DODATEK1
KE SMLOUVE O KLINICKEM
HODNOCENI

Tento Dodatek 1 ke Smlouvé o klinickém
hodnoceni (“Dodatek 17) je u¢inny od data
uvefejnéni v registru smluv (“Datum
ucinnosti”), mezi

PPD Investigator Services LLC se sidlem
na adrese 929 North Front St, Wilmington,
NC 28401, USA, jednajici svym vlastnim
jménem a opravnénou provadét klinické
hodnoceni pro spole¢nost Pfizer Inc. (dale
jen ,,Zadavatel‘‘ nebo ,,Pfizer*) se sidlem
na adrese 235 East 42nd Street, New York,
NY 10017 USA a jim ur¢enym zastupcem
v EU: Pfizer Europe MA EEIG, a
European Economic Interest Grouping
registrovanym v Belgii pod Cislem
0696.658.156 a sidlem na adrese
Boulevard de la Plaine 17, 1050 Brusses,
Belgie

(dale jen "CRO")
a

Fakultni nemocnici Hradec Kralové,

se sidlem na adrese Sokolska 581, 500 05
Hradec Kralové — Novy Hradec Krélové,
Ceska4 republika,

zastoupenou MUDr. AleSem Hermanem,
Ph.D., feditelem

1CO: 00179906

DIC: CZ00179906

nebo

(dale jen ,,Centrum®

,Poskytovatel*)

a
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AMENDMENT 1
TO CLINICAL STUDY
AGREEMENT

This Amendment 1 to Clinical Study
Agreement (“Amendment 1”) is effective
from the date of publication in the Register
of Contracts (“Effective Date”), by and
between:

PPD Investigator Services LLC with
registered office at 929 North Front St,
Wilmington, NC 28401, USA, acting in its
own name and authorized to perform
clinical trials for Pfizer Inc. (hereinafter
referred to as “Sponsor” or “Pfizer”)
whose registered office is at 235 Esat 42
Street, New York, NY 10017, USA that its
appointed Legal Representative in EU is
Pfizer Europe MA EEIG, a European
Economic Interest Grouping incorporated
in Belgium with registered number
0696.658.156 and having its registered
office at Boulevard de la Plaine 17, 1050
Brussels, Belgium

(hereinafter referred to as “CRO”)
and

Fakultni nemocnice Hradec Kralové,
with its registered address at Sokolskd 581,
500 05 Hradec Krilové — Novy Hradec
Krilové, Czech Republic,

represented by MUDr. AleS Herman,
Ph.D., director

Company ID no.: 00179906

Tax ID no.: CZ00179906

(hereinafter referred to as the “Center” or
“Provider”)

and

Amendment 1 to Clinical Trial Agreement
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Klinika onkologie a radioterapie
Fakultni nemocnice Hradec Kralové

(""Hlavni zkouSejici'')
CRO, Centrum a Hlavni ZkouSejici dale
jednotlivé jen "Strama" a spolecné jen

"Strany".

je dodatkem ke Smlouvé o klinické studii
mezi CRO, Centrem a Hlavnim

ZkouSejicim ze dne 24. bfezna 2022 pro
klinické

hodnoceni S

=
o
N
<
a
=

(“Studie”) tykajici se protokolu
&islo | (<Protokol”), (dile jen
“Smlouva”) provddéna pod vedenim
Hlavniho Zkousejiciho.

PROHLASUJI, ZE

VZHLEDEM K TOMU, Ze CRO, Centrum
a Hlavni ZkouSejici uzavieli Smlouvu,
podle které Centrum a Hlavni Zkousejici

v, 2 v . 7z

poskytuji CRO urcité sluzby spojené se

VZHLEDEM K TOMU, Ze po vzdjemné
dohodé¢ si Strany pieji upravit podminky
Smlouvy, jak je uvedeno v tomto Dodatku

DOHODLY SE Strany s ohledem
na obsah tohoto Dodatku 1 a s imyslem byt
Jim pravné vazany takto:
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Clinic of oncology and radiotherapy of
Fakultni nemocnice Hradec Kralové

(hereinafter referred to as the “Principal
Investigator”)

CRO, Center and Principal Investigator
hereinafter individually referred to as
“Party” and collectively as “Parties”

shall be an amendment to that certain
Clinical Study Agreement between CRO,
Center and Principal Investigator dated
4™ March 2022 for the clinical trial

\}

o
=
=
=
o
=

(“Study”) relating to protocol
number (“Protocol”),
“Agreement”’) being conducted under the
direction of the Principal Investigator.

~

WITNESSETH

WHEREAS, CRO, Center and Principal
Investigator have entered into the
Agreement pursuant to which Center and
Principal Investigator provide certain
Study services to CRO; and

WHEREAS, upon mutual agreement, the
Parties desire to amend the terms of the
Agreement as set forth herein.

¢]

NOW, THEREFORE, for th
valuable consideration contained herein,
and intending to be legally bound, the
Parties agree as follows:

Amendment 1 to Clinical Trial Agreement
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V ndvaznosti na Protokol verze 5 ze
dne 20. prosince 2022 se Ptiloha ¢.
1 (Finan¢ni podminky) Smlouvy v
plném rozsahu rusi a nahrazuje se
revidovanou Pfilohou ¢. 1, kterd je
pfiloZena k tomuto Dodatku 1 a je
do ni zaclenéna formou odkazu.
Platby podle této verze protokolu €.
etickou komisi, 13. biezna 2023]
("Datum c¢innosti rozpoctu").
Revidované ndklady se vztahuji
pouze na skutecné testy/procedury
provedené po Datu udcinnosti
rozpoctu. Timto Dodatkem 1 byly
do Smlouvy provedeny ndsledujici

B iidini prilohy ¢ 6 —

standardni smluvni doloZky.

Strany se déle dohodly, Ze vSechny
sluzby provedené na zdkladé
Smlouvy pfed datum UcCinnosti
rozpoctu a vSechny platby tykajici
se navstév a postupl provedenych
podle predchozich verzi Protokolu
se Tidi predchozi Ptilohou 1.

Dodatek 1 se podpisem Stran stane
soucdsti Smlouvy a veSkeré odkazy
na Smlouvu budou znamenat odkaz
na Smlouvu véetné Dodatku 1.

VSechna ostatni ustanoveni a
podminky Smlouvy zlstavaji v
plné platnosti a tucinnosti. V
piipadé jakéhokoli rozporu mezi
ustanovenim Smlouvy a tohoto

_Czech Republic_PI
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Further to Protocol Version 5 dated
20 December 2022, Appendix 1
(Financial Terms) of the Agreement
shall be deleted in its entirety and
replaced with the revised Appendix 1
attached hereto and incorporated by
reference herein. Payments under this
Protocol Version 5 shall be effective
upon Ethics Committee approval,
13™ March 2023 (“Budget Effective
Date”). Revised costs are only
applicable to actual tests/procedures
performed after the Budget Effective
Date. The following changes were
implemented into the Agreement by
this Amendment 1:

and added Appendix 6 —
I pp

Standard Contractual Clauses.

The Parties further agree that all
services performed wunder the
Agreement prior to the Budget
Effective Date and all payments
relating to visits and procedures
performed under previous versions of
the Protocol shall follow the former
Appendix 1.

Upon execution, this Amendment 1
shall be made a part of the Agreement
and shall be incorporated by
reference therein.

All other terms and conditions of the
Agreement shall remain in full force
and effect. In the event of any conflict
between the terms of the Agreement
and this Amendment 1, the terms of

Amendment 1 to Clinical Trial Agreement
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Dodatku 1 bude rozhodujici a fidici
ustanoveni tohoto Dodatku 1.

Veskerd pouzitd terminologie,
kterd neni bliZze definovdna v tomto
Dodatku 1, bude mit stejny
vyznam, jako je uvedeno ve
Smlouvé.

6 Tento Dodatek 1 bude vyhotoven v
jednom  stejnopise  podepsany
elektronickym podpisem v souladu
se zakonem ¢. 297/2016 Sb., o
sluzbach vytvarejicich davéru pro
elektronické transakce.

Zbytek této strdanky je zamerné ponechdn
prdzdny, ndsleduje Priloha a podpisovad

Strana.
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this Amendment 1 shall govern and
control.

All capitalized terms used, but not
otherwise defined herein, shall have
the meanings ascribed to them in the
Agreement.

This Amendment 1 may be executed
in one counterpart with an electronic
signature in accordance with Act No.
297/2016 Coll., on trust services for
electronic transactions.

Remainder of this page is intentionally left
blank, Appendix and signature page to

Jollow.

Amendment 1 to Clinical Trial Agreement
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NA DUKAZ CEHOZ IN WITNESS WHEREOF
niZze podepsani podepsali tento Dodatek 1 the wundersigned have executed this
k Datu a¢innosti. Amendment 1 as of the Effective Date.

Za CRO /For CRO

PPD Investigator Services LL.C

Podpis / Signature:

Jméno / Name: [ EENEEE
Titul / Title: |

Datum / Date: 10. 6. 2024

Za Centrum / For Center

Fakultni nemocnice Hradec Kralové

Podpis / Signature:

Jméno / Name: MUDr. Ale§ Herman, Ph.D.
Titul / Title: teditel / director
Datum / Date: 14. 6. 2024

HLAVNI ZKOUSEJCI / PRINCIPAL INVESTIGATOR

Podpis / Signature:

Jméno / Name: [ INNEEEEE

Datum / Date: 25. 6. 2024

_Czech Republic_PI Amendment 1 to Clinical Trial Agreement
Approved for Signature_ _(10Jun24)
Template version May 2022
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Priloha ¢. 1
Finané¢ni podminky

Pfizer Protokol ¢&. || Gz

1. Jméno a adresa prijemce platby:

PPD Confidential Information

Appendix 1
Financial Terms

Pfizer Protocol # ||| Gz

1. Payee Name and Address: Payment of

Platby castek splatnych na zdkladé této
Smlouvy budou splatné tomuto piijemci
plateb (ddle jako ,,pFijemce plateb):

the sums due under this Agreement will
be made payable to following Payee
(further as “Payee”):

Jméno HZ / PI Name:

Pt{jemce plateb / Payee:

Fakultni nemocnice Hradec Kralové

Adresa piijemce platby /
Payee’s Address:

Sokolska 581, 500 05 Hradec Krf’llové
— Novy Hradec Kralové, Ceska
republika / Czech Republic

E-mailové adresa piijemce platby pro
fakturace a platby / Payee’s Contact
Email address for invoicing and
payments

Jitka.halesova@fnhk.cz
+420 49 583 3827

Jméno banky / Bank name:

Ceska narodni banka

Cislo G¢tu / Account number:

24639511/0710

IBAN:

CZ23 0710 0000 0000 2463 9511

SWIFT:

CNBACZPP

Referenc¢ni Cislo (variabilni symbol) /
Referrence no.:

¢islo faktury/invoice number

DIC / Tax ID Number: CZ00179906
Piijemce plateb je povinen pied The Payee must provide CRO, in writing,
provedenim jakékoliv platby dle této full payment instructions for the payee

Smlouvy poskytnout CRO pisemné¢ tplné
pokyny k platbé. O veSkerych zménach
nebo pozadovanych aktualizacich pokyni
k platbé¢ a/nebo bankovnich uddaji je
pifjemce plateb povinen CRO informovat
pisemné.

CRO neprovede Zzadnou platbu pifjemci

plateb pfed splnénim  nésledujicich
podminek: 1) uzavieni této Smlouvy, (2)
schvéleni ptisluSnou etickou

komisi/etickymi komisemi.

Bude-li Smlouva ukoncena pfedtim, nez
vznikne ndrok na vSechny platby, musi byt
jejich zustatek neprodlené¢ vracen CRO
v souladu s ¢lankem 13 (Vraceni plateb)
nize. Pokud tak pfijemce plateb neucini, je
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listed above, before any payments can be
made under the Agreement. The Payee is
obligated to inform CRO, in writing, of any
changes or required updates of payment
instructions and/or bank details.

