Total remuneration for the Institution and the Investigators, for data of one Study completer (i.e.: a Subject
enrolled to the Study according to the Protocol, who completed all visits designed in the Protocol and who
underwent all study procedures specified in the Protocol and in relation to whom electronic Case Report
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Form has been filled out appropriately and passed on to Sponsor) is

Celkova odména pro Zdravotnické zafizeni a Zkousejici za data jednoho dokonceného subjektu (t. j. subjektu
zatazeného do Studie v souladu s Protokolom, ktery dokondi vSechny navstévy poZadované Protokolem a
ktery absolvuje vSechny studijni procedury pozadované Protokolem a u kterého byl fadné vypinény a

Zadavateli odevzdany elektronicky Formula¥ zaznamii o subjektech hodnoceni — eCRF) je | Gz

FEES /
POPLATKY

Total /
Celkem =

Visit 1 Visit 2
Screening Visit Baseline
Ndavstéva 1 Navstéva 2
Skreeninkova Vychozi
navitéva navstéva

Visit 3 Visit 4 or FUP Phone Screening

premature call failure
discontinuation
visit
Navstéva 3 | Navitéva 4 nebo | Telefonni Vyfazeni ze
predéasnd kontakt — | Screeninku
ukontovaci zévéreéné |
navitéva

sledovéni '

|
|
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Total remuneration for the Institution and the Investigators, for data of one Study completer (i.e.: a Subject
enrolled to the Study according to the Protocol, who completed all visits designed in the Protocol and who
underwent all study procedures specified in the Protocol and in relation to whom electronic Case Report
Form has been filled out appropriately and passed on to Sponsor) i

Celkové odména pro Zdravotnické zafizeni a Zkou3ejici za data jednoho dokonceného subjektu (t. J. su bjektu
safazeného do Studie v souladu s Protokolom, ktery dokonéi véechny navstévy poZadované Protokolem a
ktery absolvuje viechny studijni procedury poZadované Protokolem a u kterého byl radné vyplnény a
Zadavateli odevzdany elektronicky FormulaF zaznamU o subjektech hodnoceni — eCRF) je NN

FEES /
POPLATKY

Total /
Celkem =

Visit 1 Visit 2
Screening Visit Baseline
Ndvstéva 1 Navitéva 2
Skreeninkova Vychozi
navitéva navitéva

Study LT4032-301

Visit 3 Visit 4 or FUP Phone Screening ;
premature call failure
discontinuation
visit
Navitéva 3 | Navitéva 4 nebo | Telefonni Vyrazeni ze

predéasna kontakt = | Screeninku
ukoncovaci zdvérecné

navitéva sledovéni
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Data Privacy Statement — study LT4032-301
Prohlaseni o ochrané osobnich tdajti — studie LT4032-301

Sponsor & Address

LABORATOIRES THEA
12 rue Louis Blériot- 63017 Clermont-Ferrand Cedex 2 - FRANCE

Data Controller Laboratoires Théa

Study Code LT4032-301

Principal Investigator's Name

General Introduction

Please read this data privacy statement carefully. If you
have questions, please do not hesitate to contact your site
monitor during the whole conduct of the trial.

Before appointment as an investigator/site staff in clinical
trial, you will be asked to provide Iris Pharma the
information about personal data. The collection and
processing of personal data within the European Union
(EU) is regulated by the European Data Protection
regulations and national laws.

Such laws generally prohibit the transfer of personal data
of EU citizens outside the European Economic Area
(EEA) unless consent to such transfer has been obtained.

Other countries have similar laws that prohibit the transfer

of personal data of their citizens outside their countries
unless consent to such transfer exists.

Scope

By agreeing to be involved in study team, you should be
made aware that some of your personal data will be
collected and processed by Iris Pharma only for the
purpose of the Clinical Trial reported above.

In that frame, your information will be shared within Iris
Pharma Clinical Operations, its other business functions
(eg, Accountability) and its subcontractors, and may be
also accessed by the sponsor or its representatives, and
by competent authorities and /or ethics committees, while
acting within the scope of their duties.

