu
Arastirmaci tarafindan saklandigi stirece yiriirliikte
kalacaktir.




