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AMENDMENT #1 TO INSTITUTION
AGREEMENT

This Amendment (the "Amendment") to the
Institution Agreement, dated 04 November 2016
(the “Agreement’), for the clinical study (the
“Study”), conducted in accordance with the
protocol RPC01-3001 “A Multi-Site, Open-Label
Extension Trial of Oral RPC1063 in Relapsing
Multiple Sclerosis” and any amendments thereto

(the “Protocol”), is made by and between:

University Hospital Trnava,

A. Zarnova 11, 91775, Trnava, Slovak Republic,
IN: 00610381, Tax IN: 2021191084, (the

“Institution”)
and
PSI CRO Slovakia s.r. 0.,

Krasovského 13, 851 01 Bratislava, Slovak
IN: 43 800 807, VAT IN: SK
2022515231, registered in Business Register,

Republic,

Provincial Court Bratislava I, Section Sro, Folio
49073/B, represented by Petr Vaculik, MD,
Country Manager, and by Petr Sedlak, PhD, by
Power of Attorney ("PSI")

and
Celgene International Il, Sarl,

Rue du Pré-Jorat 14, 2108 Couvet, Switzerland
(“Sponsor”)

(together the “Parties”).
PREAMBLE:

WHEREAS, the Sponsor would like to become a
contracting party to the Agreement.

PSI Template, General, 10-MAY-2016
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DODATOK #1 K ZMLUVE SO ZDRAVOTNICKYM
ZARIADENIM

Tento dodatok (dalej len ,dodatok’) k zmluve so
zdravotnickym zariadenim zo 4. novembra 2016
(dalej len ,zmluva“) v suvislosti s klinickym
skusanim (dalej len ,skasanie®) vykonavanym v
sulade s protokolom RPC01-3001 ,Multicentricka,
otvorena extenzia klinického skusania peroralne
podavaného skusaného lieku RPC1063 pri relaps-
remitujuce] skleroze multiplex" a vsetky jeho zmeny
a doplnenia (dalej len ,protokol*), sa uzatvara

medzi:
Fakultna nemocnica Trnava,

A. Zarnova 11, 91775, Trnava, Slovenska republika,
ICO: 00610381, DIC: 2021191084, ,

,zdravotnicke zariadenie")

(dalej len

a
PSI CRO Slovakia s. r. o.,

Krasovského 13, 851 01
republika, ICO:
SK2022515231,
Okresného sudu Bratislava |, oddiel Sro, vlozka ¢.
49073/B, zastupena MUDr.

Country manazérom a Petrom Sedlakom, PhD na

Bratislava, Slovenska
43 800 807, IC DPH:

zapisana v obchodnom registri

Petrom Vaculikom,

zaklade plnej moci (dalej len ,PSIY)
a
Celgene International Il, Sarl,

Rue du Pré-Jorat 14, 2108 Couvet, Svajciarsko
(dalej len ,zadavatel™)

(spolu dalej len ,zmluvné strany®).
PREAMBULA:

KEDZE zadavatel by sa chcel stat zmluvnou stranou

tejto zmluvy.
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WHEREAS, the Parties that
effective as of May 1, 2018 the address for

acknowledge

Sponsor has changed from Rue des Moulins 4,
2108 Couvet, Switzerland to Rue du Pré-Jorat
14, 2108 Couvet, Switzerland.

WHEREAS, due to Protocol Amendment 6 and
the issuance of Protocol Version 7.0, the Parties
wish to revise the Fee and Payment Schedule,
Attachment 1 to the Agreement and agree that for
the purposes of efficient payment administration
they will completely replace the contents of
Attachment 1 with the relevant updated contents;

WHEREAS, the Parties wish to insert a new

attachment to the Agreement in order to
implement the Regulation on the protection of
natural persons with regard to the processing of
personal data and on the free movement of such

data EU 2016/679 (“GDPR").

NOW, THEREFORE, in consideration of the
terms and conditions set forth herein, the parties

agree to amend the Agreement as follows:

1. The Parties acknowledge and accept by
signing this Amendment that as of Amendment's
effective date the Sponsor becomes a contracting

party to the Agreement.

2. The Fee and Payment Schedule under
Attachment 1 to the Agreement shall be replaced
in its entirety by the “Revised Fee and Payment

Schedule” as annexed to this Amendment.

3. In order to implement the GDPR as effective
from 25 May 2018, the Parties agree to include
Attachment 2 to the Agreement as annexed to this

Amendment.

4, This Amendment is valid as of the last date
of signature bellow and effective as of the day

following its publication in the contracts register

of the Act No. 40/1964 Coll., Civil Code. The

PS| Template, General, 10-MAY-2016
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KEDZE zmluvné strany uznavaju, Ze s Ucinnostou
od 1. maja 2018 sa adresa zadavatela zmenila z Rue

des Moulins 4, 2108 Couvet, Svajciarsko na

Rue du Pré-Jorat 14, 2108 Couvet, évajéiarsko.