Transfer

Your personal data gathered in the course of this study
may be transferred to countries or territories outside the
European Economic Area. Shall these countries not
respect the same level of data protection as in Europe, Iris
Pharma will ensure that appropriate guarantees will be
respected for your data in the study and will inform you in
due time. Upon request Iris Pharma will provide you with
the reference to the appropriate or suitable safeguards
and the means by which to obtain a copy of them or where
they have been made available.

PRD_C_Form161003_v4_Effective date: 19Sep2018 — bilingual EN/CZ

Obecny Uvod

Precététe si, prosim, pozorné toto prohlaSeni o ochrané
osobnich Gdaju. Mate-li dotazy, nevahejte se obratit na
svého monitora kdykoliv béhem celého prabéhu
klinického hodnoceni.

NeZ budete jmenovani zkousejicim/studijnim personalem
v klinickém hodnoceni, budete spole¢nosti Iris Pharma
pozadani o poskytnuti osobnich Gdaju. Sbér a zpracovani
osobnich Udaji v ramci Evropské unie (EU) se Fidi
evropskymi predpisy o ochrané osobnich Uudaji a
vnitrostatnimi pravnimi predpisy.

Takoveé pravni pfedpisy obecné zakazuji prenos osobnich
udajl obé¢ant EU mimo Evropsky hospodarsky prostor
(EHP), pokud nebyl s takovym pienosem ziskan souhlas.
Ostatni zemé& maji podobné pravni predpisy, ktere
zakazuji pfenos osobnich tdajd svych ob&ant mimo jejich
hranice, pokud neexistuje souhlas s takovym pienosem.

Rozsah

Méli byste si byt védomi, Ze v navaznosti na souhlas se
zarazenim do studijniho tymu budou nékteré Vase osabni
Udaje pro Géely vySe uvedeného klinického hodnoceni
spole¢nosti Iris Pharma shromazdovany a zpracovavany.
V ramci tohoto budou Vase informace sdileny v ramci Iris
Pharma Clinical Operations, jejich dalich sloZzek (napf.
ucetni oddéleni) a jejich subdodavatell, zaroven k nim
mUlzZe pfistupovat zadavatel nebo jeho zastupci a
regulaéni organy a / nebo etické komise, v ramci své
plUsobnosti.

Prenos

Va$e osobni daje shromazdéné v pribéhu této studie
mohou byt preneseny do zemi nebo Uzemi mimo
Evropsky hospodarsky prostor. Pokud tyto zemé
nezajidtuji stejnou Uroven ochrany udaji jako v Evropé,
Iris Pharma zajisti pro Va8e osobni tdaje v této studii
adekvatni zaruky a bude Vas vcas informovat. Iris
Pharma Vam na pozadani odkaze na tyto adekvatni nebo
prisludna zajisténi a zpasob, jakym Ize ziskat jejich kopii
nebo kde jsou tyto k dispozici.
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Prohldseni o ochrané osobnich udajd - studie LT4032-301
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’ Sponsor & Address

LABORATOIRES THEA
12 rue Louis Blériot-

63017 Clermont-Ferrand Cedex 2 - FRANCE

Data Controller Laboratoires Théa

Study Code LT4032-301

Principal Investigator's Name

Access to data

All of your information may only be accessed and
processed by Iris Pharma employees and representatives
involved in the clinical research activities, as well as by
the sponsor or the sponsor’s representatives and by any
authorized third parties such as national or international
competent authorities,

Data retention

The sponsor, as stated in the protocol of the clinical trial
and as required by applicable regulations, will keep your
information for the minimal period of fifteen years.

Right of access

According to the EU regulation on Data Protection, you
have the right to access your personal data at any time
and the right to correct any inaccurate or incomplete
information. You also have the right to request erasure of
your data in writing in duly justified cases. Should you
have any queries concerning the processing of your
personal data or a request to access your personal data,
please contact in writing the sponsor and data controller.
If needed, you have also the right to introduce a complaint
with the appropriate supervisory authority.