No payments will be made to the Payee by
CRO until the following are completed: (1)
execution of the Agreement, (2) applicable
EC(s) approval.

If the Agreement is terminated before all
payments are earned, the remainder must be
returned to CRO immediately in accordance
with Section 13 (Refunds) below. If the
Payee fails to do so, Pfizer, in its sole

Amendment 1 to Clinical Trial Agreement
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spolecnost Pfizer opravnéna dle vlastniho discretion, may apply such unearned sums
uvdzeni zapocCist ¢astky, na néZ nevznikl to payments otherwise due in connection
ndrok, oproti jinym platbdm splatnym with the Payee participation in another
v souvislosti s tcasti ptijemce plateb v jiné Pfizer study or may pursue other available
studii spole¢nosti Pfizer nebo uplatnit jiné remedies.

prostfedky ndpravy.

2. Nakladvy na subjekt hodnoceni:

2. Per Trial Subject Cost: The Per-Trial

Néklady na subjekt hodnoceni jak je
uvedeno v piiloze ¢ 1 vychdzeji
z predpokladu, Ze byly dokonceny
vSechny navstévy a postupy v souladu se
specifikacemi ~ Studie  stanovenymi
v Protokolu. Platby budou vypocteny dle
udaju studie vlozenych do systému CRF
a budou vyplaceny, pokud studijni
pracovisté splni Protokol a podminky této
Smlouvy v€etné podani prislusné faktury,
pokud je faktura potfebnd. CRO bude
platby provadét Ctvrtletné a to do 45 dni
od obdobi pro provedeni daného tkonu
na zdklad¢ poskytnutych sluzeb pocas
predeslych tii (3) mésict. Prvni obdobi
pro provedeni danych udkond zacne
prvnim dnem mésice, ve kterém bude
skrinovan prvni subjekt hodnoceni.

3. Dalsi naklady spojené s lécbou:

Subject Cost as defined in this
Appendix 1 is based upon completion of
all visits and procedures in accordance
with the Study specifications set forth in
the Protocol. Payments will be
calculated based on Study Data entered
into CRFs and will be paid as long as the
site is in compliance with the Protocol
and the terms of the Agreement
including the submission of an invoice
where required. = CRO will make
payments on a quaterly basis within
forty-five (45) days of completion of
each activity period based upon the
services completed during the previous
three (3) months. The initial activity
period will begin on the first day of the
month in which the first subject is
screened.

3. Additional Treatment Related Costs:

Krom¢ ndkladii na subjekt hodnoceni
zaplati CRO pfijemci plateb dalsi
ndklady spojené slécbou subjektu
hodnoceni,  které  jsou  uvedeny
v tabulkdch plateb nize. Za tcelem
vyzadani platby za tyto ndklady vystavi
piijemce plateb Zadosti o zaplaceni
(faktury) téchto  dalS§ich  ndkladi
spojenych s 1é¢bou v souladu s ¢lankem
12 (Faktury a platby), k nimZz budou
pfilozeny podrobné podklady nebo
uctenky podporujici zddost o proplaceni
ndkladi. Jakékoli ndklady oznacené
vtéto piiloze¢. 1 jako zvlaste
fakturovatelné polozky by mély byt
fakturovany pii nédvStévach nebo ve
stanovenych terminech, a nemély by byt
predkladany pldtctim z fad tietich stran.

In addition to the Per-Trial Subject
Costs, CRO will pay the Payee for the
other Additional Treatment Related
Costs as set forth in Tables of Payments
below. The Payee shall submit requests
for payment for Additional Treatment
Related Costs in accordance with
Section 12 (Invoices & Payments),
including submission of any back-up
documentation or receipts for pass-
through expenses. Any costs designated
as invoiceable in Appendix 1 should be
invoiced at the visits or timepoints
specified therein and not submitted to
third party insurance payors.

_Czech Republic_PI Amendment 1 to Clinical Trial Agreement
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4. Dalsi naklady spojené se Studii:

PPD Confidential Information

4. Other Study-Level Costs: In addition

Krom¢ ndkladi uvedenych ve vyse
uvedenych dvou bodech pftilohy €. 1
zaplati CRO pfijemci plateb dalsi
ndklady spojené se Studii, které jsou
uvedeny v tabulkiach plateb nize. Za
ucelem vyzadani platby za tyto ndklady
vystavi pfijemce plateb Zadosti o
zaplaceni (faktury) téchto dalSich
ndkladli spojenych se Studii v souladu
s €lankem 12 (Faktury a platby),
knimZz budou pfiloZzeny podrobné
podklady nebo udctenky podporujici
zadost o proplaceni ndkladt. Jakékoli
ndklady spojené se Studii budou
proplacené ve vysi uvedené v tabulkach
plateb nize.

5. Konecna platba: Konecnd platba bude
provedena poté, co CRO provede
zavérecnou kontrolu a schvdleni vSech
udaji  Studie tykajicich se subjekti
hodnoceni zatfazenych do Studie, poté, co
Hlavni zkouSejici a/nebo Centrum
dokonc¢i veskeré pozadované
administrativni tkony, véetné mimo jiné
feSeni dosud nezodpovézenych dotazi a
vraceni veSkerého Vybaveni spole¢nosti
Pfizer nebo dodaného prodejcem, které
bude spole¢nost Pfizer vyzadovat.

6. Zadna platba. Pifjemce plateb
neobdrzi platbu za Zadny subjekt
hodnoceni, jehoz zafazeni do Studie
nespliuje kritéria zptisobilosti pro ucast
ve Studii, kterd jsou stanovena
v Protokolu, nebo ve vztahu k némuz
nelze udaje analyzovat kvili odchylkdm
od Protokolu, nedostatku fadnych
zdznamll nebo neuplnych, nespravnych
nebo neovéfitelnych CRF.

7. Hodnocené 1é¢ivo: Na zakladé této
Smlouvy Zadavatel poskytne Hodnoceny
1ék. Dalsi 1é¢iva poskytnutd spole¢nosti
Pfizer nebo na naklady spolecnosti Pfizer
vyzadovana protokolem jsou:

_Czech Republic_PI
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to costs covered in the other two
sections of Appendix 1, CRO will pay
the Payee for the other Study-Level
Costs as set forth in Tables of Payments
below. The Payee shall submit requests
for payment for other Study-Level
Costs in accordance with Section 12
(Invoices & Payments), including
submission of any back-up
documentation or receipts for pass-
through expenses. Any non-procedural
pass-through expenses will be paid in
amounts shown in Tables of Payments
below.

Final Payment: The final payment will
be paid upon final review and
acceptance of all Study Data for Trial
Subjects by CRO, completion of all
required administrative matters by the
Principal Investigator and/or Center,
including, but not limited to, resolution
of all outstanding queries, and the return
of any Pfizer or Vendor-provided
Equipment requested by Pfizer.

. No Payment. Payee will not be paid for

any Trial Subjects whose enrollment in
the Study deviates from the Protocol’s
eligibility criteria or from whom Study
Data cannot be analyzed because of
Protocol deviations, lack of proper
records or incomplete, uncorrected or
unverifiable CRFs.

Investigational Drug: Per this
Agreement, Sponsor will provide the
Sponsor Drug. The following additional
Protocol-required  drugs will be
provided at no charge or Pfizer will

Amendment 1 to Clinical Trial Agreement

Page 8 of 47



Cetuximab, Fluorouracil, Oxaliplatin,
Calcium Folinate 300 mg/30 mL (10

mg/mL) Injection Vial, Irinotecan
hydrochloride, Bevacizumab 400mg
(Zirabev).

8. Standardni péce: Odména za veskeré
Protokolem vyzadované c¢innosti, které
ma4 odvést pifjemce plateb je jiz zahrnuta
v rozpoctu v této priloze €. 1.

9. Neispésny skrining: Za ,nedspésny
skrining* se povaZuje subjekt hodnoceni,
ktery podepiSe informovany souhlas, ale
nesplni veskera kritéria pro skrining na
skriningové navstéveé a neni tak vhodny
pro zafazeni do Studie. NeuspéSny
skrining bude zaplacen ve vysi uvedené
v tabulkdch plateb niZe. Pro obdrZeni
platby za neudspéSny skrining musi byt
vyplnéné pfislusné stranky v CRF.
Ptijemce plateb pozddd o platbu za
nedspesny skrining v souladu s élankem
12 (Faktury a platby), kdy oznadi tento
subjekt hodnoceni pfisluSnym
skriningovym ¢islem  (nebo  jinym
unifikovanym oznacenim) a uvede datum
neuspeSného skriningu.

10. Vydaje subjektii hodnoceni na stravu

PPD Confidential Information

cover the costs of as indicated below:
Cetuximab, Fluorouracil, Oxaliplatin,
Calcium Folinate 300 mg/30 mL (10
mg/mL) Injection Vial, Irinotecan
hydrochloride, Bevacizumab 400mg
(Zirabev).

8. Standard of Care: Compensation for
all Protocol-required activities to be
performed by Payee is included in the
budget as documented in this Appendix
1.

9. Screen Failures: A “Screen Failure” is
a consented subject who fails to meet
the screening visit criteria and is thus
not eligible for enrollment into the
Study. Screen Failures will be
reimbursed as outlined in Tables of
Payments below. To receive payment
for Screen Failures, the Screening CRFs
must be completed. Payee shall request
payment for Screen Failure in
accordance with Section 12 (Invoices
& Payments), specifying  the
candidate’s screening number (or other
unique identifier) and the date of the
Screen Failure.

10. Trial Subject Meal and Travel

a cestovné: Naklady subjekti hodnoceni na
stravu  poCas ndvStév  pozadovanych
Protokolem a ndklady za cestovné do
Centra a zpét z divodu provedeni studijnich
ndvstév dle pozadavkid Protokolu budou
kaZzdému subjektu hodnoceni nahrazeny v

hotovosti ve vysi I jako stravné,

B ccstovné o [ ostatni vydaje

za navstévu, které budou vyplaceny pres
pokladnu Centra nebo pfevodem na ucet
subjektu hodnoceni Centrem.

Nahrada subjektim hodnoceni za
I subjckt hodnoceni ddle obdrzi
pevnou castku za kompenzaci ucasti na

_Czech Republic_PI
Approved for Signature_
Template version May 2022

_(10Jun24)

Expenses: Trial Subject shall be
reimbursed for costs incurred for meals
during Study visits and for travel to and
from Study visits as required by Protocol
per every on-Center visit in amount of i

Bl for meal, I for trial subject
Travel and || for trial subject

Stipend per visit via Center cash desk or via
bank transfer done by the Center.

will

Subject reimbursement for

_ expenses:  Subject

additionally receive a fixed-rate payment of

Amendment 1 to Clinical Trial Agreement
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B  kter¢ budou vypldceny pies
pokladnu Centra nebo pifevodem na ucet

subjektu hodnoceni Centrem.

Zalohova platba: Po aktivaci Centra
obdrZzi ptijemce plateb pln¢ vratnou zédlohu
ve vysi aby byly pfedem
poskytnuty prostfedky na ndhradu naklada
vydaji subjekti hodnoceni a udcasti na
biopsii.

Pi{jemce plateb poskytne CRO detailni
zpravu o vyuziti této zdlohové platby
minimdlné jednou ro¢né, nebo vzdy pfi
podéni z4dosti o novou zdlohovou platbu a
na konci Studie. V ptipadé, Ze dojde k
vyCerpani tii ctvrtin zdlohové platby, je
piijemce plateb opravnén vystavit dalsi
fakturu ve stejné vysi a CRO se zavazuje
fakturu do 45 dni ode dne vystaveni
uhradit. NevyuZzitd ¢astka pro tyto ucely
piijemcem plateb bude vracena do 30 dni od
zaveérecné navstévy v Centru.