KEDZE v dosledku zmeny a doplnenia protokolu &.
6 a vydania verzie 7.0 protokolu si zmluvne strany
selaju zrevidovat Harmonogram Uhrady poplatkov
a platieb ako Prilohu 1 k zmluve a suhlasia s tym, Ze
na Ugely efektivnej spravy platieb uplne nahradia
Prilohy 1

obsahom;

obsah prislusnym  aktualizovanym

KEDZE zmluvné strany si Zelaju k zmluve doloZit
novu Prilohu s cielom implementovat Nariadenie
(EU) 2016/679 o ochrane fyzickych os6b pri
spracuvani osobnych Gdajov a o volnom pohybe
takychto udajov (dalej len ,GDPR") ,

PRETO, so zretelom na podmienky uvedene v tomto
dodatku, zmluvné strany suhlasia s tym, ze zmluvu

zmenia a doplnia nasledovne:

1. Zmluvné strany podpisanim tohto dodatku
potvrdzuji a akceptujt, Ze diiom nadobudnutia
tohto dodatku

zmluvnou stranou tejto zmluvy.

ucinnosti sa zadavatel stava
2. Harmonogram Uuhrady poplatkov a platieb
v Prilohe 1 k zmluve sa v celom rozsahu nahradza
"Zrevidovanym Harmonogramom uhrady poplatkov

a platieb ", ktory je pripojeny k tomuto dodatku.

3. S cielom implementovat GDPR s G¢innostou od
25. maja 2018 sa zmluvné strany dohodli, Zze k
zmluve pripoja Prilohu 2, pripojenu k tomuto
dodatku.

4. Tento dodatok je platny odo dia posledného
podpisu nizéie a u¢inny diiom nasledujucim po dni
jejno zverejnenia v zmysle § 47a ods. 1 zakona C.
40/1964 Zb. Obgiansky zakonnik v zneni neskorsich
centralnom zmliv  na

predpisov Vv registri
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publication of this Amendment is mandatory in
accordance with Sec. 5a (1) of the Act No.
211/2000 Coll., on free access to information. The
and PSI the
publication of the Agreement in accordance with

Sponsor hereby agree with

the previous sentence.

5. Capitalized terms used but not re-defined in
this Amendment shall have the same meaning as
they have in the Agreement.

6. This Amendment shall be made part of the
Agreement and attached thereto. Except as
provided herein, all other terms of the Agreement
shall remain in full force and effect.

[SIGNATURE PAGE TO FOLLOW]

PSI Template, General, 10-MAY-2016
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www.crz.gov.sk, nakolko ide o  povinne
zverejfiovany dodatok v zmysle § 5a ods. 1 zakona
¢ 211/2000 Zz. o

zneni

slobodnom  pristupe Kk

informaciam v neskor$ich  predpisov.
Zadavatel a PSI sthlasi so zverejnenim tohto

dodatku podla predchadzajucej vety.

5. Pojmy uvadzané velkymi pismenami, ktore sa v
tomto dodatku pouzivaju, no nie su opatovne

definované, maju rovnaky vyznam ako v zmluve.

6. Tento dodatok sa stane st¢astou zmluvy a bude
k nej prilozeny. S vynimkou pripadov, ktoré su tu
uvedené, zostavaju vsetky ostatné podmienky

zmluvy v plnej platnosti a ucinnosti.

[NASLEDUJE STRANA S PODPISMI]
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This Amendment has been executed in three Tento dodatok bol vyhotoveny v troch originaloch,
originals, one for each party. jeden pre kazdu zmluvnd stranu.

Institution/Zdravotnicke zariadenie:

Name/Meno: MUDr. Daniel Zithan, MPH Name/Meno: Ing. Gabriela Dem¢akova
Title/Titul: general director/generalny riaditel Title/Titul: financial director/ekonomicky riaditef
Dated/Datum: Dated/Datum:

PSI: PSI CRO Slovakias.r. 0.

Name/Meno: MUDr. Petr Vaculik Name/Meno: PhDr. Petr Sedlak

Title/Titul: by Power of Attorney/ na zaklade pinej Title/Titul: by Power of Attorney/ na zaklade
moci plnej moci

Dated/Datum: Dated/Datum:

Sponsor: executed by PSI based on a Power of
Attorney/Zadavatel: podpisuje PSI na zaklade

plnej moci

Name/Meno: MUDr. Petr Vaculik Name/Meno: PhDr. Petr Sedlak

Title/Titul: by Power of Attorney/ na zaklade pinej Title/Titul: by Power of Attorney/ na zaklade
moci plnej moci

Dated/Datum Dated/Datum

PSI Template, General, 10-MAY-2016
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Annex to AMENDMENT #1 TO
INSTITUTION AGREEMENT

Revised Fee and Payment Schedule

1. Fees

a) The compensation shall be based on the
number of Study subjects enrolled into the Study
in compliance with the Protocol and the number
of procedures/visits performed with respect to
these Study subjects in accordance with the
following payments tables:

Georgi Krastev, MD

Priloha k DODATKU # 1 K ZMLUVE SO
ZDRAVOTNICKYM ZARIADENIM

Upraveny harmonogram Ghrady poplatkov a
platieb

. Vyska odmien

a) Odmena sa poskytne podfa poCtu subjektov
skUania, ktori boli do klinického skusania
zaradeni v sulade s protokolom, a podfa poctu
vy$etreni/navstev, ktoré sa utychto subjektov
uskutocnili, v sllade
tabulkami platieb:

ato s nasledovnymi

PSI Template, General, 10-MAY-2016

Visit Amount Navsteva Suma
Baseline: Meranie vychodiskovych hodnét:
-~ Informed Consent €29 — Informovany suhlas €29
— Inclusion/Exclusion -~ Inkluzne/exkluzne kritéria g7
criteria C.0
e —  QOdber vzorky krvi na
~  Blood sampling for CBC - zistenie krvného obrazu €3
- —  Odber vzorky krvi na
- Blood sampling for biochémiu €3
Chemistry €3 -
- Analyza mocu €2
e ge —  Kompletna lekarska
-~ Complete Physical Exam | € 12 prehliadka €12
—  Vital signs €15 —  Zivotneé funkcie €15
- ECG €13 - EKG €13
— Dispense study drug and -~ Vydaj sktisaného lieku
patient diary €3 a dennika pacienta €3
-~ Study drug €7 — Podanie skusaného lieku €7
administration at clinic vV NeMOoCNICi
- EDSS score and €9 —  Zistenie skore EDSS €9
neurological exam a neurologicke vySetrenie
—  MSFC and LCLA €6 - Dotazniky MSFC a LCLA €6
-  MSQOL-54 assessment | €3 ~  Dotaznika MSQOL-54 €3
_  Dermatological Exam i - Dermatologické vysetrenie | €4
- Hodnotiaca $kala C_SSRS | €2
- C_SSRS €2 5
) —  Subezné lieky €5
— Concomitant medications | €5
— Neziaduce udalosti €5
- AE/SAE €5 (AE)/zavazné neziaduce
—  CRF completion €7 udalosti (SAE)
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Georgi Krastev, MD

PS| Template, General, 10-MAY-2016
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Month 3 €58 - Vyplnenie CRF €7 ]
Month 6 €58 Mesiac 3 €58
Month 9 €58 Mesiac 6 €58
Month 12 €73 Mesiac 9 €58
Month 15 €52 Mesiac 12 €73
Month 18 €52 Mesiac 15 €52
Month 21 €52 Mesiac 18 €52
Month 24 €73 Mesiac 21 €52
Month 27 €52 Mesiac 24 €73
Month 30 €52 Mesiac 27 €52
Month 33 €52 Mesiac 30 €52
Month 36 €73 Mesiac 33 €52
Month 39 | €52 Mesiac 36 €73
Month 42 €52 Mesiac 39 €52
Month 45 €52 Mesiac 42 €52
Month 48 €73 Mesiac 45 €52
Month 51 €52 Mesiac 48 €73
Month 54 €52 Mesiac 51 €52
Month 57 €52 Mesiac 54 €52
End Of Trial/Early termination | €70 Mesiac 57 €52
Safety Follow-up (28 days) €50 Koniec lie¢by/Pred¢asné €70
Safety Follow-up (75 days) €21 Romcaric
Total < 1366 gz;vj:ﬁ;ra nasledného sledovania -
Navséteva nasledného sledovania
(75 dni) €21
Celkovo € 1366 J
Additional Payments ‘ Amount Dalsie platby l Suma
Unscheduled Relapsa Visit | €34 :,‘;‘:('f’rzz:’:"é navsteva prirelapse | ¢ g, |
Cardiac Monitoring ‘ €12 Sledovanie srdcovej &innosti €12 |
!Dhone c?ll for Follc.m_r-up (if pt ‘ €9 Telefonicky §|edovaci kontakt (ak | €9 1
is unavailable at clinic) | pacient nepride na centrum) 1 f
Continuous overnight ECG €23 Suvislé EKG pocas noci | €23
Pregnancy Test €3 Tehotensky test | €3
Overnight stay | €12 Hospitalizacia cez noc | €12
ALC Follow-up Visit | €10 ALC sledovacia vizita | €10
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Georgi Krastev, MD

b) Payment for Baseline Visit and drop-outs: b) Platby za nav$tevu merania vychodiskovych |
The Baseline Visit, including for those subjects hodnét aza vypadky: Navsteva merania |

