Better Health, Brighter Future

The Agreement on access to the Study
Drug after the end of the Study
(agreement in the form of a letter)

Smlouva o pfistupu khodnocenému
lécivu po skonceni klinického hodnoceni
(smlouva formou dopisu)

Parties:

Smluvni strany:

Fakultni nemocnice Brno
having an address at: Jihlavska 20, 625 00
Brno, Czech Republic

Represented by: | NEEEEEEEE

reditel
(“Institution”)

Fakultni nemocnice Brno

s adresou: Jihlavska 20, 625 0o Brno, Ceska
republika

IC:

zastoupena: |

(dale jen ,zdravotnické zarizeni”)

Takeda Development Center Americas,
Inc.

with a registered office at 5oo Kendall
Street, Cambridge, MA 02142, USA

("Takeda”)

Takeda Development Center Americas,
Inc.

se sidlem na adrese oo Kendall Street,
Cambridge, MA 02142, USA

(dale jen ,spolecnost Takeda")

RE: Supply of SHP611 (HGT1110, TAK-
611, rhASA [recombinant human
arylsulfatase A]); INN/JUSAN: cebsulfase
alfa for Post-Trial Access

Véc: Dodavky pfipravku  SHP611
(HGTa1110, TAK-611, rhASA
[rekombinantni lidska arylsulfataza A]);
INN/USAN: pfistup k cebsulfaze alfa po
skonceni klinického hodnoceni

Dear director

vazeny pane rediteli:

Thank you for your recent inquiry regarding
your interest in using Takeda’s
investigational product SHP611 (HGT1110,
TAK611, rhASA recombinant human
arylsulfatase A); INN/USAN: cebsulfase
alfa (“the Product”) for the purpose of
treating a serious, life-threatening or
severely debilitating illness of a specific
patient (“Patient”) under the treating and
prescribing physician’s care:

Doctor at the
Clinic of Pediatric Neurology, Fakultni
nemocnice Brno (“Treating Physician”)

dékujeme za Vas nedavny dotaz tykajici se
Vaseho zajmu o pouzivani hodnoceného
pripravku spolecnosti Takeda SHP611
(HGTa1110, TAK611, rhASA rekombinantni
lidska arylsulfataza A);
INN/USAN: cebsulfazou alfa (dale jen
~pripravek") za uUcelem lécby zavazného,
zivot  ohrozujiciho  nebo  zavazné
invalidizujictho onemocnéni konkrétniho
pacienta (dale jen ,pacient") v péci
oSetrujiciho a predepisujiciho lékare: -

lékarky
détskeé Fakultni

Kliniky neurologie
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who participated in Takeda Clinical Trial
SHP611-201 or HGT-MLD-o071, for whom
participation in the trial is ending and no
alternative treatment option is available
either commercially or through clinical
trials at this time (“Post-Trial Access
Use”).

nemocnice Brno (dale jen ,oSetfujici
lékar”), kterd se zuUclastnila klinického
hodnoceni spolecnosti TakedaSHP611-201
nebo HGT-MLD-071, jimz Ucast v klinickém
hodnoceni konci avsoucasné dobé neni
k dispozici zadna alternativni moznost
lé¢by, at uz  komercné, nebo
prostrednictvim klinickych hodnoceni (dale

submitted to and reviewed by Takeda
(“Program Document”) and subject to the
requirements of State Instutute for Drug
Control (the “"Regulatory Authority”). This
Agreement on access to the Study Drug
after the end of the Study (the
“Agreement”) is made as of the last date of
signature and is effective as of of the day of
this Agreement’s publication in accordance
with applicable Czech law - Act no.
340/2015 Coll. on Contract Register (the
“Effective Date”), sets forth the terms
under which Takeda will supply the Product
to you for the Post-Trial Access Use.

jen ,pristup po skonceni klinického
hodnoceni”).
We have reviewed your request for Post- | Zkontrolovali jsme Vasi zadost o pfistup po
Trial Access and agree to supply you the | skonceni klinického hodnoceni
Product free of charge for wuse in |asouhlasime stim, Ze Vam dodame
accordance with the Program Document | bezplatné  pfipravek pro  pouzivani

vsouladu sprogramovym dokumentem
predlozenym a posouzenym spolecnosti
Takeda (dale jen ~programovy
dokument") a podléhajici pozadavkim
Statniho Ustavu pro kontrolu léciv (dale jen
~regulacni urad"). Tato smlouva o pfistupu
k hodnocenému léfivu po skonceni
klinického hodnoceni (dale jen ,smlouva")
se uzavira kdatu posledniho podpisu, a
nabyva uUcinnosti ode dne zverejnéni této
smlouvy v souladu s platnym ceskym
pravem - zakon €. 340/2015 Sb. o registru
smluv  (dale jen ,datum ucinnosti"),
stanovi podminky, za kterych Vam
spole¢nost Takeda doda pripravek pro
pouziti vramci pfistupu po skonceni
klinického hodnoceni.

The Treating Physician understands and
agrees to the following:

Osetrujici lékar bere na védomi a souhlasi
s nasledujicim:

1. | am: (a) the prescribing and
treating Physician for the Patient
("“Treating Physician”); or (b) | am an
administrator or health care professional
within the same institute as the Treating
Physician and have the permission(s) and
requisite authority from the Treating

1. Jsem: (a) predepisujici a oSetrujici lékar
pro pacienta/pacientku (dale jen , oSetfujici
lékar"); nebo (b) jsem spravcem nebo
zdravotnickym pracovnikem ve stejném
zarizeni jako osetfujici lékaf amam
povoleni anezbytnou pravomoc od
osetfujictho lékare apodle platnych
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Physician and under applicable law to
provide the approvals required under this
Declaration on the Physician’s behalf. All

pravnich predpis0 poskytovat schvaleni
pozadovand vtomto prohlaseni jménem
lékare. Veskeré odkazy na ,ja" a ,oSetrujici

Authority in my country, supply of the
Product for the Patient who has a serious,
life-threatening, or severely debilitating
disease or disorder. | have made a medical
determination that there is no comparable
or satisfactory alternative treatment
option available, or that the patient would
be negatively affected without continued
access to the Product. | confirm | am fully
authorized under the applicable legislation
and regulations to receive and to prescribe
the Product requested herein. | will only
prescribe and use this Product for the
Patient for the Post-Trial Access Use and
for no other purpose. | understand that the
Product is not approved in my country for
the wuse described in the Program
Document.

references to “I” and “Treating Physician” | [ékar* vtomto prohlaseni musi byt
in this Declaration shall be construed | vykladany odpovidajicim zpdsobem.
accordingly.

2. | have requested, in accordance | 2. V  souladu splatnymi zakony
with applicable laws and subject to the | asvyhradou  pozadavkd  pfislusného
requirements of the relevant Regulatory | regulacniho organu vmé zemi jsem

pozadal/a o dodani pfipravku pro pacienta,
ktery trpi zavaznym, Zivot ohrozujicim
nebo tézce invalidizujicim onemocnénim
nebo poruchou. Na zakladé l|ékarského
posouzeni jsem dospél/fa kzavéru, Zze
neexistuje srovnatelna nebo uspokojiva
alternativa Iécby, nebo Ze by pokracovani
lé¢by timto pripravkem mélo na pacienta
negativni vliv. Potvrzuji, Ze jsem v souladu
s platnymi pravnimi predpisy a nafizenimi
plné opravnén/a pfijimat a predepisovat
pripravek uvedeny vtéto zadosti. Tento
pripravek predepiSu apouziji pouze pro
pacienta pro pouziti vramci pristupu po
skonceni klinického hodnoceni a pro zadny
jiny UCel. Beru navédomi, ze pfipravek neni
vmé zemi schvalen pro pouziti popsané
v programovém dokumentu.