Further information

If you have any questions or comments about this
statement or data privacy in general, please contact your
site monitor at any time during the whole conduct of the
trial,

Acknowledgment and consent

You should only sign this Form after you have read and
understood it. By signing this Form, you consent to the
collection, use, processing, and disclosure of personal
information about you as explained above.

PRD_C_Form16100 3_v4_Effective date: 19Sep2018 — bilingual EN/CZ

Pristup k Gdajim

VeSkeré Vase (daje mohou byt pfistupovany a
Zpracovavany pouze zaméstnanci a zastupci spolecnosti
Iris Pharma, ktefi se podileji na klinickém vyzkumu, jakoz
i sponzorem nebo jeho zastupci a autorizovanymi tretimi
stranami, jako jsou napfiklad narodni nebo mezinarodni
regulacni Urady.

Uchovavani Gdaju

Dle znéni protokolu klinického hodnoceni a v souladu s
platnymi predpisy bude zadavatel Vade (daje uchovavat
po dobu minimalné patnacti let.

Pravo na pristup

Dle nafizeni EU o ochrané osobnich G(daji mate pravo
kdykoli ke svym osobnim udajim pfistupovat a pravo na
opravu jakychkoli nepfesnych nebo neuplnych informaci.
V fadné oduvodnénych pfipadech mate pravo pisemné
poZadovat vymazani svych Gdajl. Méate-li jakékoli dotazy
tykajici se zpracovani Vasich osobnich (dajli nebo
poZadujete pfistup k Vasim osobnim Udajim, obratte se
prosim pisemné na sponzora a spravce (daji. V pFipadé
potfeby mate také pravo podat stiznost pfislu§nému
dohledovému organu.

Dalsi informace

Pokud mate jakékoliv dalgi dotazy ¢i pfipominky tykajici
se tohoto prohlaseni nebo ochrany osobnich (daij
obecné, obratte se prosim na svého monitora kdykoliv
béhem celého pribéhu klinického hodnoceni,

Potvrzeni a souhlas

Tento formulaF byste méli podepsat pouze pokud jste ho
pfecetli a pochopili. Podpisem tohoto formulare davate
souhlas se shromazZdovanim, pouZivanim,
Zpracovavanim a zpfistupfiovanim Vasich osobnich
udaja, jak bylo uvedeno vyse.
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Sponsor & Address

LABORATOIRES THEA
12 rue Louis Blériot- 63017 Clermont-Ferrand Cedex 2 - FRANCE

Data Controller Laboratoires Théa

Study Code LT4032-301

Principal Investigator's Name

You may decide to revoke your consent to the processing

of personal information about you at a later time. Also, if

you do not sign this Form, or if you later revoke your
consent as expressed on this Form, Iris Pharma will be
unable to continue to engage you as a clinical
investigator/site staff.

Svij souhlas se zpracovanim Vasich osobnich tdaju
miZete pozdéji odvolat. Pokud tento formular
nepodepiSete nebo svij souhlas pozdéji odvolate,
spoleénost Iris Pharma Vas nadale nebude moci jako
zkousejiciho/studijni personal do klinického hednoceni
zapojovat.

Name: / Jméno:

Study Responsibility: / Role ve studii:

Date & Signature / Datum a Podpis

Name: / Jméno:

Study Responsibility: / Role ve studii:

Date & Signature / Datum a Podpis

Name: / Jméno:

Study Responsibility: / Role ve studii:

Date & Signature / Datum a Podpis

Name: / Jméno:

Study Responsibility: / Role ve studir:

Date & Signature / Datum a Podpis

Name: / Jméno:

Study Responsibility: / Role ve studii:

Date & Signature / Datum a Podpis

Name: / Jméno:

Study Responsibility: / Role ve studii:

Date & Signature /Datum a Podpis

Name: / Jméno:

Study Responsibility: / Role ve studii:

Date & Signature / Datum a Podpis

PRD_C_Form161003_v4_Effective date: 195ep2018 — bilingual EN/CZ
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Sponsor & Address