Unscheduled Visit: Neplanovana navsteva:
—  Blood samplmg for CBC €3 — Odber vzorky krvi na zistenie €3
: —t - 7 'krvného obrazu _ F3il
- Blood _samplmg for €3 — Odber vzorky krvi na el
- ) Chemlstry e - , b10ChemlUﬁ - L K
- Urinalysis € —  Analyza mo&u €2
= Complete Physmal Exam €12 - Kompletna lekarska €12
T S B : prehliadka ) o
o Vitaﬁlgns - g2 ~  Zivotné funkcie €2
= 580 S P - EKG €6
- Dispense study drug and €3 B Vydaj skuganého lieku s
e O o _ adennika pacienta_ =
- Study drug accountablhty, —~  Kontrola mnozstva
compliance check, diary €6 skusaneho lieku, kontrola €6
completion kompliancie, vyplnenie
~ Study drug administration _€ ’ —| |____dennika _ o
at clinic B - —~ Podanie skusaného lieku €7
~  EDSS score and €5 ____vnemocnici S A
1 - a neurologické vysetrenie
- MSFC and LCLA €3 e R (R
= - e — -~ Dotazniky MSFC a LCLA €3
- _“__M_S_QOL ot assefsme”t o - Dotaznik IV]SOOL 54 €4
T DermaFc_Jlogtcal Exam € 27 . - Dermatologlcke vyéetreme €2
| - C-SSRS . - Hodnotiaca $kala C-SSRS | €5
~  Concomitant Medication €5 —  Subezné lieky €5
; AEISAE ';5-5 7 - Neiiad'uce_ u§a|o§.ti | =
L S . _ - (AE)/zavazné neziaduce €5
— CRF completion €7 ~ udalosti (SAE) L ]
-~ Vyplnenie CRF €7

3

that subsequently become ineligible, will be paid vychodiskovych hodnét, vratane tych subjektov, |
per procedure performed, verified in the subject ktori sa nasledne stanu pre klinické skusanie '

electronic case report forms

(eCRFs). nevhodni, sa uhradi podla vykonanych vysetreni,

Procedures performed at the parent study end ktoré sa overia v elektronickych zaznamovych
of treatment (or equivalent) visit and paid under formularoch ucastnikov  klinického skusania
the parent study agreement will not be (eCRFs). Podla tejto zmluvy sa nebudu uhradzat

reimbursed under this Agreement.

vySetrenia, ktoré sa uskutocnili na navsteve na
konci lieGby hlavného klinického skusania (alebo
na ekvivalentnej navsteve), a ktoré sa uhradili na
zaklade zmluvy o uskutogneni hlavneho klinického
skusania.

c) Study Subjects’ Reimbursement: c) Odmeny pre subjekty klinického skusania: i

Travel Reimbursement. PS| sha

PSI Template, General, 10-MAY-2016

Il reimburse Nahrada cestovnych vydavkov. PSI preplati
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Study subjects’ reasonable travel expenses
related to visits completed in compliance with
the Protocol, based on Study subjects’ tickets,
receipts and/or other supporting documents
collected by the Investigator up to a maximum of
60 Euro net per Study subject and visit.
Maximum travel reimbursement amount can be
increased to 120 Euro net for the Baseline visit
or other visits involving multiple calls on the
investigative site or travel to off-site facilities for
Protocol-required procedures (e.g. MRI, OCT,
etc.). Sponsor's explicit prior approval shall be
obtained for the reimbursement of any amounts
exceeding the pointed maximums.

c) Other expenses. Sponsor may consider
reimbursement  of  other  Study-related
expenses, not mentioned in the Agreement, on
a case by case basis and always upon
Sponsor's explicit prior approval. All such
expenses shall be reimbursed based on receipts
and/or other supporting documentation.

d) Study Supplies. Sponsor and PSI shall have
the rights (i) to postpone the final payment under
the Agreement until the return of the Study
Supplies; and (2) to offset the
remuneration under the Agreement the cost of
any lost or destroyed Study Supplies as well as
the cost for the respective replacement Study
Supplies.

against

I Invoicing and Payments

a) PSI shall make the payments in EURO. PSI
shall send quarterly overviews to the Institution,
setting out the amounts earned by the
Institution, based on the Case Report Forms
sections completed for the enrolled subjects
(each a “Quarterly Overview").

b) If the Institution agrees with the Quarterly
Overview, the Institution shall issue an invoice
for the amount indicated in the Quarterly
Overview.

PSI Template, General, 10-MAY-2016
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subjektom  klinického skusania opodstatnené
cestovné vydavky, ktoré suvisia s navstevami
uskutoénenymi podla protokolu, na zaklade
uéteniek afalebo inych dopliujucich dokladov
subjektov skugania, ktoré zhromazdil skusajuci
ato do vysky najviac 60 Euro za jeden subjekt
skudania aza jednu navstevu. Najvy$sia suma
nahrady cestovnych vydavkov sa méZe navysit na
120 Euro za navstevu merania vychodiskovych
hodnét alebo za iné navstevy, ktoré znamenaju
viacero skisania alebo
cestovanie do zariadeni mimo centra skusania za
ucelom uskutoénenia vysetreni, ako ich vyZaduje
protokol (napr. MR, OCT, atd.). Ak sa ma preplatit
akakolvek ktora prevySuje uvedené
maximum, je potrebny predchadzajuci vyslovny

navstev v centre

suma,

suhlas zadavatela.

c) Iné vydavky. Zadavatel moze zvazit
preplatenie inych vydavkov suvisiacich s klinickym

skudanim, ktoré sa neuvadzaju vzmluve,
postudenim  jednotlivych  pripadov  a vzdy
vynaloZenych na zaklade vyslovneho

predchadzajiceho schvalenia zadavatela. Vsetky
tieto vydavky sa budu preplédcat na zaklade
uéteniek a/alebo inej dékaznej dokumentacie.

d) Pomécky skusania. Zadavatel a PSI majd
pravo (1) pozastavit koncovl platbu podia tejto
zmluvy dovtedy, kym nedostanu naspat pomocky
skusania: a (2) vykompenzovat voci odmene
podla tejto zmluvy vydavky za vSetky stratené
alebo za znicené pombcky skusania, ako aj
vydavky za prisluénu nahradu pomocok skusania.