3. I will comply with all applicable laws
(including privacy laws) and all policies and
procedures of my Institution. | will report to
the Regulatory Agency and any applicable
Ethics Committee of the Institution (“EC”)

3. Budu dodrzovat vSechny platné
zakony (v€etné zdkond na ochranu
osobnich  0dajd) avsechny zasady
a postupy své instituce. Budu podavat
zpravy regulacnimu organu a prislusné

modified Program Document to Takeda for
Takeda’s review. Compensation for the
provided services will be given according to
Appendix 2. As the Treating Physician, |

as required. etické komisi instituce (,EK") podle
pozadavka.

4. I will comply with the Program | 4. Budu  dodrzovat  programovy

Document. In the event the Program | dokument. V pripadé, ze dojde ke zméné

Document is modified, | shall provide such | programového  dokumentu, poskytnu

spolecnosti Takeda upraveny programovy
dokument kposouzeni. Za provedené
sluzby bude poskytnuta odména podle
prilohy 2. Jako oSetfujici Iékar potvrzuji, ze
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acknowledge that this Product will be
supplied under my direct responsibility,
and | accept responsibility for the
administration and use of the Product and
all  communication with the Patient
regarding its use and the Patient's
treatment.

tento pripravek bude dodan pod mou

primou odpovédnosti, a prijimam
odpovédnost za podavani a pouzivani
pripravku a veskerou komunikaci

s pacientem ohledné jeho pouzivani a lécby
pacienta.

5. | will not transfer the Product, in
whole or in part, to any third party without
first obtaining Takeda’s express written
consent.

5. Pripravek nebudu bez predchoziho
vyslovného pisemného souhlasu
spolecnosti Takeda predavat zcela ani
zCasti zadné treti osobé.

available/reimbursed for the use described
in the Program Document in their country
and | have provided available and adequate
risk information related to the use of

6. Responsibility to the Patient: 6. Odpovédnost vici pacientovi:
a. | have informed Patient that this | a. Informoval/a jsem pacienta, Ze
Product is not approved or commercially | tento  pfipravek neni schvalen ani

komercné dostupny/ hrazen pro pouziti
popsané v programovém dokumentu v
jeho zemi, a poskytl/a jsem mu dostupné
a adekvatni informace o rizicich spojenych

from the Patient and any necessary
approvals from the Institution’s EC and the
Regulatory Authority must be obtained
before any treatment with the Product is
started. The informed consent will include
(i) all relevant Product information,
including all potential risks of the Product
that were supplied to me or my Institution
by Takeda, (ii) that the Product is not
approved or commercially
available/reimbursed for the use described
in the Program Document in their country (
i.e. that the Product is not approved by the
local authority in their country, is supplied
to meet a special need identified by the
Treating Physician with the approval, as
appropriate, of the national regulatory
authority), (iii) that the Product is supplied
on a temporary and exceptional basis only
(i.e. that the manufacturer may at its own

unlicensed medicines, including the | s pouzivanim neregistrovanych [écivych
Product. pripravky, véetné tohoto pripravku.
b. | understand that informed consent | b. Beru na védomi, Ze pred zahajenim

jakékoli lécby pripravkem je nutné ziskat
informovany souhlas pacienta aveskera
nezbytna schvaleni od etické komise
instituce a regulacniho organu.
Informovany souhlas bude obsahovat (i)
vSechny relevantni informace o pfipravku,
vCetné vSech potencidlnich rizik pfipravku,
které mi nebo mé instituci poskytla
spolecnost Takeda, (ii) ze pripravek neni
schvalen nebo komeréné dostupny /hrazen
pro pouziti popsané v programovém
dokumentu v jejich zemi (tj. ze pfipravek
neni schvalen mistnim organem v jejich
zemi, je dodavan za Ucelem uspokojeni
zvlastnich potreb identifikovanych
osetfujicim  lékafem se  souhlasem
prislusného  vnitrostatniho regulacniho
organu), (iii) ze pripravek je dodavan pouze
docasné a vyjimecné (tj. ze vyrobce mdze
podle svého uvazeni kdykoli rozhodnout
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discretion decide to discontinue providing
the Product at any time), and (iv)
permission from the Patient that the
Patient’s personal data, including sensitive
personal data such as health data,
collected as part of the Program
Document, may be provided to and
processed by Takeda and disclosed to its
affiliates (as relevant), business partners,
service providers, subcontractors and
agencies, in each case to provide Product
to the Patient, administer such access, and
as otherwise specified in the Patient
Privacy Notice and Consent. As Treating
Physician, | am solely responsible for
providing adequate risk information about
the Product to the Patient and for
obtaining all necessary consents from the
Patient prior to any treatment.

oukoncleni dodavek pripravku) a (iv)
souhlas pacienta stim, ze osobni Udaje
pacienta, vcetné citlivych osobnich udajg,
jako jsou Udaje ozdravotnim stavu,
shromazdéné vramci  programového
dokumentu, mohou byt poskytnuty
spolecnosti Takeda azpracovany touto
spolecnosti a pripadné jejimi pridruzenymi

spolecnostmi,  obchodnimi  partnery,
poskytovateli  sluzeb,  subdodavateli
aagenturami, ato vzdy za Ucelem

poskytnuti pripravku pacientovi, spravy
takového pfistupu a pro jiné ucely uvedené
voznameni oochrané osobnich Udajd
pacienta asouhlasu pacienta. Jako
osetrujici lékar nesu vyhradni odpovédnost
za poskytnuti pacientovi adekvatnich
informaci o rizicich spojenych s pripravkem
a za ziskani vsech nezbytnych souhlas( od
pacienta pred zahajenim jakékoli [éCby.

C. | accept responsibility for the
administration and use of the Product. |
understand that | am responsible for all
communication with the Patient that is
relevant to the request for treatment, its
processing and the eventual provision of the
Product. Any communication received by
Takeda from the Patient will be forwarded
to the Treating Physician.

C. Pfijimam odpovédnost za spravu
a pouzivani pfipravku. Beru na védomi, ze
jsem odpovédna za veskerou komunikaci
s pacientem, ktera se tykd zadosti o l1écbu,
jejiho zpracovani a pripadného poskytnuti
pfipravku. Veskera komunikace, kterou
spolecnost Takeda obdrzi od pacienta,
bude predana oSettujicimu lékari.

d. | understand that during and after
the treatment, as the prescribing
Physician, | am obliged to appropriately file

d. Beru na védomi, ze béhem lécby
a po jejim ukonceni jsem jako predepisuijici
lékaF povinna fadné archivovat vsechny

Serious Adverse Event ("SAE") or Special
Situation that may arise from the

and archive all obtained patient | ziskané informace a Udaje o pacientovi.
information and data.

7. Responsibility for collecting and | 7. Odpovédnost za shromazdovani
reporting safety information (see Appendix | a hlaseni  bezpecnostnich informaci
1 for definitions): (definice viz pfiloha 1):

a) I acknowledge that | am responsible | a) Beru na védomi, Zze jsem
for reporting any Adverse Event (“AE”), | odpovédna za  hlaseni  jakychkoli

nezadoucich prihod (,AE", Adverse Event),
zavaznych nezdadoucich prihod (,SAE",
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administration of the Product and will give
prompt attention to any request for follow-

Serious Adverse Event) nebo zvlastnich
situaci, které mohou vzniknout

Takeda and other partners of Takeda,
service providers, subcontractors and
competent authorities/agencies in
connection with any further investigation
of any AE, SAE or Special Situation, as

up. v souvislosti s podanim pfipravku, aze
budu neprodlené reagovat na jakékoli
zadosti o nasledné sledovani.

b) | will cooperate in good faith with | b) Budu v dobré vife spolupracovat se

spolecnosti Takeda adalSimi partnery
spolecnosti Takeda, poskytovateli sluzeb,
subdodavateli a prislusnymi
organy/agenturami v souvislosti
s jakymkoli dalsim Setfenim jakychkoli

national pharmacovigilance laws and
regulations, including reporting to
Regulatory Authorities, Ethics Committees
and ECs as required any AE, SAE or Special

requested. nezadoucich prihod (AE), zavaznych
nezadoucich prihod (SAE) nebo zvlastnich
situaci, jak bude pozadovano.