11. DalSi testovani, 1ééba nebo postupy:

PPD Confidential Information

I i
Center cash desk or via bank transfer done
by the Center.

Advance  Payment: Upon  Center
activation, the Payee shall be paid a fully
refundable Advance Payment in the amount
of | to provide funds for Trial
Subject reimbursement and  biopsy
reimbursement.

The Payee will provide CRO with detailed
report about use of this advance payment at
least once a year or always before asking for
the new advance payment and at the end of
the Study. When three quarters of the
advance payment is used, the Payee is
entitled to issue another invoice in the same
amount and CRO is obliged to pay the
invoice within 45 days from the date when
the invoice is issued. The amount not used
by the Payee will be returned within 30 days
after close out visit at the Center.

11. Additional Testing, Treatment or

Smluvni strany sjednévaji, Ze ptiloha €. 1
obsahuje veSkeré ndklady spojené se
Studii, na né€Z odkazuje Protokol.
Ptijemce(-ci) plateb nedostane(-nou)
ndhradu za 7adné dalsi testovéni, 1éCbu
nebo postupy, které Protokol nevyzaduje
nebo které nejsou uvedeny ve Smlouvé
nebo této piiloze €. 1, ledaze by takové
dal$i testovdni, 1écbu nebo postupy
pfedem schvdlila CRO a/nebo spole¢nost
Pfizer.

12. Faktury a platby:

Zédosti o proplaceni jakéhokoli vySetieni
nebo aktivity, které nejsou uvedené v této
pfiloze €. 1, nebudou brané v tvahu,
dokud nebude podepsin dodatek ke
smlouvée.

Pro urychleni zprocesovani
muizete  prilozit  k faktufe
piipadného dodatku ke smlouve.

platby
kopii

_Czech Republic_PI
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Procedures: The Parties agree that the
Appendix 1 includes all Study-related
costs, as referenced in the Protocol. The
Payee(s) will not be reimbursed for any
additional  testing, treatment, or
procedures not required by the Protocol
or specified in the Agreement or this
Appendix 1, unless such additional
testing, treatment or procedures are pre-
approved by Pfizer or CRO.

12. Invoices & Payments:
For any costs not in Appendix 1, requests
for payment or reimbursement or invoices
must not be submitted by Payee until a
contract amendment has been executed.

To expedite payment, such invoices can
be accompanied by a copy of the
amendment.
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Na vSech fakturdch musi byt uvedeny
ndasledujici udaje:

e C(islo faktury

e Datum vystaveni faktury

e Celkovd splatna castka

e Datum a popis poskytnutych
sluzeb dle ptilohy €. 1

Jméno Hlavniho zkousSejiciho
Nézev a adresa Centra

Cislo centra dané Zadavatelem
Cislo Protokolu

Danové identifikacni Cislo
Vypocet DPH

The following information shall be
provided when submitting an invoice:

e Invoice number

e Invoice date

e Invoice amount

e Date and description of service
provided as described in
Appendix 1

Principal Investigator Name
Center Name and Address
Pfizer assigned Site Id

Protocol Number

VAT Registration Number

Any VAT charge

Nebudou-li tyto pozadované informace Failure to include required information on

uvedeny na vSech fakturdch, budou faktury all requests for payment or reimbursement

propléceny se zpozdénim. or invoices will result in delayed
payment.

13. Vréceni plateb: 13. Refunds: To confirm process for return

Pokud bude zapottebi platbu nebo jeji
cast vratit, pfijemce plateb bude
kontaktovat Pfizer na
pro
potvrzeni zpiisobu vriceni ndkladi nebo
pouzitim jiné adresy, jak bude ptijemce
plateb infomovan.

14. Dotazy:

Jakékoli dotazy ohledn¢ divoda pro
odmitnuti provedeni platby nebo
neschvdleni platby nebo faktury smétujte
na

- EN piipadné na jinou adresu,
kterd mlZe byt poskytnuta piijemci
plateb.

of refunds, the Payee shall contact
Pfizer at
I, o:
such other contact as may be
communicated to the Payee from time to
time.

14. Inquiries:

All inquiries regarding the reasons for
any denial of, or failure to approve, a
request for payment or reimbursement
or invoice must be directed to the [}

B o such other contact as may
be communicated to Payee from time to

time.
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Tabulky plateb/Tables of Payments
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PRILOHA ¢&. 6 / APPENDIX 6

STANDARDNI SMLUVNI DOLOZKY STANDARD CONTRACTUAL
CLAUSES
ODDIL I SECTION I
DoloZka 1 Clause 1
Ukel a oblast pusobnosti Purpose and scope

(a) Utelem téchto standardnich (a) The purpose of these standard

smluvnich dolozek je zajistit contractual clauses is to ensure

dodrZovani pozadavki uvedenych v compliance with the requirements of

nafizeni Evropského parlamentu a Regulation (EU) 2016/679 of the

Rady (EU) 2016/679 ze dne 27. European Parliament and of the

dubna 2016 o ochrané fyzickych Council of 27 April 2016 on the

osob v souvislosti se zpracovianim protection of natural persons with
osobnich tdajii a o volném pohybu regard to the processing of personal
téchto ddaji (obecné natizeni o data and on the free movement of
ochrang ddajit)!, pokud jde o such data (General Data Protection
pfeddvani osobnich ddaji do tieti Regulation)! for the transfer of
zemg. personal data to a third country.

(b) Strany: (b) The Parties:

(i) fyzickd nebo pravnicka (i) the natural or legal person(s),
osoba Ci osoby, organ Ci public authority/ies,
organy  vefejné  moci, agency/ies or other body/ies
agentura Ci agentury nebo (hereinafter “entity/ies”)
jiny subjekt ¢i jiné subjekty transferring the personal
(dale jen ,subjekt* i data, as listed in Annex [.A.
»subjekty*) pfedavajici

osobni tudaje, uvedené v

! Pokud je vyvozce Udaju zpracovatelem podléhajicim nafizeni (EU) 2016/679, ktery jedna jménem organu nebo
subjektu Unie jako spravce, spoléhani se na tyto dolozky pfi zapojeni jiného zpracovatele (dil¢iho zpracovani), ktery
nepodléha nafizeni (EU) 2016/679, rovnéz zajiStuje soulad s ¢l. 29 odst. 4 nafizeni Evropského parlamentu a Rady
(EU) 2018/1725 ze dne 23. fijna 2018 o ochrané fyzickych osob v souvislosti se zpracovanim osobnich daju organy
Unie, organy, institucemi a agenturami a o volném pohybu téchto Gdaji a o zrueni nafizeni (ES) ¢. 45/2001 a
rozhodnuti €. 1247/2002/ES (UF. vést. L 295, 21. 12. 2018). 11.2018, s. 39), v rozsahu, v jakém jsou tyto dolozky a
povinnosti v oblasti ochrany Udaju stanovené ve smlouvé nebo jiném pravnim aktu mezi spravcem a zpracovatelem
podle €l. 29 odst. 3 nafizeni (EU) 2018/1725 sladény. Tak tomu bude zejména v pfipadé, kdy spravce a zpracovatel
spoléhaji na standardni smluvni dolozky obsazené v rozhodnuti 2021/915./ Where the data exporter is a processor
subject to Regulation (EU) 2016/679 acting on behalf of a Union institution or body as controller, reliance on these
Clauses when engaging another processor (sub-processing) not subject to Regulation (EU) 2016/679 also ensures
compliance with Article 29(4) of Regulation (EU) 2018/1725 of the European Parliament and of the Council of 23
October 2018 on the protection of natural persons with regard to the processing of personal data by the Union
institutions, bodies, offices and agencies and on the free movement of such data, and repealing Regulation (EC) No
45/2001 and Decision No 1247/2002/EC (OJ L 295 of 21.11.2018, p. 39), to the extent these Clauses and the data
protection obligations as set out in the contract or other legal act between the controller and the processor pursuant to
Article 29(3) of Regulation (EU) 2018/1725 are aligned. This will in particular be the case where the controller and
processor rely on the standard contractual clauses included in Decision 2021/915.
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piiloze T ¢asti A (déle jen (hereinafter ~each  “data
,vyvozce udaji®), a exporter”), and
(ii) subjekt ¢i subjekty ve tfeti (ii) the entity/ies in a third

zemi, pfijimajici piimo nebo country  receiving the
nepiimo prostiednictvim personal data from the data
jiného subjektu, jenZ je exporter, directly or
rovnéZ  stranou  téchto indirectly via another entity

doloZek, osobni tudaje od

also Party to these Clauses,

vyvozce udaji, uvedené v as listed in Annex IL.A.
piiloze I Casti A (déle jen (hereinafter each  “data

,,dovozce udaju‘),se importer”) have agreed to
dohodly na téchto these standard contractual
standardnich smluvnich clauses (hereinafter:
dolozkach (dale jen “Clauses™).

,dolozky*).

(©) Tyto dolozky se pouZiji s ohledem (c) These Clauses apply with respect to
na preddvani osobnich ddajii podle the transfer of personal data as
piilohy I ¢4sti B. specified in Annex 1.B.

(d) Dodatek k témto dolozkam (d) The Appendix to these Clauses
obsahujici ptilohy, na nézZ se v containing the Annexes referred to
téchto dolozkach odkazuje, tvoii therein forms an integral part of
nedilnou soucast téchto doloZek. these Clauses.

DoloZka 2 Clause 2
Utinek a neménnost dolozek Effect and invariability of the Clauses
(a) Tyto dolozky stanovi vhodné (a) These Clauses set out appropriate

zaruky, véetn¢ vymahatelnych prav
subjektu udaji a ucinné pravni
ochrany, podle ¢l. 46 odst. 1 a ¢l. 46
odst. 2 pism. c¢) nafizeni (EU)
2016/679 a s ohledem na predavani
udaji od spravci zpracovatelim
a/nebo od zpracovatelll
zpracovatelim, standardni smluvni
dolozky podle ¢l. 28 odst. 7 nafizeni
(EU) 2016/679, pokud nebudou

safeguards, including enforceable
data subject rights and effective legal
remedies, pursuant to Article 46(1)
and Article 46 (2)(c) of Regulation
(EU) 2016/679 and, with respect to
data transfers from controllers to
processors and/or processors to
processors, standard contractual
clauses pursuant to Article 28(7) of
Regulation (EU) 2016/679, provided

zmeénény, s vyjimkou vybéru they are not modified, except to
vhodného  modulu  (vhodnych select the appropriate Module(s) or

modull) nebo za ucelem pfidani

to add or update information in the

nebo aktualizace informaci v Appendix. This does not prevent the
dodatku. To smluvnim stranim Parties from including the standard
nebrani v tom, aby zahrnuly contractual clauses laid down in
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standardni smluvni dolozky
stanovené v téchto dolozkach do
Sir§i smlouvy a/nebo ptidaly dalsi
doloZzky nebo dodatecné zaruky,
pokud nebudou piimo nebo nepiimo
v rozporu s témito dolozkami nebo
nebudou dotéena zdkladni prava
nebo svobody subjektll udaja.

PPD Confidential Information

these Clauses in a wider contract
and/or to add other clauses or
additional safeguards, provided that
they do not contradict, directly or
indirectly, these Clauses or prejudice
the fundamental rights or freedoms
of data subjects.

(b) Témito doloZkami nejsou dotéeny (b) These Clauses are without prejudice
povinnosti, které se vztahuji na to obligations to which the data
vyvozce Udaji na zdklad€ nafizeni exporter is subject by virtue of
(EU) 2016/679. Regulation (EU) 2016/679.