1. Fakturacia a platby

a) PSI uskutogni platby v EURO. PSI musi
zasielat zdravotnickemu zariadeniu étvrt"rbé'_ﬁ:é
prehlady s uvedenim sum, ktoré zdravotnicke
zariadenie nadobudlo ato podla Zaznamovych
formularov CRF, ktoré boli vyplnené za zaradene
subjekty (dalej len “Stvrtroény prehlad®).

b) Ak zdravotnicke zariadenie sO Stvrtrocnym
prehladom suhlasi, m& vystavit fakttru na sumu,
ako je uvedena v Stvrtroénom prehfade.

CONFIDENTIAL/ DOVERNE
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days after receipt of the undisputed invoice.

d) PSI shall be entitled to withhold the last
payment until the Investigator has appropriately
answered all data clarification requests and PSI
has performed a closeout visit to the Institution.

1l Account Details

The Institution and the Investigator herby
instruct PSI to pay the entire compensation
under this Agreement to the following bank
account (or any other bank account
subsequently notified to PSI):

Georgi Krastev, MD

c) PSI uskutogni platbu do 30 dni od prijatia
nespornej faktury.

d) PSI ma pravo pozastavit posledna platbu
dovtedy, kym skusajuci patricne nezodpovie na
véetky ziadosti o objasnenie udajov akym PSI
neuskutocnila navstevu
v zdravotnickom zariadeni.

zavereénu

ill.  Platobné udaje

Zdravotnicke zariadenie a sku$ajuci tymto davaju
PS| pokyn na uhradu celej odmeny podfa tejto
zmluvy a to na nasledujlci bankovy Ucet (alebo na
iny bankovy ucet, o ktorom bola PS!| nasledne
informovana):

Payee Name /
Nazov prijemcu

University Hospital Trnava

Payee  Address /
Adresa prijemcu

A. Zarnova 11, 91775, Trnava, Slovak Republic

Tax ID Number / DIC

SK 2021191084

Method of Payment /
Sposob platby

Bank Transfer / Bankovym prevodom

Beneficiary Name /
Nazov prijemcu

University
Trnava

Hospital ~Trnava/Fakultna nemocnica

Bank Name / State Treasury/Statna poklaélnica

Nazov banky

Bank Address / Adresa | Radlinskeho 32, Bratislava15, 810 06, Slovakia /
banky Slovensko

Bank Account Number
/ Cislo bankového uctu

7000281238/8180

IBAN Number / IBAN

SK54 8180 0000 0007 0028 1238

SWIFT kéd / CBU

Account Type / Current / Bezny ucet
Typ uctu
Swift Code/CBU /| SPSRSKBA

PS| Template, General, 10-MAY-2016
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Annex 2 to AMENDMENT #1 TO INSTITUTION

AGREEMENT

ATTACHMENT 2 TO INSTITUTION

AGREEMENT

1 Data protection

This Attachment 2 is an integral part of the

Agreement. The Parties agree that this Annex shall

apply in relation to Personal Data (as defined under

Applicable Data Protection Law) and that it shall

prevail in case of contradiction with any of the

provisions of the main part of the Agreement.

1.1

Additional definitions

All capitalized terms used in this section, unless

specifically defined herein, are defined in the

Regulation on the protection of natural persons

with regard to the processing of personal data and
on the free movement of such data EU 2016/679
(the “GDPR").

(a) Applicable Data Protection Law: any

applicable law, regulation, or other legal
requirement governing the relationship
the the
Agreement, including, but not limited to
the

European

between Parties under

laws and regulations of the

Economic Area and
European Union that relate to the
processing of Personal Data including,
but not limited to, the GDPR and any
legislation which amends, re-enacts or

replaces them.

PSI Template, General, 10-MAY-2016
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Priloha 2 k DODATKU #1 K ZMLUVE SO
ZDRAVOTNICKYM ZARIADENIM

PRILOHA 2 K ZMLUVE SO
ZDRAVOTNICKYM ZARIADENIM

1 Ochrana udajov

Tato Priloha 2 tvori neoddelitelnd sucast
zmluvy. Zmluvne strany sa dohodli, Ze tato
Priloha sa bude uplatiovat vo vztahu K
osobnym udajom (ako je definovane v
uplatnitelnom prave na ochranu osobnych
udajov) a ze ma prednost v pripade rozporu s
akymkolvek ustanovenim hlavnej ¢asti zmluvy.
1.1 DalSie definicie