C) | agree to follow all applicable | c) Souhlasim, Zze budu dodrzovat

vSechny platné vnitrostatni pravni predpisy
anarizeni tykajici se farmakovigilance,
v€etné hlaseni regula¢nim organdm,
etickym komisim a EK v pfipadé jakychkoli

responsibility to report directly to Takeda,
within one (1) business day for any Serious
Adverse Events (SAEs) or pregnancy or
within four (4) business days any non-
serious AE, SAEs and/or Special Situation
reports, or Product quality issues,
regardless of a causal relationship with use
of the Product.

Situation. nezadoucich pfihod (AE), zavaznych
nezadoucich prihod (SAE) nebo zvlastnich
situaci.

d) | acknowledge that it is my | d) Beru na védomi, ze je mou

povinnosti nahlasit spolecnosti Takeda do
jednoho (1) pracovniho dne jakékoli
zavazné nezadouci prihody (SAE) nebo
téhotenstvi ado Ctyf (4) pracovnich dnd
jakékoli nezavazné nezadouci prihody
(AE), zadvazné nezadouci prihody (SAE)
a/nebo zvlastni situace nebo problémy
s kvalitou pfipravku, ato bez ohledu na

or Special Situation reports, and any
associated documents (or logs of
telephone  conversations) sent to
Regulatory Authorities to:

Takeda Development Center Americas, Inc. with a registered office

pricinnou souvislost s pouzivanim
pripravku.
e) | will submit details of any AE, SAE, | e) Podrobnosti  ovsech  zpravach

o nezadoucich prihodach (AE), zavaznych
nezadoucich  prfihodach (SAE) nebo
zvlastnich situacich aveskeré souvisejici
dokumenty (nebo zdznamy telefonnich
hovor() zaslané regulaénim organdm
predlozim na adresu:

.
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f) For product quality complaints, |
agree to report directly to Takeda via

f) V pfipadé stiznosti na kvalitu
pripravku se zavazuji nahlasit primo
spolecnosti Takeda na adrese

8. | understand that Takeda provides
no representation or warranty regarding
use of the Product for the Patient’s
purposes.

8. Beru na védomi, Ze spolecnost
Takeda neposkytuje zadné prohlaseni ani
zaruky ohledné pouziti pripravku pro ucely
pacienta.

9. | agree to promptly provide Takeda
with a copy of any and all correspondence,
including supporting documentation, to
and from the Regulatory Authority.

9. Souhlasim stim, Ze spolecnosti
Takeda neprodlené poskytnu kopii veskeré
korespondence, vetné podpUrné
dokumentace, zaslané regulacnimu organu
a prijaté od néj.

10. | agree to maintain records on use
of the Product. Any unused or expired
Product will be returned to Takeda or
destroyed according to local requirements.
Records of any disposal of the Product (in
case the unusable Product is not returned
to Takeda) will be kept by the Institution.

10. Souhlasim  svedenim zaznam{
o pouzivani pripravku. Jakykoli nepouzity
nebo prosly pripravek bude vracen
spolecnosti Takeda nebo znicen podle
mistnich  pozadavkd.  Zaznamy o
pripadné likvidaci pfipravku (v pfipadé, ze
nepouzitelny pripravek nebude vracen
spolecnosti Takeda) povede zdravotnické
zafizeni.

11. |  will return all confidential

information to Takeda.

11. VSechny divérné informace vratim
spolecnosti Takeda.

12. | agree to provide Takeda with any
requested follow-up information as it
relates to the Patient’s progress on
treatment with the Product. All results,
data, know-how, records and documents,
resulting from this Agreement (“Data”)
shall be property of the Takeda, except that
original medical records and source
documents of the Patient shall be the
property of the Treating Physician.
Treating Physician will have the non-
exclusive right to use Data for its internal
patient care purposes.

12.  Souhlasim stim, Ze spolecnosti
Takeda poskytnu veskeré pozadované
dopliujici informace tykajici se pokroku

pacienta vlécbé pripravkem. Veskeré
vysledky, Udaje, know-how, zaznamy
a dokumenty vyplyvajici ztéto smlouvy
(dale jen ,udaje") jsou majetkem
spolecnosti Takeda, s vyjimkou
originalnich lékarskych zaznamd

a zdrojovych dokumentd pacienta, které
jsou majetkem  oSetfujictho lékare.
Osetfujici ékar bude mit nevyhradni pravo
pouzivat Udaje pro své interni Uclely péce
o pacienty.

13. | agree to keep confidential and not
disclose to third parties any information
provided to me by Takeda regarding the

13. Souhlasim, ze budu zachovavat
mlcenlivost anebudu tretim stranam
sdélovat zadné informace, které mi byly
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Product or as otherwise provided under the
Agreement. | will not make any publication
or presentation regarding the Product or
this Agreement without first obtaining
Takeda’s prior written consent. Takeda
owns all information related to the
Product, and | will use such information and
the Product only for purposes of the
Program Document.

poskytnuty spolecnosti Takeda ohledné
pripravku nebo jinak v ramci smlouvy. Bez
predchoziho pisemného souhlasu
spolecnosti Takeda nebudu zverejfiovat ani
prezentovat zadné informace tykajici se
pripravku nebo této smlouvy. Spolecnost
Takeda je vlastnikem vsech informaci
souvisejicich s pfipravkem aja budu tyto
informace a pripravek pouzivat vyhradné
pro UCely programového dokumentu.

14. If my patient is treated with the
Product, | acknowledge and agree to
conduct routine exams as clinically
indicated.

14.  Pokud je mdj pacient lécen timto
pripravkem, beru na védomi a souhlasim
s provadénim rutinnich vysetfeni podle
klinickych indikaci.

Provided that you agree with the terms of
this Agreement, Takeda agrees to:

Za predpokladuy, Ze souhlasite
s podminkami této smlouvy, se spolecnost
Takeda zavazuje:

15. As necessary, provide you with a
letter of authorization allowing you to
cross-reference  applicable  technical
information contained in Takeda'’s existing
reqgulatory filings for the Product for your
application.

15.  V pripadé potreby Vam poskytnout
pisemné povoleni, které Vam umozni

odkazovat na  pfislusné  technické
informace  obsazené ve stavajicich
regulacnich  dokumentech spolecnosti

Takeda tykajicich se daného pfipravku pro
Vasi aplikaci.

16.  Provide you with all relevant and
material risks related to the Product for
your use in drafting the informed consent
form to be signed by the Patient.

16.  Poskytnout Vam vsechny
relevantni a podstatné informace o rizicich
souvisejicich s pripravkem, které mozete
pouzit  pfi  vypracovani  formulare
informovaného souhlasu, ktery podepise
pacient.

17. Supply the necessary requirements
of the Product as specified in and for use
under the Program Document, in
accordance with the importation laws of
your country.

17. Zajistit nezbytné pozadavky na
pripravek, jak jsou uvedeny
v programovém dokumentu a pro pouziti
vramci programu, vsouladu sdovoznimi
zakony Vasi zemé.