LABORATOIRES THEA
12 rue Louis Blériot- 63017 Clermont-Ferrand Cedex 2 - FRANCE

Data Controller Laboratoires Théa

Study Code LT4032-301

Principal Investigator's Name

Name: / Jméno:

Study Responsibility: / Role ve studii:

Date & Signature / Datum a Podpis

Name: / Jméno:

Study Responsibility; / Role ve studii:

Date & Signature / Datum a Podpis

Name: / Jméno:

Study Responsibility: / Role ve studii:

Date & Signature / Datum a Podpis

Name: / Jméno:;

Study Responsibility: / Role ve studii:

Date & Signature / Datum a Podpis

With my signature:

| acknowledge that Iris Pharma will hold personal
information about me, including details of my name,
address, date of birth, qualifications and clinical trials
experience, financial information relating to, among other
matters, compensation and reimbursement payments and
other personal data (identification number) for
administrative purposes, including but not limited to study
management and oversight, in connection with my
appointment as an investigator/site staff in previous and
ongoing clinical trials and my proposed appointment as
investigator/site staff of this clinical trial. This information
may be processed both by computer and manually.

| understand that personal information about me,
including my association as an investigator/site staff, may
be publicly disclosed for posting online on the European
Clinical Trials Database, ClinicalTrials.gov, and similar
sites, and in printed materials.

I'understand that some of the countries to which my data

may be transferred may not offer an adequate level of
protection of privacy of personal data.

PRD_C_Form161003_v4_Effective date: 195ep2018 — bilingual EN/CZ

Beru na védomi, Ze spole¢nost Iris Pharma bude
uchovavat mé osobni tidaje, véetn& mého jména, adresy,
data narozeni, kvalifikace a zkuSenosti s klinickymi
hodnocenimi, finanéni informace tykajicich se, mimo jing,
kompenzaci a plateb a jiné osobni (idaje (identifikaéni
Cislo) pro administrativni dely, zahrnujici, avSak nikoliv
pouze, fizeni a dohled v souvislosti s mym jmenovanim
do role zkousejiciho/studijniho personélu v pfedchozich i
probihajicich klinickych hodnocenich a mym navrhnutym
jmenovanim do role zkousejiciho/studijniho personalu
viomto klinickém hodnoceni. Tyto tdaje mohou byt
zpracovavany jak pocitacdem, tak ruéng,

Chapu, Ze mé osobni Udaje, vetné mého plsobeni v roli
zkousejiciho/studijniho personalu, mohou byt zvefejnény
online v Evropské databazi klinickych hodnoceni, na
ClinicalTrials.gov a na podobnych portalech &i v tisténych
materialech.

Chapu, Ze nékteré zemé&, do kterych mohou byt mé

osobni Udaje pfeneseny, nemusi poskytovat odpovidajici
uroven ochrany osobnich Udaji.
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Sponsor & Address

LABORATOIRES THEA
12 rue Louis Blériot- 63017 Clermont-Ferrand Cedex 2 - FRANCE

Data Controller Laboratoires Théa

Study Code LT4032-301

Principal Investigator's Name

| further understand that personal information held about
me may if necessary be transferred to government
authorities in the EEA and/or in the United States for
compliance with the requirements of Title 21, Part 54 of
the Code of Federal Regulations on Financial Disclosure
to Clinical Investigators, as amended from time to time. |
further agree that personal information held about me may
be disclosed in connection with Good Clinical Practice
audits or similar requirements either in the EEA, the
United States of America or in other countries.

| consent to the collection, use, processing, and
disclosure of the information in accordance with the terms
of the above paragraphs and to the transfer of such data
to the EEA and/or United States of America.