Vaetky pojmy uvadzane velkymi pismenami,
ktoré sa v tejto casti pouzZivaju, pokial v nej nie
su $pecificky definovane, su definovane v
Nariadeni (EU) 2016/679 o ochrane fyzickych
osdb pri spracuvani osobnych udajov a o
volnom pohybe takychto udajov (dalej len
,GDPR") ,

(a) Uplatnitelné pravo na ochranu

osobnych (dajovy: akykolvek
uplatnitelny zakon, nariadenie alebo
ina pravna poziadavka upravujuca
vztahy medzi zmluvnymi stranami
podfa tejto zmluvy vratane, no
nariadeni

nielen, zakonov a

Eurépskeho hospodarskeho
priestoru a Europskej Unie, ktore sa
tykaju spracovania osobnych udajov
GDPR a

akychkolvek pravnych predpisov,

vratane, no nielen,

ktoré ich doplhaju a menia, novo

prijimaju alebo nahradzaju.

CONFIDENTIAL/ DOVERNE
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(b)

Coded Study Data: the personal and
sensitive information related to Study
subjects that is transferred by the
Institution, Investigator or Personnel to
been

Sponsor after having

pseudonymized.

Personnel: the personnel of the
Sponsor and of the Institution, as well
as contractors, employees, consultants,
temporary workers and agency workers
of each Party, involved in the

performance of this Agreement.

Security Data Breach: any potential
unauthorized access, acquisition, use,
disclosure or destruction of Personal
Data.

1.2 Obligations of the Parties in processing

1.2

1.2.2

Personal Data related to the Study.

The Parties shall process Personal Data

obtained in the context of the Study:

(a) in accordance with the Applicable

Data Protection Law; and

(b) in accordance with the information
security standards accepted in the
industry warranting the

confidentiality of Personal Data.

The Parties shall furthermore use the

Personal Data solely in accordance with

the provisions of this Agreement.

The Parties shall assist each other to

ensure compliance with the obligations

PSI Template, General, 10-MAY-2016

CONFIDENTIAL/ DOVERNE

1.2 Povinnosti

spracovavani

Georgi Krastev, MD

(b) Kédované udaje o skusSani:
osobné a citlivé informacie tykajuce
sa Ucastnikov skusania, ktoré
zdravotnicke zariadenie, sku$ajuci

alebo personal skusania prevedie

zadavatefovi po tom, ¢€o boli
pseudonymizovane.
(c) Personal skusania: personal

zadavatela a zdravotnickeho

zariadenia, ako aj dodavatelia,
zamestnanci, konzultanti, doc¢asni
pracovnici a agentdrni pracovnici
kazdej zmluvnej strany, ktori sa

podielaju na plneni tejto zmluvy.

(d) Porusenie bezpec¢nosti (dajov:

akykolvek potencialny neopravneny
pristup,

ziskanie, pouZivanie,

zZvergjnenie alebo znicenie

osobnych Gdajov.

zmluvnych  stran  pri

osobnych udajov

suvisiacich so skusanim

Zmluvne strany spracuju osobné udaje

ziskané v ramci skusania:

(a) v sulade s uplatnitelnym

pravom na ochranu osobnych

udajov a

(b) v sulade S normami
bezpeénosti informacii
prijatymi v odvetvi, ktore

zarucuju doévernost’ osobnych

udajov.

Zmluvné strany okrem toho pouziju osobné
Udaje vyhradne v sulade s ustanoveniami tejto
zmluvy.

1.2.2  Zmluvne strany si navzajom pomozu pri

zabezpecovani dodrziavania

11
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123

1.2.4

1:2:5

defined in the Applicable Data Protection

Law.

The Parties shall take all the organizational
and information security measures which
are necessary to protect Personal Data
processed under this Agreement against
accidental or unlawful destruction, loss or
damage and unauthorized or unlawful

disclosure, access or processing.

The Parties acknowledge that both the
Instituton and the Sponsor shall be
considered Controllers in the context of the
Study in regard to Study Participants’
Personal Data. The Institution shall be
considered Controller with respect to the
medical records and Sponsor shall be
considered Controller with respect to the
Coded Study Data. The Institution shall
the Coded Study Data in
accordance with the Applicable Data

process

Protection Law and the written instructions

of the Sponsor.

Prior to any transfer to Sponsor, the
the
the
transferred to the Sponsor under this

shall
Data

Institution and Investigator

pseudonymize Personal
Agreement so as to ensure that the
Sponsor cannot identify any related Study
Participant. In particular, any information
that allows direct identification of the Study
Participants (e.g. name, |D number) is

replaced by a code.

PSI Template, General, 10-MAY-2016

1.2.3

1.2.4

1.2:8

Georgi Krastev, MD

povinnosti stanovenych v
uplatnitelnom  prave na ochranu
osobnych udajov.

Zmluvné  strany  prijmt  vSetky

organiza¢né opatrenia a opatrenia
tykajuce sa bezpecnosti informacii
potrebné na ochranu osobnych udajov

spractvanych podla tejto zmluvy pred

nahodnym alebo nezakonnym
znitenim, stratou ¢&i poskodenim a
neopravnenym alebo nezakonnym
zverejnenim, pristupom alebo
spracovanim.