18. Comply with all applicable laws in
performance of its obligations hereunder.

18.  Pfi plnéni svych povinnosti podle
této smlouvy dodrzovat vsechny platné
zakony.
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Additionally, the parties agree to the
following:

Strany se dale dohodly na nasledujicim:

19.  Takeda will only provide Product for
the stated purpose of this Agreement if
there is a sufficient supply of the Product
available, and based on an order from the
Hospital Pharmacy of the Institution to
which the Product will be delivered
(delivery address: Fakultni nemocnice
Brno, Children's Hospital, Cernopolni g, 613
0o Brno, Czech Republic). Takeda has the
right to terminate this Agreement and stop
providing the Product upon ten (10)
calendar days written notice or
immediately upon the commercial
availability of the Product or if there is an
inadequate supply of the Product. Takeda
provides no indemnification and accepts no
responsibility or liability for any injuries,
claims or costs that may arise from the use
of the Product in connection with this
Agreement and the Post-Trial Access Use

19. Spolecnost Takeda doda pripravek
pouze pro Ucely uvedené v této smlouvé,
pokud bude kdispozici dostatecné
mnozstvi pripravku, a to na zakladé
objednavky ze strany Nemocnicni lékarny
zdravotnického zafizeni, kam bude
pripravek dodadn (adresa pro dodani:
Fakultni nemocnice  Brno, Détska
nemocnice, Cernopolni g9, 613 oo Brno,
Ceska republika). Spole¢nost Takeda ma
pravo tuto smlouvu vypovédét a prestat
poskytovat pripravek po uplynuti deseti
(10) kalendafnich dnd od pisemného
oznameni nebo okamzité po uvedeni
pfipravku  na trh  nebo v pfipadé
nedostatecnych ~ dodavek  pripravku.
Spolecnost Takeda neposkytuje zadné
odskodnéni a nepfijima zadnou
odpovédnost ani zavazky za jakékoli
zranéni, naroky nebo naklady, které
mohou vzniknout v souvislosti
s pouzivanim  pripravku v souvislosti
s touto smlouvou a pristupem po skonceni
klinického hodnoceni

20.  Nothing in this Agreement is
intended to or creates a partnership or joint
venture between the parties for any
purpose. The parties agree that no
intellectual property rights are transferred
by virtue of this Agreement, and nothing
contained in this Agreement nor the
provision of the Product to Institution and
Treating Physician shall be deemed to
grant any right or interest in or to any
intellectual property right of Takeda.

20.  Zadné ustanoveni této smlouvy
nema za cil ani nevytvafi partnerstvi nebo
spolecny podnik mezi stranami za zadnym
ucelem. Strany se dohodly, ze na zakladé
této smlouvy nedochazik prevodu zadnych
prav duSevniho vlastnictvi anic z obsahu
této smlouvy ani poskytnuti pfipravku
zdravotnickému zafizeni a osetfujicimu
lékari nelze povazovat za udéleni
jakéhokoli prava nebo podilu na jakémkoli
pravu dusevniho vlastnictvi spolecnosti
Takeda.

21.  The Product is not being given in
exchange for any explicit or implicit

21. Pripravek neni poskytovan vyménou
za jakoukoli vyslovnou nebo implicitni

Takeda Development Center Americas, Inc. with a registered office at 500 Kendall Street, Cambridge, MA 02142, USA Global
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agreement to recommend or provide
favorable status for any product of Takeda
or its affiliates or to influence any drug
formulary or any prescribing or dispensing
decisions.

dohodu odoporuceni nebo poskytnuti
priznivého statusu jakémukoli pripravku
spolecnosti Takeda nebo  jejich
pridruzenych spolecnosti ani za ovlivnéni
jakéhokoli seznamu lécivych pripravkd nebo
jakychkoli rozhodnuti o predepisovani nebo
vydeji.

Any written notices required under or
pertaining to this Agreement shall be given
by prepaid, first class, registered or
certified mail or by an express/overnight
delivery service provided by a commercial
carrier properly addressed as follows:

Veskera pisemna oznameni souvisejici
stouto  smlouvou budou  zasilana
predplacenou, doporucenou nebo
certifikovanou postou nebo expresni/nocni
dorucovaci sluzbou poskytovanou
komercnim prepravcem na nasledujici
adresu:

Institution:

Fakultni nemocnice Brno
Jihlavska 20

625 00 Brno

Czech Republic

Zdravotnicke zarizeni:
Fakultni nemocnice Brno
Jihlavska 20

625 00 Brno

Ceska republika

Treating Physician:

Fakultni nemocnice Brno

Klinika détské neurologie, Jihlavska 20
62500 Brno

Czech Republic

Osetrujici lékar:

Fakultni nemocnice Brno
I
Klinika détské neurologie

Jihlavska 20

62500 Brno

Ceska republika

Takeda:

Takeda
Limited

Mobile:
e-mail:

Pharmaceutical Company

Spolecnost Takeda:

Takeda Pharmaceutical
Limited

Mobil:

e-mailr‘

Company

This Agreement shall be governed by laws
of the Czech Republic. Any disputes

Tato smlouva se bude Fidit pravnimi
predpisy Ceské republiky. K projednani a

unsettled by a mutual cooperation will be | rozhodovani pripadnych spor(, které
Takeda Development Center Americas, Inc. with a registered office at 500 Kendall Street, Cambridge, MA 02142, USA Global
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referred to and resolved by the competent
court of the Czech Republic.In case of
discrepancies between the Czech and
English versions of the Agreement, the
Czech version prevails.

nebudou vyreSeny vzajemnou spolupraci,
jsou pfislusné soudni organy Ceské
republiky. V pfipadé  nesouladu  mezi
Ceskou a anglickou verzi této Smlouvy je
rozhodujici ¢eska verze.

Please  kindly = acknowledge  your
agreement to these terms and conditions
by hand or with a qualified electronic
countersigning this letter agreement in the
space provided below.

Prosim potvrdte sv0j souhlas stémito
podminkami vlastnoruc¢nim nebo
kvalifikovanym elektronickym podpisem
této pisemné smlouvy vnize uvedeném
prostoru.

22. Thefollowing Appendices constitute an
integral part of this Agreement, unless set
forth otherwise herein:

22. Nasledujici pfilohy tvofi nedilnou
soucast této smlouvy, pokud neni uvedeno
jinak:

Appendix 1: Defined Terms
Appendix 2: Financial Terms
Appendix 3: Standard Contractual Clauses

Pfiloha 1: Definované pojmy
Priloha 2: Financ¢ni podminky
Ptiloha 3: Standardni smluvni dolozky
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IN WITNESS WHEREOF the parties have | NA  DUKAZ CEHOZ Smluvni strany
caused this Agreement to be executed by | uzaviraji tuto Smlouvu prostrednictvim
their duly authorized representatives as the | svych nalezité zplnomocnénych zastupcU a
Effective Date defined above. tato Smlouva nabyva Ucinnosti k Datu
ucinnosti definovanému vyse.

Fakultni nemocnice Brno

By:/ Podpis:

Name:/Jméno:

Title:/ Titul: director/ reditel
Date:/ Datum:

Takeda Development Center Americas, Inc

By:/ Podpis:

Name:/ Jméno:

Title:/ Titul:
Date:/ Datum:
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I, the undersigned

as the Treating
Physician, confirm, that | have duly
acquainted myself the contents of this
Agreementand confirm that | have
assumed the duties of the Treating
Physician under this Agreement, and will
comply with all the contractual
arrangements with the Takeda and the
relevant legislation governing supply the
Product to you for the Post-Trial Access
Use.

In Brno

1

jako oSetfujici lékar
potvrzuji, ze jsem se rfadné seznamila s
obsahem této smlouvy a potvrzuji, ze jsem
na sebe prevzala povinnosti osetfujicijo
|ékare dle této smlouvy, a budu dodrzovat
vSechna smluvni ujednani se spolecnostou
Takeda a pfrislusnych pravnich predpisd
upravujici pristup k hodnocenému lécivu po
skonceni klinického hodnoceni.

Nize podepsana

V Brne

By:/ Podpis:
Name:/ Jméno:
Date:/ Datum:
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Appendix 1 Priloha 1
Defined Terms Definované pojmy
Adverse Event (AE) Nezadouci prihoda (AE)

“Adverse Event” means any untoward | ,Nezadouci pfihoda" znamena jakoukoli
medical occurrence in a patient or clinical | nepfiznivou zdravotni pfihodu u pacienta nebo
investigation subject administered a | UcCastnika klinického hodnoceni, jemuz byl
Takeda Product, which does not necessarily | podan pripravek spolecnosti Takeda, ktera
have to have a causal relationship with this | nemusi mit nutné pricinnou souvislost s touto
treatment. An adverse event can therefore | lé¢bou. Nezadouci prihoda mize byt tedy
be any unfavorable and unintended sign | jakykoli nepfiznivy anezamysleny pfiznak
(e.g., an abnormal laboratory finding), | (napf.  abnormalni laboratorni  nalez),
symptom, or disease temporally associated | symptom nebo onemocnéni, které se casové
with the use of a medicinal product, | vyskytuje vsouvislosti spouzitim l|écivého
whether or not considered related to this | pripravku, bez ohledu nato, zda je povazovano
medicinal product. za souvisejici s timto lé¢ivym pripravkem.
Serious Adverse Event (SAE) Zavazna nezadouci prihoda (SAE)

A Serious Adverse Event (SAE) is any | Zavazna nezadoucipfihoda (SAE) je jakakoli
untoward medical occurrence that at any | nezadoucireakce nalécbu, ktera pfri jakékoli

dose: davce:

. Results in death. Note that deathis | Vede kumrti. Poznamenejte, ze

an outcome of an event. The event(s) | smrt je vysledkem udalosti. Je treba

causing death should be recorded. zaznamenat udalost (udalosti), které vedly
k Omrti.