PRD_C_Form161003_v4 Effective date: 19Sep2018 — biling ual EN/CZ

Dale chapu, Ze mé osobni Udaje mohou byt v pfipadé
potieby poskytnuty viadnim dfadim v EHP a/nebo ve
Spojenych statech americkych, aby byly spinény
pozadavky Clanku 21, éasti 54 predpisu Code of Federal
Regulations on Financial Disclosure to Clinical
Investigators v platném znéni. Dale souhlasim s tim, Ze
mé osobni (idaje mohou byt zpfistupnény v ramci auditt
spravné klinické praxe nebo v ramci podobnych
pozadavku at uz vEHP, ve Spojenych statech
americkych &i v dalSich zemich.

Souhlasim se shromazdovanim, pouZzivanim,
zpracovavanim a zpfistupfiovanim (daju v souladu
s podminkami vy$e uvedenych odstavcl a s pfenosem
téchto Udaju do EHP a/nebo Spojenych stat( americkych.
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Pfiloha &. 3: Pravidla pro finan&ni nahradu Appendix 3: Rules for Reimbursement of
nakiadi subjektu hodnoceni Trial Subject’s Costs

Subjektim  hodnoceni bude poskytovana Subjects will be provided with compensation for
kompenzace nezbytnych vydajii na cestu, stravné travel, meal allowance and time expenses when
a &as pii GGasti v klinickém hodnoceni ve formg participating in a clinical trial for each visit as
pausalnich nahrad, které budou hrazeny pfi kazdé listed below:

z planovanych navétév, a to dle rozpisu nize:

Visit 1 (screening):
Visit 2 (baseline):
Visit 3:

Visit 4 or premature
discontinuation visit:

Navstéva 1 (skreening):
Navstéva 2 (baseline):
Navsteva 3:

Navstéva 4 nebo pred&asna
ukoncovaci navstéva:

Aby byla zachovana anonymita pacienta, budou In order to preserve the anonymity of the
Centrem realizovany pfimé Ghrady subjektim subject, the Center will pay the subjects directly.
hodnoceni.

Centrum obdrZi tyto finanéni nahrady od CRO The Center will receive these refunds from the
(Pharmnet), ktery je za jejich dodéni zodpovédny. CRO (Pharmnet), who is responsible for their
Prvni dodani finanénich nahrad se uskute&ni delivery. The first delivery of the financial
v ramei iniciaéni navétévy (v pfipadé, e pijde compensation will take place during the
o dodani hotovosti), pfipadng ihned po iniciaéni initiation visit (in case of cash delivery) or
navstévé (v pfipadé, Ze pujde o dodani na ucet immediately after the initiation visit (in case of
centra na zakladé faktury). Daldi dodani bude delivery to the center account based on the

zajisténo CRO dle potfeby dané podtem subjekts  invoice). Further delivery by CRO as required
ve studii, by the number of subjects in the study.

V pipadé dodani na zakladé faktury, faktury musi If the delivery will be based on invoices,
byt zasilany CRO s uvedenim ¢isla protokolu, invoices must be addressed to the CRO and

&isla centra a Iména zodpovédné osoby za CRO: must include Protocol number, site number and

Pharmnet s.r.o.. the name of the CRO'’s responsible person:

a to na adresu Pharmnet s.r.o..

Peckova 13, 186 00 Praha 8 Karlin, soutasné pak and snould De sent to address: Peckova 13,
i n resu 18 in_i llel then via email

to

Tel

Fa

e
Fax

Kazdé vyplaceni uvedené sumy subjektu bude Each paymentto subject will be recorded by the
evidovano Centrem na pfislusném formulafi assigned Center person on the “Patient
JFormuldf  vyplaceni  cestovnich nahrad Reimbursement form* which will be a part of
pacientovi®, ktery bude soudasti dokumentace Subject dossier.

subjektu.

Finalni zG&tovani plateb provedenych Centrem Final reconciliation will be done by Center at the
bude na konci studie realizovano na formulafi end of the study using form Patient
JPatient reimbursement clearance”. reimbursement clearance”.

Study LT4032-301
Agreement Sponsor /Pharmnet / CZ / Institution / Site CZE102
Appendix 3 - Pharmnet / CZ / Institution / Site xxx, version CZ1.0, 16July2019