Dolozka 3 Clause 3
Oprdvnéné tieti strany Third-party beneficiaries
(a) Subjekty uddaji se mohou jako (a) Data subjects may invoke and

opravnéné treti strany ve vztahu k
vyvozci a/nebo dovozci udaji
dovolavat téchto dolozek a vymahat
je, a to s nasledujicimi vyjimkami:

enforce these Clauses, as third-party
beneficiaries, against the data
exporter and/or data importer, with
the following exceptions:

(i) Dolozka 1, dolozka 2, (i) Clause 1, Clause 2, Clause 3,
dolozka 3, dolozka 6, Clause 6, Clause 7;
dolozka 7;

(ii) Dolozka 8 - dolozka 8.1

(ii) Clause 8 - Clause 8.1 (b) and

pism. B) a dolozka 8.3 pism. Clause 8.3(b);

B);
(iii) (zdmérné vynechéno); (iii) (Intentionally Omitted);
(iv) (zdmérn€ vynechéno); (iv) (Intentionally Omitted);
(v) (zdmérn¢ vynechéno); (v) (Intentionally Omitted);

(vi) Dolozka 15.1 pism. C), d), a
e);

(vi)  Dolozka 16 pism. E);

(viii  Dolozka 18.

(vi) Clause 15.1(c), (d) and (e);

(vii) Clause 16(e);

(viii)  Clause 18.
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(b) Pismenem a) nejsou dotCena prava
subjektl udaji podle natizeni (EU)

2016/679.
DoloZka 4

Vyklad
(a) Pokud tyto dolozky pouZivaji
pojmy, které jsou vymezeny v
nafizeni (EU) 2016/679, maji tyto
pojmy stejny vyznam jako v
uvedeném natizeni.
(b) Tyto dolozky je tfeba Cist a vykladat
s ohledem na ustanoveni nafizeni
(EU) 2016/679.

(©) Tyto dolozky nebudou vyklddany
Zadnym zpusobem, ktery by byl v

rozporu s Ppravy a povinnostmi

stanovenymi v nafizeni (EU)
2016/679.

Dolozka 5

Hierarchie

V piipadé€ rozporu mezi t€mito dolozkami
a ustanovenimi souvisejicich dohod mezi
stranami, které existovaly v dob¢€ sjednani
téchto doloZek, nebo které byly uzavieny
az po jejich sjednani, maji tyto dolozky
pfednost.

DolozZka 6

Popis pieddvdani

Podrobnosti tykajici se predavani, zejména
kategorie osobnich tdaji, které jsou
preddvany, a tcel nebo ucely, pro které
jsou predavany, jsou uvedeny v piiloze |
¢asti B.
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(b) Paragraph (a) is without prejudice to
rights of data subjects under

Regulation (EU) 2016/679.
Clause 4
Interpretation

Where these Clauses use terms that
are defined in Regulation (EU)
2016/679, those terms shall have the
same meaning as in that Regulation.

(a)

These Clauses shall be read and
interpreted in the light of the
provisions of Regulation (EU)
2016/679.

(b)

These Clauses shall not be
interpreted in a way that conflicts
with rights and obligations provided
for in Regulation (EU) 2016/679.

(©

Clause 5

Hierarchy

In the event of a contradiction between
these Clauses and the provisions of related
agreements between the Parties, existing at
the time these Clauses are agreed or entered
into thereafter, these Clauses shall prevail.

Clause 6

Description of the transfer(s)

The details of the transfer(s), and in
particular the categories of personal data
that are transferred and the purpose(s) for
which they are transferred, are specified in
Annex L.B.
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DoloZka 7

DoloZka o pristoupeni
(a) Subjekt, ktery neni stranou téchto
dolozek, muze se souhlasem stran k
témto dolozkdm kdykoli pfistoupit,
bud’ jako vyvozce tidajl, nebo jako
dovozce tudaji, a to vyplnénim
dodatku a podepsanim ptilohy I
casti A.
(b) Poté, co pfistupujici subjekt vyplni
dodatek a podepiSe piilohu I ¢ast A,
stane se stranou téchto dolozek a ma
prava a povinnosti vyvozce udaji
nebo dovozce tdajii v souladu se
svym urcenim v piiloze I ¢asti A.

(©) Pfistupujici subjekt nemd Zadna
prava ani povinnosti na zdkladé
téchto doloZek plynouci z obdobi

pfed tim, neZ se stal stranou.

ODDIL II - POVINNOSTI STRAN

PPD Confidential Information

Clause 7

Docking clause
(a) An entity that is not a Party to these
Clauses may, with the agreement of
the Parties, accede to these Clauses
at any time, either as a data exporter
or as a data importer, by completing
the Appendix and signing Annex
LA.
(b) Once it has completed the Appendix
and signed Annex I.A, the acceding
entity shall become a Party to these
Clauses and have the rights and
obligations of a data exporter or data
importer in accordance with its
designation in Annex [.A.
(©) The acceding entity shall have no
rights or obligations arising under
these Clauses from the period prior
to becoming a Party.

SECTION II- OBLIGATIONS OF THE

DoloZka 8
Zdruky ochrany ivdajit

Vyvozce udaji zarucuje, Ze vynalozil
pfiméfené usili, aby mohl stanovit, zda je
dovozce tudaji schopen - zavedenim
vhodnych technickych a organiza¢nich
opatfeni — plnit své povinnosti podle téchto
dolozek.

8.1  Pokyny

(a) Vyvozce udajii zpracovavd osobni
udaje pouze na zéakladé doloZenych
pokyni od dovozce udajl, ktery
jedna jako jeho sprévce.
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PARTIES

Clause 8

Data protection safeguards

The data exporter warrants that it has used
reasonable efforts to determine that the data
importer is able, through the implementation
of appropriate technical and organisational
measures, to satisfy its obligations under
these Clauses.

8.1

Instructions
(a) The data exporter shall process the
personal data only on documented
instructions from the data importer
acting as its controller.
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(b) Vyvozce udaja neprodlené¢ (b) The data exporter shall immediately
informuje dovozce udaji, pokud inform the data importer if it is
neni  schopen tyto  pokyny unable to follow those instructions,
dodrzovat, véetné ptipadi, kdy tyto including if such instructions
pokyny porusuji natfizeni (EU) infringe Regulation (EU) 2016/679
2016/679 nebo jiné pravni piedpisy or other Union or Member State data
Unie nebo ¢lenského statu v oblasti protection law.
ochrany ddaja.

(©) Dovozce ddaji se zdrzi pfijimdni (c) The data importer shall refrain from
jakychkoli opatfeni, kterd by any action that would prevent the
vyvozci udaju branila v plnéni jeho data exporter from fulfilling its
povinnosti podle natfizeni (EU) obligations under Regulation (EU)
2016/679, mimo jiné v kontextu 2016/679, including in the context of
dil¢tho zpracovéni, nebo pokud se sub-processing or as regards
jednd o spoluprdci s piisluSnymi cooperation with competent
dozorovymi ufady. supervisory authorities.

(d) Po skonceni poskytovani (d) After the end of the provision of the
zpracovatelskych sluzeb vyvozce processing  services, the data
udajii v souladu s volbou dovozce exporter shall, at the choice of the
udajii vymaze vSechny osobni udaje data importer, delete all personal
zpracovavané jménem dovozce data processed on behalf of the data
udajt a potvrdi dovozci tidajt, Ze tak importer and certify to the data
ucinil, nebo dovozci ddaji vrati importer that it has done so, or return
vSechny osobni tdaje zpracovdvané to the data importer all personal data
jeho jménem a vymaze vSechny processed on its behalf and delete
existujici kopie. existing copies.

8.2  Zabezpeceni zpracovani 8.2  Security of processing

(a) Strany zavedou vhodnd technickd a (a) The Parties shall implement
organizani opatfeni k zajiSténi appropriate technical and

zabezpeceni Udaji, a to i béhem
pfeddvani, a zajisti ochranu pied
porusenim zabezpeceni vedoucim k
ndhodnému nebo protipravnimu
zniceni, ztrate, zmene,
neopravnénému poskytnuti nebo
zptistupnéni (ddle jen ,,poruSeni
zabezpeceni osobnich udaju*). Pii
posuzovani vhodné urovné
zabezpeceni strany nélezité zohledni
aktudlni stav techniky, ndklady na
provedeni, povahu osobnich tdajti?,
povahu, rozsah, kontext a icel nebo
ucely zpracovani a rizika pro

organisational measures to ensure
the security of the data, including
during transmission, and protection
against a breach of security leading
to accidental or  unlawful
destruction, loss, alteration,
unauthorised disclosure or access
(hereinafter “personal data breach”).
In assessing the appropriate level of
security, they shall take due account
of the state of the art, the costs of
implementation, the nature of the
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(b)

(©

8.3
(a)

(b)

subjekty  udaji  spojend  se
zpracovanim, a zejména zvazii
pouziti Sifrovani nebo
pseudonymizace, a to i bchem
predavani, pokud lze timto
zpusobem splnit icel zpracovani.

Vyvozce udaji pomdhd dovozci
udajl pfi zajisStovani odpovidajictho
zabezpeceni udaji v souladu s
pismenem a). V piipad¢ poruSeni

zabezpeceni osobnich udaji
tykajictho se osobnich udaji
zpracovavanych vyvozcem udaji

podle téchto dolozek vyvozce udaji
podd hlaseni dovozci tdaji bez
zbyte¢ného odkladu poté, co se o
ném dozveédel, a dovozcei idajii bude
pii feSeni uvedeného poruSeni
napomocen.

Vyvozce udaju zajisti, aby se osoby
opravnéné zpracovdvat osobni udaje
zavazaly k mlc¢enlivosti, nebo aby se
na né vztahovala zdkonnd povinnost
mlcenlivosti.

Dokumentace a plnéni povinnosti

Strany musi byt schopny prokdzat
dodrZovani téchto dolozek.

Vyvozce udajii poskytne dovozci
udaju veskeré informace potiebné k
doloZeni toho, Ze byly splnény

(b)

(©

8.3
(a)

(b)

PPD Confidential Information

personal data®, the nature, scope,
context and purpose(s) of processing
and the risks involved in the
processing for the data subjects, and
in particular consider having
recourse  to  encryption  or
pseudonymisation, including during
transmission, where the purpose of
processing can be fulfilled in that
manner.

The data exporter shall assist the data
importer in ensuring appropriate
security of the data in accordance
with paragraph (a). In case of a
personal data breach concerning the
personal data processed by the data
exporter under these Clauses, the
data exporter shall notify the data
importer without undue delay after
becoming aware of it and assist the
data importer in addressing the
breach.

The data exporter shall ensure that
persons authorised to process the
personal data have committed
themselves to confidentiality or are
under an appropriate statutory
obligation of confidentiality.

Documentation and compliance

The Parties shall be able to
demonstrate compliance with these
Clauses.

The data exporter shall make
available to the data importer all
information necessary to

This includes whether the transfer and further processing involves personal data revealing racial or ethnic origin,
political opinions, religious or philosophical beliefs, or trade union membership, genetic data or biometric data for the
purpose of uniquely identifying a natural person, data concerning health or a person’s sex life or sexual orientation, or
data relating to criminal convictions or offences. / To plati bez ohledu na to, zda se pfedavani a dalSi zpracovani tyka
osobnich Gdaju odhalujicich rasovy nebo etnicky pavod, politické nazory, nabozenské nebo filozofické presvédceni
nebo ¢Elenstvi v odborech, genetickych Gdajd nebo biometrickych daji za ¢elem jedine¢né identifikace fyzické osoby,
Gdaju tykajicich se zdravi nebo sexudlniho zivota ¢i sexudlni orientace osoby nebo Udaju tykajicich se odsouzeni za
trestné Ciny.
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povinnosti  stanovené v  téchto
doloZkéch, umozni provedeni auditi
a bude k nim pfispivat.

PPD Confidential Information

demonstrate compliance with its
obligations under these Clauses and
allow for and contribute to audits.