Strany uznavaju, ze zdravotnicke

zariadenie aj zadavatel sa v ramci
skiSania povazuju za kontrolorov,
pokial ide o osobné Udaje ucastnikov
studie. Zdravotnicke zariadenie sa
povazuje za kontroléra s ohladom na
zdravotné zéaznamy azadavatel sa
povaZuje za kontrolora s ohlfadom na
kodované  udaje zo  sku$ania.
Zdravotnicke zariadenie spracovava
kodované Udaje zo skusania v sulade s
uplatnitelnym pravom na ochranu
osobnych udajov a pisomnymi pokynmi

zadavatela.

Pred kazdym prevodom na zadavatela
zdravotnicke =zariadenie a skusajuci
oscbné

pseudonymizuju udaje

prevadzané na zadavatela podlia tejto

zmluvy, aby sa zabezpetilo, @ Ze
zadavatel nembze identifikovat
ziadneho suvisiaceho Gc¢astnika

skisania. Obzvlast vsetky informacie,

ktoré umoziuju priamu identifikaciu

ucéastnikov skusania (napr. meno,
identifikacné  ¢&islo), sa nahradia
kodom.

CONFIDENTIAL/ DOVERNE
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1.3

1.3.1

1.3.2

1.4

1.4.1

1.4.2

Oversight of the Parties Personnel.

that their

respective Personnel engaged in the

The Parties shall ensure
Processing of Personal Data and, where

relevant, in developing tools and/or
functionalities that may be used for
Personal Data Processing, are informed of
the confidential nature of the Personal
Data. The Parties shall ensure that such
the

termination of the Personnel engagement.

confidentiality obligations survive

The Parties shall ensure that access to
Personal Data is limited to those Personnel
performing services in accordance with the

Agreement.

Orders to transfer Personal Data, Security
Data Breach, Inspections and Audits.

Where the Institution receives a request
from a competent court or administrative
authority to transfer Personal Data related
to the Study, it shall: i) promptly notify the
Sponsor of such request; and ii) transfer
the Personal Data in a manner which
ensures that appropriate technical and
administrative  security measures o
protect confidentiality of Personal Data are

in place.

As soon as the Institution becomes aware
of a Security Data Breach, they shall notify
the Sponsor as soon as practicable, but no
later than twenty-four (24) hours and
provide the Sponsor with all the relevant
information about the nature, scope as well

as the measures adopted. Immediately

PSI Template, General, 10-MAY-2016

1.3

1.3.1

1.3.2

1.4

1.4.1

1.4.2

Georgi Krastev, MD

Dohl'ad nad personalom skusania

oboch zmluvnych stran.

Zmluvné strany zabezpedia, aby bolich
personal zapojeny do spracovania
osobnych udajov informovany o
dévernom charaktere osobnych udajov
atam, kde je to vhodné, o vyvoji
nastrojov a/alebo funkcionalit, ktore sa
mozu pouzit pri spracovani osobnych
Udajov. Zmluvné strany zabezpecia,
aby takéto povinnosti zachovavania
dévernosti prezili ukonéenie zapojenia

personalu skusania.

Zmluvné strany zabezpectia, aby bol
pristup k osobnym Udajom obmedzeny
na personal skusania vykonavajuci

sluzby v sulade so zmluvou.

Pokyny na prevod osobnych udajov,
poruéenie bezpecnosti udajov, kontroly

a audity.

Ak zdravotnicke zariadenie dostane od
prislusného sudu alebo spravneho
organu Ziadost o prenos osobnych
tdajov suvisiacich so skusanim, musia.
i) bezodkladne tuto Ziadost oznamit
zadavatelovi; a ii) previest osobné
udaje sposobom, ktory zabezpeCi
zavedenie vhodnych technickych a
administrativnych bezpecnostnych

opatreni na ochranu dovernosti

osobnych adajov.

Hned, ako sa zdravotnicke zariadenie
dozvie o poruseni bezpednosti udajov,
co

najskér, najneskoér vdak do dvadsatstyri

oboznamia stym zadavatela
(24) hodin a poskytnu zadavatelovi
véetky relevantné informacie o jeho

charaktere, rozsahu, ako aj prijatych

CONFIDENTIAL/ DOVERNE
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14.3

1.5

1.5.1

following the notification to the Sponsor of
a Security Data Breach, the Parties shall
coordinate with each other to investigate
the Security Data Breach. The Institution
agrees to fully cooperate with the Sponsor
in the course of the investigation and for
the design and implementation of an
adequate action plan, in accordance with
the Applicable Data Protection Law.

Should a Supervisory Authority notify the
Institution about the start of an inspection
and/or audit, including visits to their
facilities, the Institution should notify the
Sponsor of this immediately and in no case
later than twenty-four (24) hours, for the
adoption of the appropriate measures, if
this affects the processing of Personal

Data related to the Study.