J In the view of the Health care | ¢ Z pohledu poskytovatele zdravotni

provider, places the subject/patient at | péce predstavuje pro pacienta

immediate risk of death (a life-threatening | bezprostredni riziko smrti (zivot ohrozujici
event); however, this does not include an | udalost); nezahrnuje vsak udalost, ktera by

event that, had it occurred in a more | vzavaznéjsi formé mohla zpUsobit smrt.
severe form, might have caused death.

J Requires inpatient hospitalization | ¢ Vyzaduje hospitalizaci  pacienta
or prolongation of existing | nebo prodlouZeni stavajici hospitalizace.
hospitalization.

. Results in persistent or significant | Vede k trvalému nebo vyznamnému
disability/incapacity. postizeni/nezpUsobilosti.

. Results in a congenital | o Vede kvrozené anomalii/ vrozené
anomaly/birth defect. vadé.

. An SAE may also be any other | e Zavazna nezadouci prihoda (SAE)

medically important event that, in the | mize byt také jakakoli jina klinicky
opinion of the Health care provider, may | vyznamna udalost, ktera podle nazoru
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jeopardize the subject/patient or may
require intervention to prevent one of the
other outcomes listed in the definition
above. (Examples of such medical events
include allergic bronchospasm requiring
intensive treatment in an emergency
room or convulsions occurring at home
that do not require an inpatient
hospitalization).

poskytovatele zdravotni péce mdze ohrozit
pacienta nebo mize vyzadovat zasah, aby
se zabranilo nékterému z vyse uvedenych
vysledk(d. (Priklady takovych zdravotnich
udalosti zahrnuji alergicky bronchospazmus
vyzadujici intenzivni |é¢bu na pohotovosti
nebo krece vyskytujici se doma, které
nevyzaduji hospitalizaci.)

Special Situation Reports (SSR)

Zpravy o zvlastni situaci (SSR)

A Special Situation Report (SSR) includes
any of the following events:

Zprava ozvlastni situaci (SSR) zahrnuje
kteroukoli z nasledujicich udalosti:

Pregnancy: Any case in which a
pregnancy patient is exposed to a Takeda
Product or in which a female patient or
female partner of a male patient becomes
pregnant following treatment with
Takeda Product. Exposure is considered
either through maternal exposure or via
semen following paternal exposure.

Téhotenstvi: Jakykoli pfipad, kdy je
téhotna pacientka vystavena pripravku
spolecnosti Takeda nebo kdy pacientka
nebo partnerka pacienta otéhotni po lécbhé
pripravkem spolecnosti Takeda. Expozice se
zvazuje bud prostfednictvim expozice
matky, nebo prostrednictvim spermatu po
expozici otce.

product abuse, misuse, or medication
error (potential or actual)

Breastfeeding: Infant exposure Kojeni: Expozice kojencd
from breast milk prostrednictvim materského mléka

Overdose: All information of any Predavkovani: Veskeré informace
accidental or intentional overdose o ndhodném nebo UmysIném predavkovani
Drug abuse, misuse, or medication Zneuzivani |ékd, nespravné uzivani
error: All information on medicinal | |ékd nebo chyby pfi podavani 1ékd: Veskeré

informace o zneuzivani léCivych pfipravkd,
nespravném pouzivani nebo chybach pri

infectious agent: Suspected (in the sense
of confirmed or potential) transmission of
an infectious agent by a medicinal
product.

podavani  |éciv  (potencidlnich  nebo
skutecnych)
Suspected transmission of an Podezfeni na prenos infekcniho

agens: Podezrfeni (ve smyslu potvrzeného
nebo potencialniho) prenosu infekéniho
agens prostrednictvim lécivého pripravku.

Lack of efficacy of Takeda Product Nedostatecnad Ucinnost pfipravku

spolecnosti Takeda
Accidental/Occupational Nahodna/pracovni expozice
exposure
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Use outside the terms of the
marketing authorization, also known as

Pouziti mimo podminky registrace,
také znamé jako ,off-label" a , off-label use"

elderly population, as described in GVP
Module VI

“off-label” and “off-label use” for | pro nezamysleny Ucinek

unintended benefit

Use of falsified medicinal product Pouziti  falSovaného lécivého
pripravku

Use of counterfeit medicinal Pouziti padélaného lécivého

product pripravku

Drug-drug interactions and drug- Interakce meziléky a interakce mezi

food interactions léky a potravinami

Inadvertent or accidental exposure NeumysIné nebo nahodné vystaveni

with or without an AE s nezadoucimi prihodami (AE) nebo bez
nich

AEs occurring in the pediatric or Nezadouci prihoda (AE) vyskytujici

se udétské nebo starSi populace, jak je
popsano v modulu VI GVP

An SSR should be reported even if there is
no associated AE.

Zprava o zvlastni situaci (SSR) by méla byt
hlasena i v pfipadé, Ze se nevyskytla zadna
souvisejici nezadouci prihoda (AE).

Product Quality Issues

Problémy s kvalitou pripravku

A Product Quality Issue refers to defects
related to the safety, identity, strength,
quality, or purity of the product or with the
physical ~ characteristics,  packaging,
labeling, or design of the product.

Problém s kvalitou pfipravku se tyka vad
souvisejicich s bezpecnosti, identitou,
pevnosti, kvalitou nebo cistotou pfipravku
nebo sjeho fyzikalnimi  vlastnostmi,
balenim, oznadenim nebo designem.
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Appendix 2

Financial Terms

Priloha 2
Finan¢ni podminky

B. The Parties acknowledge and agree that
the amounts payable by Takeda/CRO under this
Agreement represent the fair market value of
the covered costs associated with the Post Trial
Access Use and no part of any consideration paid
hereunder is a prohibited payment for the
recommending or arranging for the referral of
business or the ordering of items or services; nor
are the payments intended to induce illegal
referrals of business.

B. Strany berou na védomi a souhlasi s tim, ze
Castky splatné spolecnosti Takeda/CRO podle
této smlouvy predstavuji trzni hodnotu krytych
nakladd spojenych s pouzitim po ukonceni
pristupu k hodnocenemu lécivu a zadna cast
jakéhokoli zde zaplaceného protiplnéni neni
zakdazanou platbou za doporuceni nebo zajisténi
doporuceni obchodni Cinnosti nebo objednani
polozek ¢i sluzeb; ani platby nejsou ureny k
vyvolani nezakonnych doporuceni obchodni
cinnosti.

C. For all services required under the
Program Document for which Takeda has
agreed to provide compensation, Takeda,
through CRO, will be the sole source of
compensation. With the exception of third party
payors (e.g. insurers), no part of the Post Trial
Access Use shall be conducted with funding
from any third parties, including without
limitation, any government or government
agency funding, without the prior written
consent of Takeda. Neither Institution nor
Treating Physician will seek reimbursement
from any government healthcare program or
third party payor for amounts paid by or on
behalf of Takeda, or for any materials that were
provided by or on behalf of Takeda at no cost to
Institution or Treating Physician (such as the
Product).