DoloZka 9 Clause 9
(Zdamérné vynechdno) (Intentionally Omitted)
DoloZka 10 Clause 10

Prdva subjekti udaju Data subject rights

Strany si vzdjemné pomdhaji pii odpovidani
na dotazy a zadosti subjektti udaji podle
mistniho prava pouzitelného na dovozce
udaji nebo v pfipad¢ zpracovani udaja
dovozcem udajii v EU podle natizeni (EU)

The Parties shall assist each other in
responding to enquiries and requests made
by data subjects under the local law
applicable to the data importer or, for data
processing by the data exporter in the EU,

2016/679. under Regulation (EU) 2016/679.
DoloZka 11 Clause 11
Ndprava Redress
(a) Dovozce tdaji transparentné a ve (a) The data importer shall inform data
snadno piistupném formatu subjects in a transparent and easily
informuje subjekty udaji accessible format, through
prostfednictvim individudlniho individual notice or on its website, of
ozndmeni  nebo na svych a contact point authorised to handle
internetovych strdnkdch 0 complaints. It shall deal promptly
kontaktnim  mist¢  opravnéném with any complaints it receives from
vyfizovat stiZznosti. Takové misto a data subject.
neprodlené vyftidi jakékoli stiznosti,
které od subjektu tidaji piijme.
DoloZka 12 Clause 12
Odpovédnost Liability
(a) Kazdd strana je va¢i druhé (a) Each Party shall be liable to the other
strané/ostatnim strandm odpovédnd Party/ies for any damages it causes
za jakoukoli Ujmu, kterou druhé the other Party/ies by any breach of
strané/ostatnim stranam pii poruseni these Clauses.
téchto doloZek zptisobi.
(b) KaZzda strana je odpovédna vuaci (b) Each Party shall be liable to the data

subjektu tdajii a subjekt tidaji ma
narok na ndhradu jakékoli hmotné
nebo nehmotné jmy, kterou strana
zpiisobi subjektu ddaji poruSenim
prdv ndlezejicich oprdvnéné treti

subject, and the data subject shall be
entitled to receive compensation, for
any material or non-material
damages that the Party causes the
data subject by breaching the third-
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strané na zdklad¢ téchto dolozek.
Tim neni dotena odpovédnost
vyvozce Udaji podle natizeni (EU)
2016/679.

PPD Confidential Information

party beneficiary rights under these
Clauses. This is without prejudice to
the liability of the data exporter
under Regulation (EU) 2016/679.

(©) Pokud je za udjmu zpisobenou (c) Where more than one Party is
subjektu udaji v disledku poruseni responsible for any damage caused
téchto dolozek odpoveédna vice nez to the data subject as a result of a
jedna strana, nesou spolecnou a breach of these Clauses, all
nerozdilnou odpovédnost vSechny responsible Parties shall be jointly
odpovédné strany a subjekt tdajt je and severally liable and the data
opravnén proti kterékoli z téchto subject is entitled to bring an action
stran podat Zalobu u soudu. in court against any of these Parties.

(d) Smluvni strany se dohodly, Ze (d) The Parties agree that if one Party is
pokud je jedna ze smluvnich stran held liable under paragraph (c), it
odpovédnd podle pismene c), je shall be entitled to claim back from
opravnéna pozadovat od druhé the other Party/ies that part of the
smluvni strany/ostatnich smluvnich compensation corresponding to its /
stran zpét Cast ndhrady Ujmy their responsibility for the damage.
odpovidajici jeji odpovédnosti za
Ujmu.

(e) Dovozce tidajli se nemiiZze dovoldvat (e) The data importer may not invoke

jednani zpracovatele nebo dil¢iho
zpracovatele, aby se vyhnul své
vlastni odpovédnosti.

Dolozka 13
(Zdmeérné vynechdno)

the conduct of a processor or sub-
processor to avoid its own liability.

Clause 13
(Intentionally Omitted)

ODDIL III - MISTNI PRAVNI SECTION III- LOCAL LAWS AND

PREDPISY A POVINNOSTI V OBLIGATIONS IN CASE OF ACCESS
PRIPADE PRIST}JPU ORGANU BY PUBLIC AUTHORITIES
VEREJNE MOCI
DoloZka 14 Clause 14

Mistni prdavni predpisy a postupy majici
dopad na dodarzovdni doloZek

Local laws and practices affecting
compliance with the Clauses

(a) Strany zarucuji, Ze nemaji divod se (a)
domnivat, Ze prdvni pfedpisy a
postupy ve treti zemi urceni, které se
vztahuji na zpracovani osobnich
udaji.  dovozcem ddaji, vcetné
jakychkoli pozadavki na
zptistupnéni osobnich udaji nebo

The Parties warrant that they have no
reason to believe that the laws and
practices in the third country of
destination  applicable to the
processing of the personal data by
the data importer, including any
requirements to disclose personal
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(b)

opatfeni, kterymi se povoluje
pristup orgdnim vefejné moci, brani
dovozci tudaji pfi plnéni svych
povinnosti podle téchto dolozek. To
je zaloZeno na predpokladu, Ze
pravni predpisy a postupy, které
respektuji podstatu zdkladnich prav
a svobod a neptekracuji to, co je v
demokratické spolecnosti nezbytné
a piimétené k zajiSténi jednoho z
cili uvedenych v ¢l. 23 odst. 1
nafizeni (EU) 2016/679, nejsou v
rozporu s t€émito dolozkami.

Smluvni strany prohlasuji, Ze pfi
poskytovani zaruky uvedené v
pismenu a) ndlezit¢ zohlednily
zejména nasledujici prvky:

(1) konkrétni okolnosti pfedani,
véetn¢ délky zpracovatelského
fetézce, poCtu  zapojenych
subjektl a pouzitych kandli pro
pfenos udajii, zamySlené dalsi
pfedani, druh pfijemce, tucely
zpracovani, kategorie a format
pfeddvanych osobnich tdaju,
hospodaiské odvétvi, v némzZ se
pfedavini uskuteciiuje, misto,
kde se pfedané udaje
uchovavaji;

(ii) pravni pfedpisy a postupy
treti zemé urCeni — vcetné
téch, které vyZzaduji
zptistupnéni Udaji orgdnim
vetejné moci nebo povoluji
pfistup téchto orgdni —
relevantni s ohledem na
konkrétni okolnosti preddni,
jakoz i pouzitelnd omezeni a
zaruky?;

(b)

PPD Confidential Information

data or measures authorising access
by public authorities, prevent the
data importer from fulfilling its
obligations under these Clauses.
This is based on the understanding
that laws and practices that respect
the essence of the fundamental rights
and freedoms and do not exceed
what is necessary and proportionate
in a democratic society to safeguard
one of the objectives listed in Article
23(1) of Regulation (EU) 2016/679,
are not in contradiction with these
Clauses.

The Parties declare that in providing
the warranty in paragraph (a), they
have taken due account in particular
of the following elements:

(1) the specific circumstances of the
transfer, including the length of
the processing chain, the number
of actors involved and the
transmission channels used;
intended onward transfers; the
type of recipient; the purpose of
processing; the categories and
format of the transferred
personal data; the economic
sector in which the transfer
occurs; the storage location of
the data transferred;

(ii) the laws and practices of the
third country of destination—
including those requiring the
disclosure of data to public
authorities or authorising
access by such authorities —
relevant in light of the
specific circumstances of the
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(c)

(d)

(e)

(iii) veSkeré piislusné smluvni,
technické nebo organizacni
zaruky zavedené za ucelem
doplnéni zaruk podle téchto

dolozek, vcCetné opatieni
uplatiiovanych béhem
predani a zpracovani

osobnich 1daji v zemi

uréeni.

Dovozce udaji zarucuje, Ze pfi
provadéni posouzeni podle pismene
b) vynalozil maximdlni usili, aby
poskytl vyvozci udaji relevantni
informace, a souhlasi s tim, Ze bude
pfi zajiStovani dodrzovéani téchto
doloZek s vyvozcem ddajl i naddle
spolupracovat.

Strany souhlasi, Ze posouzeni podle
pismene b) zdokumentuji a na
pozadani zpiistupni piisluSnému
dozorovému ufadu.

Dovozce ddajii souhlasi s tim, Ze
neprodlené uvédomi vyvozce ddaja,
pokud mé po vyjddieni souhlasu s
témito ustanovenimi a po dobu
trvani smlouvy divod se domnivat,
Ze se na n¢j vztahuji, nebo se zacaly
vztahovat prdvni predpisy nebo
postupy, které nejsou v souladu s
pozadavky podle pismene a), a to 1

()

(d)

(e)

PPD Confidential Information

transfer, and the applicable
limitations and safeguards3;

(iii) any relevant contractual,
technical or organisational
safeguards put in place to
supplement the safeguards
under these Clauses,
including measures applied
during transmission and to
the processing of the
personal data in the country
of destination.

The data importer warrants that, in
carrying out the assessment under
paragraph (b), it has made its best
efforts to provide the data exporter
with relevant information and agrees
that it will continue to cooperate
with the data exporter in ensuring
compliance with these Clauses.

The Parties agree to document the
assessment under paragraph (b) and
make it available to the competent
supervisory authority on request.

The data importer agrees to notify
the data exporter promptly if, after
having agreed to these Clauses and
for the duration of the contract, it has
reason to believe that it is or has
become subject to laws or practices
not in line with the requirements
under paragraph (a), including
following a change in the laws of the

Pokud jde o dopad téchto zakonu a postupt na dodrzovani téchto dolozek, Ize v ramci celkového posouzeni zvaZit rizné prvky. Tyto prvky mohou zahrnovat
relevantni a zdokumentované praktické zkuSenosti s pfedchozimi pfipady Zadosti o zpfistupnéni informaci ze strany organt vefejné moci nebo s absenci
takovych Zzadosti, které by pokryvaly dostatec¢né reprezentativni ¢asovy ramec. To se tykd zejména internich zdznamu nebo jiné dokumentace,
vypracovavanych priibézné v souladu s ndlezitou pééi a potvrzenych na Urovni vys$siho vedeni, za predpokladu, Ze tyto informace mohou byt zdkonnym
zplsobem poskytnuty tfetim stranam. Pokud se na zakladé téchto praktickych zkuSenosti dospéje k zavéru, Ze dovozci udaji nebude branéno v dodrzovani
téchto doloZek, je tfeba je podpofit dalSimi relevantnimi, objektivnimi prvky a je na stranach, aby pedlivé zvazily, zda tyto prvky maji spole¢né dostate¢nou
vahu, pokud jde o jejich spolehlivost a reprezentativnost, aby tento zavér podpofily. Strany musi zejména vzit v ivahu, zda jejich praktické zkusenosti potvrzuji
a nejsou v rozporu s vefejné dostupnymi nebo jinak pristupnymi spolehlivymi informacemi o existenci &i neexistenci zadosti ve stejném odvétvi a/nebo o
uplatriovani prava v praxi, jako je judikatura a zpravy nezavislych dozorovych organt. / As regards the impact of such laws and practices on compliance with
these Clauses, different elements may be considered as part of an overall assessment. Such elements may include relevant and documented practical
experience with prior instances of requests for disclosure from public authorities, or the absence of such requests, covering a sufficiently representative time-
frame. This refers in particular to internal records or other documentation, drawn up on a continuous basis in accordance with due diligence and certified at
senior management level, provided that this information can be lawfully shared with third parties. Where this practical experience is relied upon to conclude
that the data importer will not be prevented from complying with these Clauses, it needs to be supported by other relevant, objective elements, and it is for
the Parties to consider carefully whether these elements together carry sufficient weight, in terms of their reliability and representativeness, to support this
conclusion. In particular, the Parties have to take into account whether their practical experience is corroborated and not contradicted by publicly available or
otherwise accessible, reliable information on the existence or absence of requests within the same sector and/or the application of the law in practice, such
as case law and reports by independent oversight bodies.
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®

po zmén¢ v pravnich piedpisech
treti zem¢ nebo opatfeni (jako je
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third country or a measure (such as a
disclosure request) indicating an

napiiklad Z4dost o poskytnuti application of such laws in practice
udaji), jez svéd¢éi o tom, Ze that is not in line with the
uplatiovani téchto pravnich requirements in paragraph (a).

predpisti v praxi neni v souladu s
pozadavky uvedenymi v pismeni a).