Requests to exercise privacy rights from

Study Participants or other Data Subjects

The Institution shall immediately inform
within a period of two (2) working days the
Sponsor about any request received from a
Study Participant, their legal representative
or any other Data Subjects to exercise their
rights to access, object, correct, or delete
Personal Data held about him/her in the
context of the Study and in the terms of the
informed consent forms provided to the
Study Participants or privacy information
provided to other Data Subjects. The
Institution shall handle those requests in
accordance with the Sponsor's reasonable

instructions.

PSI Template, General, 10-MAY-2016

143 Ak

1.5.1 Zdravotnicke

Georgi Krastev, MD

opatreniach. Bezprostredne po
oboznameni zadavatela s porusenim
bezpecnosti udajov zmluvné strany
navzajom

skoordinuji  vy$etrovanie

porusenia bezpecnosti udajov.
Zdravotnicke zariadenie bude pine
spolupracovat  so zadavatelom v
priebehu vy$etrovania a s navrhom a
implementaciou primeraného akgéného
planu v stlade s uplatnitelnym pravom

na ochranu osobych udajov.

dohladu

sdravotnickemu  zariadeniu  zaciatok

organ oznami
kontroly a/alebo auditu vratane navstev
jeho zariadeni, malo by to zadavatelovi
oznamit okamzite a v ziadnom pripade
nie neskér nez do dvadsatstyri (24)
hodin, na prijatie vhodnych opatreni, ak
to ovplyvni spracovanie osobnych

udajov tykajucich sa skusania.

1.5 Ziadosti o uplatnenie prav na sukromie

od ucastnikov Studie alebo inych

subjektov, ktorych sa udaje tykaju

zariadenie  informuje
dvoch  (2)

pracovnych dni o akejkolvek ziadosti

zadavatela v lehote

orijatej od ucastnika studie, jeho
pravneho zastupcu alebo akéhokolvek
iného subjektu, ktorého sa Udaje tykaju,
o uplatnenie prava na pristup, namietku,
opravu alebo vymazanie osobnych
tidajov o flom uchovavanych v ramei
skusania av podmienkach formularov
informovaného suhlasu  poskytnutych
uéastnikom studie alebo informaciach o
ochrane osobnych Udajov poskytnutych
inym subjektom, ktorych sa udaje tykaju.

Zdravotnicke zariadenie vyrieSia tieto

CONFIDENTIAL/ DOVERNE
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1.6 Personal Data regarding persons

involved in the conduct of the Study

1.6.1 The

Institution shall not involve in the

conduct of the Study Data Subjects who:

(@)

1.6.2 The

did not authorize that their Personal
Data collected in the context of this
Agreement are processed, used and

transferred as described above;

have not been informed about their
rights under the Applicable Data
Protection Law;

have not been informed that they may
contact the Sponsor in order to
exercise their access, amendment and
deletion rights under the Applicable

Data Protection Law; and

did not authorize the transfer of their
personal data to the United States of
America or any other country outside
the European Economic Area (EEA) or
Switzerland, while certain of those
countries may not offer the same level
of protection in the sense of the

applicable legislation.

Parties guarantee that any transfer of

Personal Data outside the European

Economic Area (EEA) or Switzerland shall

be done lawfully and only where permitted

by the applicable law of the country from

PSI Template, General, 10-MAY-2016

Georgi Krastev, MD

Ziadosti v sulade s primeranymi pokynmi

zadavatela.

1.6 Osobné udaje tykajuice sa 0s0Ob

zapojenych do vykonavania skusania

1.6.1  Zdravotnicke zariadenie sa nezucastni
na vedeni subjektov, ktorych sa udaje zo
skusania tykaju, ktori:

(a) nepovolili, aby ich osobné (daje
zozbierané v suvislosti s touto
zmluvou  boli  spracovavané,
pouzivané a prevedené tak, ako je
to opisane vyssie,

(b) neboli informovani o svojich
pravach podla uplatnitelného
prava na ochranu osobnych
udajov;

(c) neboli informovani, Ze mozZu
kontaktovat zadavatela, aby mohli
uplatnit svoje prava na pristup,
doplnenie, zmenu a vymazanie
podla uplatnitelného prava na

ochranu osobnych udajov a

(d) nepovolili prenospreved svojich
osobnych Gdajov do Spojenych
étatov americkych alebo do
akejkolvek inej krajiny mimo
Europskeho hospodarskeho
priestoru (EHP) alebo
Svaj¢iarska, zatial ¢o niektoré z
tychto krajin nemézu ponukat
rovnaku Groven ochrany v zmysle

platnych pravnych predpisov.

1.6.2 Zmluvné strany zarucuju, ze akykolvek
prenos osobnych tdajov mimo Europsky
hospodarsky priestor (EHP) alebo
Svajtiarsko sa vykona zékonne a len
vtedy, ak to umoziiuje uplatnitelné pravo

krajiny, z ktorej su osobné udaje

CONFIDENTIAL/ DOVERNE
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which Personal Data is exported or based vyvezene,
on any other lawful mechanism of transfer. akehokolvek

alebo

ineho

mechanizmu prenosu.

PSI Template, General, 10-MAY-2016
CONFIDENTIAL/ DOVERNE

Georgi Krastev, MD

na

zaklade
zakonného
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