C. Pro vsechny sluzby vyzadované podle
programového dokumentu, za které spolecnost
Takeda souhlasila s poskytnutim odskodnéni,
bude spolecnost Takeda prostfednictvim CRO
jedinym zdrojem odskodnéni. S vyjimkou tretich
stran platicich (napf. pojistovateld) nebude zadna
cast pouziti po ukonceni klinické studie
provadéna s financovanim od jakychkoli tfetich
stran, v€etné mimo jiné jakéhokoli viadniho nebo
vladni agentury financovani, bez predchoziho
pisemného souhlasu spolecnosti Takeda. Ani
zdravotnické zafizeni, ani oSetfujici lékar
nebudou zadat o ndhradu od zadného vladniho
zdravotnického programu nebo treti strany
platici za ¢astky zaplacené spolecnosti Takeda
nebo jejim jménem, nebo za jakékoli materidly,
které byly poskytnuty spolecnosti Takeda nebo
jejim jménem bez naklad0 pro Instituci nebo
osetrujiciho Iékare (jako je produkt).

D. The Institution understands that Takeda
or CRO will disclose to relevant governmental
authorities the payments made by or on behalf
of Takeda to the Institution under this

D. Zdravotnické zafizeni rozumi, ze spole¢nost
Takeda nebo CRO zpfistupni pfisluSnym
organdm platby provedené spolecnosti Takeda
nebo jejim jménem zdravotnickému zafizeni
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Future

Agreement, as well as the purpose and nature of
such payments, to the extent that Takeda deems
necessary under applicable law.

podle této smlouvy, stejné jako Uclel a povahu
téchto plateb, v rozsahu, ktery spolecnost
Takeda povazuje za nezbytny podle platnych
zakond.

Exhibit A
Payment Schedule

Priloha A
Rozpis Plateb

to an Agreement between

Institution
Faultni nemocnice Brno

ke smlouvé mezi

Zdravotnickeé zarizeni
Faultni nemocnice Brno

Sponsor
Takeda Development Center Americas, Inc.

Zadavatel
Takeda Development Center Americas, Inc.

Protocol # TAK-611

Protokol ¢. TAK-611

Per Patient Other Direct Cost Totals / Soucet ostatnich pfimych naklady na pacienta:
CZK 41 670,00

All other information was deleted from Exhibit
A.

Veskeré ostatni informace byly z Prilohy A
odstranény.
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Tabulky plateb / Tables of Payments

Appendix 3
Processor-to-Controller Transfers of EEA
Personal Data

Priloha 3
Pfedavani osobnich Udajd mezi
zpracovatelem a spravcem v ramci EHP

for Takeda Sponsored Clinical Trial
Agreements

pro smlouvy o klinickych hodnocenich,
jejichz zadavatelem je spolecnost Takeda

Inthe event of a conflict between the SCCs and
the Agreement, the SCCs shall prevail.

V pripadé rozporu mezi dolozkami SCC a
smlouvou jsou rozhodujici dolozky SCC.
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STANDARD CONTRACTUAL CLAUSES

MODULE 4: Transfer Processor to
Controller

SECTION |

Clause 1
Purpose and scope

(@) The purpose of these standard contractual
clauses is to ensure compliance with the
requirements of Regulation (EU) 2016/679 of
the European Parliament and of the Council
of 27 April 2016 on the protection of natural
persons with regard to the processing of
personal data and on the free movement of
such data (General Data Protection
Regulation) @ forthe transfer of personal data
to a third country.

(b) The Parties:

(i) the natural or legal person(s), public
authority/ies, agency/ies or other body/ies
(hereinafter ‘entity/ies’) transferring the
personal data, as listed in Annex IA
(hereinafter each ‘data exporter’), and

(ii) the entity/ies in a third country receiving
the personal data from the data exporter,
directly or indirectly via another entity also
Party to these Clauses, as listed in Annex |.A
(hereinafter each ‘data importer’)

have agreed to these standard contractual
clauses (hereinafter: ‘Clauses’).

(c) These Clauses apply with respect to the
transfer of personal data as specified in Annex
I.B.

STANDARDNI SMLUVNI DOLOZKY

MODUL 4: Predani od zpracovatele
spravci

ODDIL |

Dolozka 1
Ucel a oblast pdsobnosti

a) Ucelem téchto standardnich smluvnich
dolozek je zajistit dodrzovani pozadavkd
uvedenych v  nafizeni  Evropského
parlamentu a Rady (EU) 2016/679 ze dne
27. dubna 2016 o ochrané fyzickych osob v
souvislosti se zpracovanim osobnich Udajd
a o volném pohybu téchto Udaji (obecné
nafizeni o ochrané Udaji) @, pokud jde o
predavani osobnich Udajl do treti zemé.

b) Strany:

i) fyzicka nebo pravnicka osoba ci osoby,
organ ¢i organy verejné moci, agentura i
agentury nebo jiny subjekt ¢i jiné subjekty
(dale jen ,subjekt" ¢i,subjekty") predavajici
osobni Udaje, uvedené v priloze | ¢asti A
(dale jen ,vyvozce Udaji"), a

ii) subjekt ¢i subjekty ve treti zemi,
prijimajici pfimo nebo nepfimo
prostfednictvim jiného subjektu, jenz je
rovnéz stranou téchto dolozek, osobni
Udaje od vyvozce UdajU, uvedené v priloze |
casti A (dale jen ,dovozce Udajd"),

se dohodly na téchto standardnich
smluvnich dolozkach (dale jen ,dolozky™).
c) Tyto dolozky se pouziji s ohledem na
predavani osobnich udaji podle pfilohy |
castiB.
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(d) The Appendix to these Clauses containing
the Annexes referred to therein forms an
integral part of these Clauses.

Clause 2
Effect and invariability of the Clauses

(@) These Clauses set out appropriate
safequards, 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 they are not modified, except to
select the appropriate Module(s) or to add or
update information in the Appendix. This
does not prevent the Parties from including
the standard contractual clauses laid down in
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) These Clauses are without prejudice to
obligations to which the data exporter is
subject by virtue of Regulation (EU) 2016/679.

Clause 3
Third-party beneficiaries

() Data subjects may invoke and enforce
these Clauses, as third-party beneficiaries,
against the data exporter and/or data
importer, with the following exceptions:

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

d) Dodatek k témto dolozkam obsahujici
prilohy, na néz se v téchto dolozkach
odkazuje, tvofi nedilnou soucast téchto
dolozek.

Dolozka 2
Uc¢inek a neménnost doloZek

a) Tyto dolozky stanovi vhodné zaruky,
vCetné vymahatelnych prav subjektu udajd
a ucinné pravni ochrany, podle ¢l. 46 odst. 1
a C¢l. 46 odst. 2 pism. c¢) nafizeni (EU)
2016/679 a s ohledem na predavani Udajd
od spravcd zpracovateldm a/nebo od
zpracovatelU zpracovatelUm, standardni
smluvni dolozky podle ¢l. 28 odst. 7 nafizeni
(EU) 2016/679, pokud nebudou zménény, s
vyjimkou vybéru vhodného modulu
(vhodnych moduld) nebo za Ucelem pridani
nebo aktualizace informaci v dodatku. To
smluvnim stranam nebrani v tom, aby
zahrnuly standardni smluvni dolozky
stanovené v téchto dolozkach do Sirsi
smlouvy a/nebo pridaly dalsi dolozky nebo
dodatecné zaruky, pokud nebudou pfimo
nebo nepfimo v rozporu s témito
dolozkami nebo nebudou dotcena zakladni
prava nebo svobody subjektd Udajo.

b) Témito dolozkami nejsou dotéeny
povinnosti, které se vztahuji na vyvozce
Udajl na zakladé nafizeni (EU) 2016/679.

Dolozka 3
Opravnéné treti strany

a) Subjekty Udajd se mohou jako opravnéné
treti strany ve vztahu k vyvozci a/nebo
dovozci Udaji dovolavat téchto dolozek a
vymahat je, a to s nasledujicimi vyjimkami:
i) dolozka 1, dolozka 2, dolozka 3, dolozka
6, dolozka 7;
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(i) Clause 8.1 (b) and Clause 8.3(b);

(iii) Clause 13;

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

(v) Clause 16(e);

(vi) Clause 18.