Po ozndmeni podle pismene e), nebo
pokud md vyvozce udaji jinak
duvod se domnivat, Ze dovozce
udaji  jiZz nemlze plnit své
povinnosti na zdkladé¢ téchto
dolozek, vyvozce tdaji neprodlené
ur¢i  vhodnd opatfeni (napf.
technickd nebo organiza¢ni opatteni
k  zajiSténi  bezpecnosti a
davérnosti), kterd md pfijmout
vyvozce udaji a/nebo dovozce
udaji k feSeni situace. Vyvozce
udaji pozastavi preddvani udaju,
pokud se domnivd, Ze pro toto
pfeddvani nemohou byt zajiStény
7za4dné vhodné zaruky, nebo pokud
mu da pokyn piisluSny dozorovy
ufad. V tomto ptipadé je vyvozce
udaji opravnén vypoveédét smlouvu,
pokud jde o zpracovéani osobnich
udaji podle téchto dolozek. Jestlize
smlouva zahrnuje vice nez dvé
smluvni strany, miZe vyvozce udaji
toto prdvo na vypovézeni uplatnit
pouze ve vztahu k piislusné strang,
pokud se strany nedohodly jinak.
Jestlize je smlouva vypovézena
podle této dolozky, pouZije se
dolozka 16 pism. d) a e).

®)

Following a notification pursuant to
paragraph (e), or if the data exporter
otherwise has reason to believe that
the data importer can no longer fulfil
its obligations under these Clauses,
the data exporter shall promptly
identify appropriate measures (e.g.
technical or organisational measures
to ensure security and
confidentiality) to be adopted by the
data exporter and/or data importer to
address the situation. The data
exporter shall suspend the data
transfer if it considers that no
appropriate safeguards for such
transfer can be ensured, or if
instructed by the competent
supervisory authority to do so. In this
case, the data exporter shall be
entitled to terminate the contract,
insofar as it concerns the processing
of personal data under these Clauses.
If the contract involves more than
two Parties, the data exporter may
exercise this right to termination
only with respect to the relevant
Party, unless the Parties have agreed
otherwise. Where the contract is
terminated pursuant to this Clause,
Clause 16(d) and (e) shall apply.
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DoloZka 15

Povinnost dovozce udaji v piipadé

15.1

(a)

(b)

PFistupu orgdnit veiejné moci
Oznameni

Dovozce udaji souhlasi s tim, Ze
neprodlen¢ uvédomi vyvozce ddaja,
a je-li to moZné, subjekt udaji (v
pfipad€ potfeby s pomoci vyvozce
udaju), pokud:

(i) na zdklad¢ pravnich predpist
zem¢ urCeni obdrzi pravné
zavaznou Zadost od orginu
vefejné moci, vetné soudnich
organt, o zpfistupnéni osobnich
udajii predanych podle téchto
dolozek; takové  oznameni
obsahuje informace 0
poZadovanych osobnich tdajich,
dozadujicim organu, pravnim
zékladu Zadosti a poskytnuté
odpovédi, nebo

(ii) se dozvi o jakémkoli pfimém
piistupu  orgdnii  vefejné
moci k osobnim tudajim
pfeddvanym podle téchto
dolozek v  souladu s
pravnimi  pfedpisy zemé
urCeni; takové oznameni
obsahuje vSechny informace
dostupné dovozci.

Pokud je podle pravnich ptedpisi
zemé ur¢eni dovozci tdaji zakdzano
informovat vyvozce udajii a/nebo
subjekt udajli, souhlasi dovozce
udaji s tim, Ze za ucelem co
nejrychlejSiho sdéleni co nejvétsiho
mnozstvi  informaci  vynaloZi
maximdlni dsili, aby od tohoto
zakazu bylo upusSténo. Dovozce
udajt souhlasi, Ze zdokumentuje své

PPD Confidential Information

Clause 15

Obligations of the data importer in case

15.1

(a)

(b)

of access by public authorities
Notification

The data importer agrees to notify
the data exporter and, where
possible, the data subject promptly
(if necessary with the help of the data
exporter) if it:

(1) receives a legally binding
request from a public authority,
including judicial authorities,
under the laws of the country of
destination for the disclosure of
personal data transferred
pursuant to these Clauses; such
notification shall include
information about the personal
data requested, the requesting
authority, the legal basis for the
request and the response
provided; or

becomes aware of any direct
access by public authorities
to personal data transferred
pursuant to these Clauses in
accordance with the laws of
the country of destination;
such  notification  shall
include all information
available to the importer.

If the data importer is prohibited
from notifying the data exporter
and/or the data subject under the
laws of the country of destination,
the data importer agrees to use its
best efforts to obtain a waiver of the
prohibition, with a view to
communicating as much information
as possible, as soon as possible. The
data importer agrees to document its
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maximalni dsili, aby je mohl na
Zadost vyvozce tdaji prokazat.

(©) Je-li to povoleno pradvnimi piedpisy
zem¢ urCeni, dovozce udajil
souhlasi, Ze bude poskytovat
vyvozci ddaji v pravidelnych
intervalech po dobu trvani smlouvy
co nejrelevantnéjsi informace o
pfijatych ~ Zadostech  (zejména
informace o poctu Zadosti, druhu
pozadovanych udaji, dozadujicim
organu nebo orgdnech, zda byly tyto
Zadosti napadeny a vysledek
takového napadeni atd.).

(d) Dovozce idaji souhlasi s tim, Ze po
dobu  trvani  smlouvy  bude
informace podle pismene a) az c)
uchovavat a na vyzaddni je poskytne
piisluSnému dozorovému dfadu.

(e) Pismeny a) az c) neni dotCena
povinnost dovozce udaji podle
dolozky 14 pism. e) a dolozky 16
neprodlené¢ informovat vyvozce
udajii, pokud neni schopen tyto
dolozky dodrZovat.

15.2 Prezkum zakonnosti a
minimalizace adaju

(a) Dovozce udaji souhlasi s tim, Ze
pfezkoumd zdkonnost zidosti o
poskytnuti ddaji, zejména zda
neprekrocila  meze  pravomoci
udélenych dozadujicimu organu
vefejné moci, a Ze Zadost napadne,
pokud po peclivém posouzeni dojde
k zavéru, Ze existuji opodstatnéné
divody se domnivat, Ze zadost je
podle pravnich predpisi zemé
urceni, platnych zdvazki podle
mezindrodniho prdva a zésad
mezindrodni zdvofilosti protipravni.

PPD Confidential Information

best efforts in order to be able to
demonstrate them on request of the
data exporter.

(©) Where permissible under the laws of
the country of destination, the data
importer agrees to provide the data
exporter, at regular intervals for the
duration of the contract, with as
much relevant information as
possible on the requests received (in
particular, number of requests, type
of data requested, requesting
authority/ies, whether requests have
been challenged and the outcome of
such challenges, etc.).

(d) The data importer agrees to preserve
the information  pursuant to
paragraphs (a) to (c) for the duration
of the contract and make it available
to the competent supervisory
authority on request.

(e) Paragraphs (a) to (c) are without
prejudice to the obligation of the data
importer pursuant to Clause 14(e)
and Clause 16 to inform the data
exporter promptly where it is unable
to comply with these Clauses.

15.2 Review of legality and data
minimisation

(a) The data importer agrees to review
the legality of the request for
disclosure, in particular whether it
remains within the powers granted to
the requesting public authority, and
to challenge the request if, after
careful assessment, it concludes that
there are reasonable grounds to
consider that the request is unlawful
under the laws of the country of
destination, applicable obligations
under international law and
principles of international comity.
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Dovozce udaji  za  stejnych The data importer shall, under the
podminek vyuziva mozZnosti same conditions, pursue possibilities
odvoldni. Pfi napadeni Zadosti of appeal. When challenging a

dovozce udajii pfijme predbézna
opateni s cilem pozastavit Gc¢inky

request, the data importer shall seek
interim measures with a view to

Zédosti, dokud pftislusSny soudni suspending the effects of the request
organ nerozhodne 0 jeji until the competent judicial authority
opodstatnénosti. Nezpftistupni has decided on its merits. It shall not

pozadované osobni udaje, dokud mu
takovd povinnost nebude stanovena
na zakladé platnych procesnich
pravidel. Témito poZadavky nejsou

disclose the personal data requested
until required to do so under the
applicable procedural rules. These
requirements are without prejudice

dotéeny povinnosti dovozce udajil to the obligations of the data
podle dolozky 14 pism. e). importer under Clause 14(e).

(b) Dovozce ddaji  souhlasi, Ze (b) The data importer agrees to
zdokumentuje své pravni posouzeni document its legal assessment and
1 jakékoli napadeni Zzadosti o any challenge to the request for
poskytnuti udaji a v rozsahu disclosure and, to the extent
povoleném pravnimi predpisy zemé permissible under the laws of the
uréeni  zpfistupni  dokumentaci country of destination, make the
vyvozci Udaji. Na poZzadani ji documentation available to the data
rovnéz  zpiistupni  piislusnému exporter. It shall also make it
dozorovému ufadu. available to the  competent

supervisory authority on request.

(©) Dovozce  udaji souhlasi s (c) The data importer agrees to provide
poskytnutim minimdlniho the minimum amount of information
piipustného mnoZzstvi informaci pii permissible when responding to a
odpovédi na Zadost o zpfistupnéni, a request for disclosure, based on a
to na zakladé pfiméfeného vykladu reasonable interpretation of the
Zadosti. request.

ODDIL IV - ZAVERECNA SECTION IV- FINAL PROVISIONS
USTANOVENI
DoloZka 16 Clause 16
NedodrZeni doloZek a vypovézeni Non-compliance with the Clauses and
termination
(a) Dovozce udaju neprodlené (a) The data importer shall promptly

informuje vyvozce udaju, pokud
neni z jakéhokoli divodu schopen
tyto dolozky dodrzet.

inform the data exporter if it is
unable to comply with these Clauses,
for whatever reason.
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(b) Pokud dovozce tudajii porusi tyto
dolozky nebo neni schopen tyto
dolozky dodrzet, vyvozce tdaji
pozastavi preddvani osobnich udaji
dovozci  udaji, dokud neni
dodrZzovani opét zajiSt€éno nebo
smlouva vypové€zena. Timto neni
dotCena dolozka 14 pism. f).

(c) Vyvozce udaji je opravnén
vypoveédét smlouvu v rozsahu, v
némz se jednd o zpracovani
osobnich  1daji  podle téchto

dolozek, pokud:

(i) vyvozce  udaji  pozastavil
pfeddvani  osobnich  udaju
dovozci ddaji podle pism. b) a
dodrzovéni téchto dolozek neni
v pfiméfené lhaté a v kazdém
piipadé do jednoho mésice od
pozastaveni obnoveno;

(i) dovozce tdaji tyto dolozky
podstatné nebo trvale poruSuje
nebo

(iii) dovozce udaji nedodrzi zdvazné

rozhodnuti pftisluSného soudu
nebo dozorového ufadu

tykajictho se jeho povinnosti
podle téchto doloZek.

V takovych pifipadech o nedodrZeni
informuje pfisluSny dozorovy urad. Pokud
smlouva zahrnuje vice nez dvé smluvni
strany, miZe vyvozce udaju toto pravo na
vypovézeni uplatnit pouze ve vztahu k
ptislusné stran¢, pokud se strany nedohodly
jinak.
(d) Osobni udaje shromazdeéné
vyvozcem udaji v EU, které byly
pfedany pfed vypovézenim smlouvy
podle pismene c), musi byt
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(b) In the event that the data importer is
in breach of these Clauses or unable
to comply with these Clauses, the
data exporter shall suspend the
transfer of personal data to the data
importer until compliance is again
ensured or the contract is terminated.

This is without prejudice to Clause

14(f).

(©) The data exporter shall be entitled to
terminate the contract, insofar as it
concerns the processing of personal

data under these Clauses, where:

(i) the data exporter has suspended
the transfer of personal data to
the data importer pursuant to
paragraph (b) and compliance
with these Clauses is not restored
within a reasonable time and in
any event within one month of
suspension;

(ii) the data importer is in substantial
or persistent breach of these
Clauses; or

(iii) the data importer fails to comply

with a binding decision of a

competent court or supervisory

authority regarding its
obligations under these Clauses.

In these cases, it shall inform the competent
supervisory authority of such non-
compliance. Where the contract involves
more than two Parties, the data exporter may
exercise this right to termination only with
respect to the relevant Party, unless the
Parties have agreed otherwise.

(d) Personal data collected by the data
exporter in the EU that has been
transferred prior to the termination
of the contract pursuant to paragraph
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(e

neprodlené¢ vymazany v celém
rozsahu, vcetné veSkerych jejich

PPD Confidential Information

(c) shall immediately be deleted in
its entirety, including any copy

kopii. Dovozce tudaji potvrdi thereof. The data importer shall
vyvozci udajii, Ze byly udaje certify the deletion of the data to the
vymazdny. Dokud nejsou udaje data exporter. Until the data is

vymazany nebo vraceny, dovozce
udajii naddle zajiStuje soulad s
témito dolozkami. V piipad¢, Ze se
na dovozce udajii vztahuji mistni
pravni ptedpisy, které mu zakazuji
predané osobni tudaje vritit nebo
vymazat, dovozce udaji zarucuje, Ze
bude i nadéle zajiStovat dodrzovani
téchto doloZzek a bude uddaje
zpracovavat pouze Vv takovém
rozsahu a tak dlouho, jak to uvedené
mistni pravo vyZaduje.

Kterakoli ze stran mize odvolat sviij
souhlas s tim, Ze bude vazana témito

(e

deleted or returned, the data importer
shall continue to ensure compliance
with these Clauses. In case of local
laws applicable to the data importer
that prohibit the return or deletion of
the transferred personal data, the
data importer warrants that it will
continue to ensure compliance with
these Clauses and will only process
the data to the extent and for as long
as required under that local law.

Either Party may revoke its
agreement to be bound by these

dolozkami, pokud i) Evropska Clauses where (i) the European
komise pfijme rozhodnuti podle ¢l. Commission adopts a decision
45 odst. 3 nafizeni (EU) 2016/679 pursuant to Article 453) of

tykajici se pfeddvani osobnich
udajii, na které se tyto doloZky
vztahuji, nebo ii) se nafizeni (EU)
2016/679 stane soucdsti pravniho
ramce zemé, do které jsou osobni
udaje preddvany. Tim nejsou
dotCeny dalSi povinnosti vztahujici
se na dotéené zpracovani podle
nafizeni (EU) 2016/679.

DoloZka 17

Rozhodné prdvo

Tyto dolozky se tidi pravem zemé, jez

umoziuje

uplathovat prava nélezejici

opravnéné treti stran¢. Strany se dohodly, Ze
se budou fidit pravem Irska.

Regulation (EU) 2016/679 that
covers the transfer of personal data
to which these Clauses apply; or (ii)
Regulation (EU) 2016/679 becomes
part of the legal framework of the
country to which the personal data is
transferred. This is without prejudice
to other obligations applying to the
processing in question under
Regulation (EU) 2016/679.

Clause 17

Governing law

These Clauses shall be governed by the law
of a country allowing for third-party
beneficiary rights. The Parties agree that this
shall be the law of Ireland.
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DoloZka 18

Volba soudu a piislusnost

Veskeré spory vyplyvajici z téchto doloZek
budou feSeny soudy v Irsku.

DODATEK
PRILOHA I

A. SEZNAM SMLUVNICH STRAN

PPD Confidential Information

Clause 18

Choice of forum and jurisdiction

Any dispute arising from these Clauses
shall be resolved by the courts of Ireland.

APPENDIX
ANNEX I

A. LIST OF PARTIES

Vyvozce(i) dat: Data exporter(s):

e Jméno/Nazev: Fakultni e Name: Fakultni nemonice Hradec
nemocnice  Hradec Kralové Kralové (“Counterparty”), on its
(‘“Protistrana”), svym jménem a own behalf and that of relevant
jménem  pfislusSnych  subjekth entities providing personal data

poskytujicich osobni tdaje v rdmci
vztahu stran a SCC. V pripadé
dalsitho preddvdni, pokud je to
vhodné, protistrana/relevantni
subjekty  timto  vstupuji  do
navazujicich SCC a souhlasi s tim,
Ze treti strany mohou vstupovat do
téchto SCC spravovanych dovozcem
tidajui.

Adresa: Sokolskd 581, 500 05
Hradec Kralové — Novy Hradec
Kréalové, Ceska republika

Jméno, pozice a kontaktni udaje
kontaktni osoby: Dasa
Proktipkova, pravni odbor, Fakultni
nemocnice Hradec Kralové,
Sokolska 581, 500 05 Hradec
Krilové — Novy Hradec Krélové,

under the parties’ relationship and
the SCCs. For onward transfers, as
appropriate, Counterparty/relevant
entities hereby dock into
downstream SCCs, and agree that
third parties may dock into these
SCCs as managed by the data
importer.

Address: Sokolskd 581, 500 05
Hradec Kralové — Novy Hradec
Kralové, Czech Republic.

Contact person’s name, position
and contact details: Dasa
Proktipkova, legal department,
Fakultni nemocnice Hradec Kralové,
Sokolska 581, 500 05 Hradec
Kralové — Novy Hradec Kralové,

Cesk4 republika, e-mail: Czech Republic, e-mail:
dasa.prokupkova@fnhk.cz, phone: dasa.prokupkova@fnhk.cz, phone:
+420 495 832 881 +420 495 832 881
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¢ Cinnosti relevantni pro predavani
udaju na zakladé téchto doloZek:
viz. popis pfenosu niZe.

o Uloha
Zpracovatel

(spravce/zpracovatel):

e Kontaktni informace povéience
pro ochranu osobnich udaji:

Mgr. Bc. Milan Bldha, e-mail:
gdpr@fnhk.cz, telefon: +420 495
833 920

Podpis a datum:

Dovozce(i) uadaji:

Jméno/nazev: Pfizer Inc. (svym jménem
a/nebo jménem prislusnych subjektl, které
pfijimaji osobni udaje v rdmci vztahu stran
a SCC, a jak miiZe byt dile uvedeno v
online zdroji). Pro ucely dalsiho preddvani
se rozumi, Ze vySe uvedeny subjekt nebo
subjekty mohou pri takovém preddvdni
pusobit pouze jako priichozi subjekt a
neprebiraji odpovédnost, kterd je
prisuzovdna dovozcum udaju.

e Adresa: 66 Hudson Boulevard East,
New York, NY 10001, USA.

¢ Jméno, pozice a kontaktni udaje

kontatkni osoby: || EGTEGcGcGIGNG
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e Activities relevant to the data
transferred under these SCCs: See
the description of transfer below.

e Role (Controller/Processor):
Processor.
e Contact information of data

protection officer: Mgr. Bc. Milan
Blaha, e-mail: gdpr@fnhk.cz,
phone: +420 495 833 920

Signature and date:

Data importer(s):

Name: Pfizer Inc. (on its own behalf and/or
that of relevant entities receiving personal
data under the parties’ relationship and the
SCCs, and as may be further set out in an
online resource). For onward transfer
purposes, it is understood that the entity/ies
above may only act as pass-through for
such transfer, and not take on
responsibilities attributed to data
importers.

e Address: 66 Hudson Boulevard
East, New York, NY 10001, USA.

e Contact person’s name, position
and contact details: |l
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¢ Cinnosti relevantni pro predavani
udaju na zakladé téchto doloZek:
viz. popis pfenosu niZe.

o o Kontaktni informace
povéirence pro ochranu osobnich
udaju:
I
pripad¢ potieby.

e Uloha (spravce/zpracovatel):
Spravce.

Podpis a datum:

B. POPIS PREDANI
Popis predani: Védecka a Kklinicka

PPD Confidential Information

e Activities relevant to the data
transferred under these SCCs: See
the description of transfer below.

e Contact information of data

protection officer:

. where
applicable.

e Role (controller/processor):
Controller.

Signature and date:

B. DESCRIPTION OF TRANSFER

Description of Transfer: Scientific

vyzkumna data

Kategorie subjekti udaji, jejichZ osobni
udaje se predavaji

e Subjekty védeckého a klinického
vyzkumu.

e Védecky a Kklinicky vyzkumny
persondl, zejména  zkouSejici,
persondl  pracovist¢ a  dalsi
oSetfovatelé nebo kontaktni osoby
subjektl uvedené na studijnim
pracovisti.

e Dalsi klicové osoby, které se
podileji na védeckém a klinickém
vyzkumu nebo jej podporuji, jako
jsou pravni zdstupci subjektd,
kontaktni osoby pro ptipad nouze,
osoby, které poddvaji zprivy o

and Clinical Research Data

Categories of data subjects whose
personal data is transferred

Scientific and clinical research subjects.

Scientific and clinical research staff, in
particular investigators, site staff and
other caregivers or subjects’ nominated
points of contact at the study site.

Other key individuals involved in or
supporting the scientific and clinical
research, such as subjects’ legal
representatives, emergency contacts,
individuals who submit adverse events
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nezadoucich udalostech, stiznosti reports, complaints or queries, and
nebo dotazy, a poskytovatelé sluzeb. service providers.

Kategorie predavanych osobnich udaji
(v€éetné citlivych adaji)

e Pro subjekty védeckého a
klinického vyzkumu

Categories of personal data transferred
(including sensitive data)

e For scientific and clinical research

o Koédované informace subjects
o Identifika¢ni ¢islo pacienta o Key-coded information.
o Inicidly
o Jméno o Patient identification number.
o Pohlavi
o Zemé o Initials.
o Udaj o véku (datum narozeni
nebo vék) o Name.
o Fyzicka charakteristika
o Informace o Zivotnim stylu o Gender.
o Demografické informace
o Relevantni rodinnd anamnéza o Country.
© Is)tzilsignlincﬁgfg?llrf:ntiiif,movane ve o Age indication (date of birth or
age).
o Physical characteristics.
e Védecky a vyzkumny personal o Lifestyle data.
o Kontaktni udaje a detaily:
jméno,  adresa, e-malil, o Demographic information.
telefon a pohlavi
o Profesni informace: o Relevant family history.
opravnéni, titul, afiliace,
jazykové  schopnosti  a o Other relevant identifiers and
Skoleni information as defined in study
o Udaje ze  Zivotopisu: documentation.
zkuSenosti, vzdélani a
publikace ¢ Scientific and clinical research staff
© 11:132213;1: nut?dajz d Hlll ée If}l;ytnz o Contact information.and details:
ndhrady za sluzby name, address, e-mail, telephone
o Informace nezbytné and gender.
kzaystem CeSt}i’, mformacei o Professional details: licenses,
© ng?r,lg a dgl“ r?levaflt?l title, affiliations, language skills
;)tsl;)diz udaje sbirané pro cely and training.
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¢ Dalsi klicové osoby
o Kontaktni informace: jméno,
adresa, e-mail, telefon a titul
o Osobni udaje: role a afiliace

o Obsah reportl, stiZnosti
nebo dotazi a  dalsi
relevantnich informaci pro
studii.