(b) Paragraph (a) is without prejudice to rights
of data subjects under Regulation (EU)
2016/679.

Clause 4

Interpretation
(a) Where these Clauses use terms that are
defined in Regulation (EU) 2016/679, those
terms shall have the same meaning as in that
Regulation.
(b) These Clauses shall be read and
interpreted in the light of the provisions of
Regulation (EU) 2016/679.
(c) 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 |.B.

ii) dolozka 8.1 pism. b) a dolozka 8.3 pism.
b);

iii) dolozka 13;

iv) dolozka 15.1 pism. ¢), d) a e);

v) dolozka 16 pism. e);

vi) dolozka 18.

b) Pismenem a) nejsou dotlena prava

subjektd Udajd podle nafizeni (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 nafizeni.

b) Tyto dolozky je tfeba Cist a vykladat s

ohledem na ustanoveni nafizeni (EU)
2016/679.
c¢) Tyto dolozky nebudou vykladany

zadnym zpUsobem, ktery by byl v rozporu s
pravy a povinnostmi stanovenymi v
narizeni (EU) 2016/679.

Dolozka 5

Hierarchie
V pripadé rozporu mezi témito dolozkami a
ustanovenimi souvisejicich dohod mezi
stranami, které existovaly v dobé sjednani
téchto dolozek, nebo které byly uzavieny
az po jejich sjednani, maji tyto dolozky
prednost.

Dolozka 6
Popis predavani
Podrobnosti tykajici se predavani, zejména
kategorie osobnich 0dajd, které jsou
predavany, a ucel nebo ucely, pro které jsou
predavany, jsou uvedeny v pfiloze | casti B.
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Clause 7 —Optional
Docking clause

(@) 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 |.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.
(c) The acceding entity shall have no rights or
obligations arising under these Clauses from
the period prior to becoming a Party.

SECTION Il —OBLIGATIONS OF THE
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

(@) The data exporter shall process the
personal data only on documented
instructions from the data importer acting as
its controller.

(b) The data exporter shall immediately
inform the data importer if it is unable to
follow those instructions, including if such
instructions  infringe  Regulation  (EU)

Dolozka 7 —volitelna

Dolozka o pfistoupeni
a) Subjekt, ktery neni stranou téchto
dolozek, mdze se souhlasem stran k témto
dolozkdm kdykoli pfistoupit, bud jako
vyvozce Udajl, nebo jako dovozce Udajg, a
to vyplnénim dodatku a podepsanim
prilohy | ¢asti A.
b) Poté, co pristupujici subjekt vyplni
dodatek a podepise pfrilohu | cast A, stane
se stranou téchto dolozek a ma prava a
povinnosti vyvozce Udaj0 nebo dovozce
Udaju v souladu se svym urcenim v pfiloze |
castiA.
c) Pristupujici subjekt nema Zadna prava
ani povinnosti na zakladé téchto dolozek
plynouci z obdobi pred tim, nez se stal
stranou.

ODDIL Il -POVINNOSTISTRAN

Dolozka 8

Zaruky ochrany Udaj0
Vyvozce Udajd zarucuje, ze vynalozil
primérené Usili, aby mohl stanovit, zda je
dovozce Udaji schopen - zavedenim
vhodnych technickych a organizacnich
opatreni - plnit své povinnosti podle téchto
dolozek.

8.1. Pokyny

a) Vyvozce Udajd zpracovava osobni Udaje
pouze na zakladé dolozenych pokyn( od
dovozce udajd, ktery jedna jako jeho
spravce.

b) Vyvozce Udaji neprodlené informuje
dovozce Udajl, pokud neni schopen tyto
pokyny dodrzovat, vcetné pripadd, kdy
tyto pokyny porusuji nafizeni (EU) 2016/679
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2016/679 or other Union or Member State
data protection law.

(c) The data importer shall refrain from any
action that would prevent the data exporter
from fulfilling its obligations under
Regulation (EU) 2016/679, including in the
context of sub-processing or as regards
cooperation with competent supervisory
authorities.

(d) After the end of the provision of the
processing services, the data exporter shall,
at the choice of the data importer, delete all
personal data processed on behalf of the data
importer and certify to the data importer that
it has done so, or return to the data importer
all personal data processed on its behalf and
delete existing copies.

8.2 Security of processing

(@) The Parties shall implement appropriate
technical and 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 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.

nebo jiné pravni predpisy Unie nebo
¢lenského statu v oblasti ochrany Udajo.

c) Dovozce Uudaji se zdrzi pfijimani
jakychkoli opatreni, ktera by vyvozci Udajl
branila v plnéni jeho povinnosti podle
nafizeni (EU) 2016/679, mimo jiné v
kontextu dil¢iho zpracovani, nebo pokud se

jednd o spolupraci s pfisluSnymi
dozorovymi Urady.
d) Po skonceni poskytovani

zpracovatelskych sluzeb vyvozce Udajd v
souladu s volbou dovozce Udajd vymaze
vSechny osobni Udaje zpracovavané
jménem dovozce Udajd a potvrdi dovozci
Udaju, ze tak udinil, nebo dovozci Udajd
vrati vSechny osobni Udaje zpracovavané
jeho jménem a vymaze vsechny existujici
kopie.

8.2. Zabezpeclenizpracovani

a) Strany zavedou vhodna technicka a
organizaCni  opatfeni  k  zajisténi
zabezpedeni Udajg, a to i béhem predavani,
a zajisti ochranu pred porusenim
zabezpeceni vedoucim k ndhodnému nebo
protipravnimu znileni, ztraté, zméné,
neopravnénému poskytnuti nebo
zpristupnéni (dale jen ~poruseni
zabezpeceni  osobnich  Udajd“). P
posuzovani vhodné Urovné zabezpeceni
strany nalezité zohledni aktuadlni stav
techniky, naklady na provedeni, povahu
osobnich Udaji @, povahu, rozsah, kontext
a ucel nebo Ucely zpracovani a rizika pro
subjekty Udaj0 spojend se zpracovanim, a
zejména zvazi pouziti Sifrovani nebo
pseudonymizace, a to i béhem predavani,
pokud lze timto zpUsobem splnit ucel
zpracovani.
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(b) 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.

(c) 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.

8.3 Documentation and compliance

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

(b) The data exporter shall make available to
the data importerallinformation necessary to
demonstrate compliance with its obligations
under these Clauses and allow for and
contribute to audits.

Clause 9
Use of sub-processors

Clause 10
Data subject rights

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,
under Regulation (EU) 2016/679.

Clause 12

b) Vyvozce Udajd pomaha dovozci Udajl pri
zajistovani  odpovidajiciho zabezpeceni
Udajd v souladu s pismenem a). V pripadé
porusSeni zabezpeceni osobnich 0dajd
tykajiciho se osobnich Udajo
zpracovavanych vyvozcem Udajd podle
téchto dolozek vyvozce Udajd poda hlaseni
dovozci Udajd bez zbytecného odkladu
poté, co se o ném dozvédél, a dovozci Udajl
bude pfi reSeni uvedeného poruseni
napomocen.

c) Vyvozce Udajd zajisti, aby se osoby
opravnéné zpracovavat osobni Udaje
zavazaly k mlcenlivosti, nebo aby se na né
vztahovala zakonna povinnost
mlcenlivosti.

8.3. Dokumentace a pInéni povinnosti

a) Strany musi byt schopny prokazat
dodrzovani téchto dolozek.

b) Vyvozce Udaji poskytne dovozci udajd
veskeré informace potrebné k dolozeni
toho, ze byly spInény povinnosti stanovené
v téchto dolozkach, umozni provedeni
auditd a bude k nim pfispivat.

Dolozka g
Vyuziti dil¢ich zpracovateld

Dolozka 10
Prava subjektd Udajl

Strany si  vzadjemné pomahaji  pfi
odpovidani na dotazy a zadosti subjekt{
Udajd podle mistniho prava pouzitelného
na dovozce Udaji nebo v pripadé
zpracovani Udajo dovozcem Udaji v EU
podle nafizeni (EU) 2016/679.