Predavané citlivé adaje (je-li relevantni) a
uplatinovand omezeni nebo ochrannd
opatreni, kterd plné zohlednuji povahu
udajii a souvisejict rizika, jako je napriklad
prisné omezeni ucelu, omezeni pristupu
(vietné pristupu pouze pro zaméstnance,
kteri absolvovali specializované skoleni),
vedeni zdznamii o pristupu k tdajiim,
omezeni pro dalsi preddvdni nebo
dodatecnd bezpecnostni opatieni.

Citlivé udaje podle pozadavkii a povoleni
platnych pravnich ptfedpisti. Napiiklad v
ptipad¢ subjektli vyzkumu mohou citlivé
udaje zahrnovat (pseudonymizované):

o Informace tykajici se
zdravotnich stavt a 1é¢by
o Anamnéza a dokumentace
Informace o diagnostice a 1é¢be
o Nezadouci ucinky stiZnosti
kvalitu vyrobku a dotazy.

urcitych

O

na

V piisluSnych piipadech:

= Rasa

» Etnicka ptislusnost

* Genetické informace

* Informace vztahujici se
k sexudlnimu Zivotu a praktikdm

= Té¢hotenské testy

* Biologické vzorky v rozsahu,
v jakém odhaluji citlivé udaje
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o CV information: experience,
education and publications.

o Financial information necessary
for compensation and
reimbursements.

o Information necessary to arrange
travel, performance information
and other relevant personal data
collected under the study.

e Other key individuals

o Contact information: name,
address, e-mail, telephone and
title.

o Personal details: role and
affiliation.

o Contents of reports, complaints
or queries and other information
relevant to the study.

Sensitive data transferred (if applicable)
and applied restrictions or safeguards that
fully take into consideration the nature of
the data and the risks involved, such as for
instance strict purpose limitation, access
restrictions (including access only for staff
having followed specialised training),
keeping a record of access to the data,
restrictions for onward transfers or
additional security measures.

Sensitive data as required and authorized by
applicable law. For research subjects,
sensitive data may include as applicable
(pseudonymized):

o Information concerning certain
health conditions and treatments.
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» Snimky nebo audio/video
nahravky
o Ostatni informace specifikovany

v protokolu, nebo které mohou byt
relevantni k nezddoucimu ucinku ¢i
studii.

e Piijemci: Oprdvnéni zaméstnanci
podle potfeby na zdklad€ jejich
pracovnich povinnosti/obchodni
potieby. Tito pracovnici mohou
napiiklad pracovat v oddélenich,
jako je vyzkum a vyvoj, informacni
technologie, pravni oddé¢leni nebo
oddélené dodrzovéni piedpis.

Frekvence prenosu (napt. zda jsou data
pfendSena jednordzové nebo prubézing):
Osobni tdaje budou pfeddvany pribézné
béhem Zivotniho cyklu c¢innosti, které se
tento popis pfedavani tyka.

Povaha zpracovani:
uvedeny v nazvu.

Popis  pfevodu

Ucel predavani a dalSitho zpracovani
udaju

e Vyzkumné ¢innosti: Podpora
védeckych a klinickych
vyzkumnych  Cinnosti  dovozce
udaji, provadéni a  analyzy

klinickych zkouSek a vyzkumu,
zatazovani pacientt,
shromaZzd'ovani vzorkl, analyzy a
sprdva, hodnoceni bezpecnosti a
ucinnosti  vyrobkl,,  zlepSovani
zkuSebni  praxe a  postupt,
posuzovani schopnosti jednotlivce
zapojit se do studie, napt. v roli
zkousSejiciho, studie proveditelnosti,
fizeni vztahd, platebni cinnosti,
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o Medical history and records.

o Diagnostic and  treatment

information.

o Adverse events, product quality
complaints and queries.

Where applicable:
= Race.
= Ethnicity.
= Genetic information.

* Information related to
sex life or practices.

= Pregnancy tests.

= Biological samples to the
extent that they reveal
sensitive data.

* Images or audio/video
recordings.

o Other information as specific in
the protocol, or that may be
relevant to an adverse event or
the study.

e Recipients: Authorized personnel as
may be required based on their job
responsibilities/business need.  Such
personnel may, for example, work in
departments such as Research and
Development, Information Technology,
Legal or Compliance.

The frequency of the transfer (e.g.,
whether the data is transferred on a one-off
or continuous basis): Personal data will be
transferred on a continuous basis during the
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dodavky zkouseného vyrobku a
zvefejnovani vysledku studie.

¢ Farmakovigilance: Hlaseni
nezadoucich ucinki.

e Dodrzovani predpisi: DodrZzovani
zakonnych a  samoregulacnich
pozadavkl a zdsad dovozce udaju,
jako je vedeni zdznamu, podavani
zprav a povinnosti piedavani
hodnot, monitorovani a audit studii,
vladni inspekce a dalsi Zadosti,

uplatiiovani zdkonnych prav a
opravnych  prostfedkdi, obrana
v soudnich sporech a ochrana
soukromi, bezpecnosti a
zabezpeceni subjektt, uZivateld a
vefejnosti.

Doba, po kterou budou osobni udaje
uchovavany, nebo, pokud to neni mozné,
kritéria pouzita pro stanoveni této doby:
Osobni tdaje budou uchovavéiny po dobu,
po kterou jsou smluvni dolozky platné a
pouzitelné, jak to vyZaduji pravni
pozadavky a poZzadavky na dodrZzovani
pfedpist, napiiklad v souvislosti s hlavni
dokumentaci klinického hodnoceni (v EU
nejméné 25 let po ukonceni studie), za
ucelem obhajoby nebo uplatnéni pravnich
ndrokil, zdsady uchovavani udaji a jak je
jinak stanoveno v piisluSnych oznamenich o
ochrané osobnich udaju.

U predavani (dil¢éim) zpracovatelim
uved’te také predmét, povahu a dobu
trvani zpracovani: Zpracovatelé a dilci
zpracovatelé mohou byt najimédni podle
potfeby k usnadnéni pfeddvani uddaja v
rdmci Cinnosti, které se tento popis
preddavani tykd, a to po dobu trvani této
¢innosti.
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life cycle of the activity to which this
description of transfer relates.

Nature of the processing: Description of
transfer listed in the title.

Purpose(s) of the data transfer and
further processing

e Research activities: Supporting the data

importer’s  scientific and clinical
research  activities, including the
planning, conduct and analysis of

clinical trials and research, patient
enrollment, data and sample capture,
analysis and management, assessment of
product safety and efficacy, improving
trial practices and procedures, assessing
a person’s ability to engage in a study,
such as in a role as investigator,
feasibility studies, relationship
management,  payment  activities,
supplying the investigational product,
and publishing trial outcomes.

e Pharmacovigilance:
adverse events.

Reporting  of

e Compliance: Complying with legal and
self-regulatory requirements, and data
importer policies, such as record-
keeping, reporting, and transfers of
value obligations, study monitoring and
auditing, government inspections and
other requests, pursuing legal rights and
remedies, defending litigation, and
protecting the privacy, safety and
security of subjects, users and members
of the public.

The period for which the personal data
will be retained, or, if that is not possible,
the criteria used to determine that period:
Personal data will be retained for the period
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SVYCARSKY DODATEK K EU
DOLOZKAM

Tento dodatek se pouzije v rozsahu, v
jakém jsou osobni udaje pochazejici ze
Svycarska poskytovany dovozci tddaji
urenému podle vySe uvedenych
standardnich smluvnich dolozek EU
("Dolozky").

1. ROZSAH

V rozsahu, v jakém se pouziji Svycarské
pravni pfedpisy o ochrané udajli, zejména
federdlni zdkon o ochrané¢ udaji ze dne 19.
cervna 1992 nebo po jeho vstupu v platnost
federdlni zdkon o ochrané udaji ze dne 25.
zati 2020 ("FADP"), se na DoloZky vztahuji

zmeény uvedené v tomto dodatku.

_Czech Republic_PI
Approved for Signature_
Template version May 2022

_(10Jun24)

PPD Confidential Information

during which the SCCs are valid and
applicable, as required for legal and
compliance requirements, such as in relation
to the clinical trial master file (in the EU, at
least 25 years after the end of the study), to
defend or pursue legal claims, retention
policies, and as otherwise set out in
applicable privacy notices.

For transfers to (sub-) processors, also
specify subject matter, nature and
duration of the processing: Processors and
sub-processors may be engaged as necessary
to facilitate the data transfer under the
activity to which this description of transfer
relates, for the duration of such activity.

SWISS ADDENDUM TO EU SCCS

This addendum is applicable to the extent
that personal data originating from
Switzerland are provided to the data
importer identified under the EU Standard
Contractual Clauses above (“SCCs”).

1. Scope

To the extent that Swiss data protection law,
in particular the Federal Act on Data
Protection of 19 June 1992 or, after its entry
into force, the Federal Act on Data
Protection of 25 September 2020 ("FADP”)
applies, the amendments set forth in this
addendum shall apply to the SCCs.
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2. ZMENY

2.1 Pojem "osobni udaje" pouZity v
DoloZkach zahrnuje osobni udaje
definované v piisluSnych FADP.

22 VSechny odkazy na GDPR se
povazuji za odkazy na ustanoveni
platného FADP upravujici stejnou

a/nebo podobnou problematiku.

2.3 Pojem "Clensky stat" nesmi byt
vyklddan tak, Ze by vylucoval
subjekty udaji ve Svycarsku z
moZnosti podat Zalobu na ochranu
svych prdv v misté¢ jejich
obvyklého pobytu (Svycarsko) v
souladu s ustanovenim 18 pism. ¢)
Dolozek. Svycarské soudy jsou
alternativnim mistem piisluSnosti
pro subjekty udaji, které maji

obvyklé bydlisté ve Svycarsku.

BRITSKY DODATEK K EU
DOLOZKAM

Tento dodatek je pouZitelny v rozsahu, v
jakém jsou osobni tudaje pochdzejici ze
Spojeného kralovstvi poskytovany dovozci
udajii ur¢enému podle vySe uvedenych

standardnich smluvnich doloZzek EU.

PPD Confidential Information

3. Amendments

2.1 The term "personal data" as used in
the SCCs shall include personal
data as defined in the applicable
FADP.

2.2 All references to the GDPR shall be
considered to be references to the
provisions of the applicable FADP
regulating the same and/or similar

issues.

2.3 The term "member state" must not
be interpreted in such a way as to
exclude data subjects in
Switzerland from the possibility of
bringing legal proceedings for their
rights in their place of habitual
residence (Switzerland) in
accordance with Clause 18(c) of
the SCCs. Swiss courts shall be an
alternative place of jurisdiction for
data subjects which have his/her

habitual residence in Switzerland.

UK ADDENDUM TO EU SCCS

This addendum is applicable to the extent
that personal data originating from the UK
are provided to the data importer identified
under the EU Standard Contractual Clauses

above.
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Dodatek o mezindrodnim preddvani vdajii International Data Transfer Addendum to
ke standardnim smluvnim doloZkdm the EU Commission Standard Contractual
Komise EU. Alternativni ¢dst 2 Povinné Clauses. Alternative Part 2 Mandatory

dolozky. Clauses.

Povinné Cést 2: Zdvazni ustanoveni Mandatory Part 2: Mandatory Clauses

dolozky schvaleného dodatku, kterd je Clauses of the Approved
vzorovym dodatkem B.1.0 Addendum, being the

vydanym ICO a predloZenym
Parlamentu v souladu s
¢lankem 119A zdkona o

template Addendum B.1.0
issued by the ICO and laid

ochrané tidajt z roku 2018 dne before  Parliament  in
2. unora 2022, ve znéni accordance with s119A of
revidovaném podle oddilu 18 the Data Protection Act
téchto zavaznych ustanoveni. 2018 on 2 February 2022,

as it 1is revised under
Section Chyba! Nenalezen
zdroj odkazu. of those
Mandatory Clauses.
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