Dolozka 11
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Redress

(@) The data importer shall inform data
subjects in a transparent and easily accessible
format, through individual notice or on its
website, of a contact point authorised to
handle complaints. It shall deal promptly with
any complaints it receives from a data
subject.

Clause 12
Liability

(@) Each Party shall be liable to the other
Party/ies for any damages it causes the other
Party/ies by any breach of these Clauses.

(b) Each Party shall be liable to the data
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-party
beneficiary rights under these Clauses. This is
without prejudice to the liability of the data
exporter under Regulation (EU) 2016/679.

(c) Where more than one Party is responsible
for any damage caused to the data subject as
a result of a breach of these Clauses, all
responsible Parties shall be jointly and
severally liable and the data subject is entitled
to bring an action in court against any of these
Parties.

(d) The Parties agree that if one Party is held
liable under paragraph (c), it shall be entitled
to claim back from the other Party/ies that
part of the compensation corresponding to
its/their responsibility for the damage.

Naprava

a) Dovozce Udaji transparentné a ve
snadno pristupném formatu informuje
subjekty udajo prostrednictvim
individualniho oznameni nebo na svych
internetovych strankach o kontaktnim
misté opravnéném vyfizovat stiznosti.
Takové misto neprodlené vyfidi jakékoli
stiznosti, které od subjektu Udajd pfijme.

Dolozka 12
Odpovédnost
a) Kazdd strana je vO&  druhé
strané/ostatnim stranam odpovédna za
jakoukoli ujmu, kterou druhé
strané/ostatnim strandm pri  poruseni

téchto dolozek zpUsobi.

b) Kazda strana je odpovédna vici subjektu
Udaju a subjekt Udajb ma narok na nahradu
jakékoli hmotné nebo nehmotné ujmy,
kterou strana zpUsobi subjektu Udajd
porusenim prav nalezejicich opravnéné
treti strané na zakladé téchto dolozek. Tim
neni dotdena odpovédnost vyvozce Udajl
podle nafizeni (EU) 2016/679.

c) Pokud je za Ujmu zpUsobenou subjektu
Udaju v dlsledku poruseni téchto dolozek
odpovédna vice nez jedna strana, nesou
spole¢nou a nerozdilnou odpovédnost
vSechny odpovédné strany a subjekt udajd
je opravnén proti kterékoli z téchto stran
podat zalobu u soudu.

d) Smluvni strany se dohodly, ze pokud je
jedna ze smluvnich stran odpovédna podle
pismene c), je opravnéna pozadovat od
druhé smluvni strany/ostatnich smluvnich
stran zpét ¢ast nahrady Ujmy odpovidajici
jeji odpovédnosti za Ujmu.
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(e) The data importer may not invoke the
conduct of a processor or sub-processor to
avoid its own liability.

Clause 13

Supervision
[NOT USED.]
SECTION I — LOCAL LAWS AND
OBLIGATIONS IN CASE OF ACCESS BY

PUBLICAUTHORITIES

Clause 14
Local laws and practices affecting
compliance with the Clauses

(@) 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 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 safequard one of the
objectives listed in Article 23(1) of Regulation
(EU) 2016/679, are not in contradiction with
these Clauses.

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

e) Dovozce Udaji se nemize dovolavat
jednani  zpracovatele nebo  dilciho
zpracovatele, aby se vyhnul své vlastni
odpovédnosti.

Dolozka 13
Dohled

Neuplatruje sa

ODDIL Il — MiSTNI PRAVN| PREDPISY A
POVINNOSTI V PRIPADE PRISTUPU
ORGANU VEREJNE MOCI

Dolozka 14
Mistni pravni predpisy a postupy majici
dopad na dodrzovani dolozek

a) Strany zaruCuji, ze nemaji ddvod se
domnivat, Ze pravni predpisy a postupy ve
treti zemi urceni, které se vztahuji na
zpracovani osobnich udaj0 dovozcem
Udaju, vcetné jakychkoli pozadavkd na
zpristupnéni osobnich Udaji nebo opatreni,
kterymi se povoluje pfistup organdm
verejné moci, brani dovozci Udajd pfi plnéni
svych povinnosti podle téchto dolozek. To
je zalozeno na predpokladu, ze pravni
predpisy a postupy, které respektuji
podstatu zakladnich prav a svobod a
neprekraluji to, co je v demokratické
spolecnosti nezbytné a primérené k
zajisténi jednoho z cil§ uvedenych v ¢l. 23
odst. 1 nafizeni (EU) 2016/679, nejsou v
rozporu s témito dolozkami.

b) Smluvni strany prohlasuji, ze pfi
poskytovani zaruky uvedené v pismenu a)
nalezité zohlednily zejména nasledujici
prvky:
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(i) 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 transfer, and the applicable limitations
and safeguards ®;

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

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

(e) 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

i) konkrétni okolnosti predani, véetné délky
zpracovatelského retézce, poctu
zapojenych subjektd a pouzitych kanal{
pro prenos Udajd, zamyslené dalsi predani,
druh prijemce, Ulely zpracovani, kategorie
a format predavanych osobnich udajg,
hospodarské odvétvi, v némz se predavani
uskutecniuje, misto, kde se predané Udaje
uchovavaji;

ii) pravni predpisy a postupy treti zemé
urCeni — vcetné téch, které vyzaduji
zpristupnéni Udajd organdm verejné moci
nebo povoluji pfistup téchto organd -
relevantni s ohledem na konkrétni
okolnosti predani, jakoz i pouzitelna
omezeni a zaruky

iii) veskeré prislusné smluvni, technické
nebo organizacni zaruky zavedené za
Ucelem doplnéni zaruk podle téchto
dolozek, vletné opatreni uplathnovanych
béhem predani a zpracovani osobnich
Udajd v zemi urceni.

c) Dovozce Udajd zarucuje, ze pfi provadéni
posouzeni podle pismene b) vynalozil
maximalni Usili, aby poskytl vyvozci 0dajd
relevantni informace, a souhlasi s tim, ze
bude pfi zajiStovani dodrzovani téchto
dolozek s vyvozcem udajd i nadale
spolupracovat.

d) Strany souhlasi, ze posouzeni podle
pismene b) zdokumentuji a na pozadani
zpristupni pfisluSnému dozorovému Uradu.

e) Dovozce Udajd souhlasi s tim, ze
neprodlené uvédomi vyvozce Udajl, pokud
ma po vyjadreni souhlasu s témito
ustanovenimi a po dobu trvani smlouvy
ddvod se domnivat, Ze se na né&j vztahuji,
nebo se zadaly vztahovat pravni predpisy
nebo postupy, které nejsou v souladu s
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the third country or a measure (such as a
disclosure request) indicating an application
of such laws in practice that is not in line with
the requirements in paragraph (a).

(f) 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.

Clause 15
Obligations of the data importer in case of
access by public authorities

15.1 Notification
(@) The data importer agrees to notify the
data exporter and, where possible, the data

pozadavky podle pismene a), a to i po
zméné v pravnich predpisech treti zemé
nebo opatreni (jako je napriklad zadost o
poskytnuti Udajd), jez svéd¢i o tom, ze
uplatiiovani téchto pravnich predpist v
praxi neni v souladu s pozadavky
uvedenymi v pismeni a).

f) Po oznameni podle pismene e), nebo
pokud ma vyvozce udajU jinak divod se
domnivat, ze dovozce Udajd jiz nemUze
plnit své povinnosti na zakladé téchto
dolozek, vyvozce Udajd neprodlené urdi
vhodnd opatreni (napf. technickd nebo
organizaCni  opatfeni  k  zajisténi
bezpecnosti a ddvérnosti), ktera ma
pfijmout vyvozce udajl a/nebo dovozce
Udajo k FeSeni situace. Vyvozce Udajl
pozastavi predavani 0dajo, pokud se
domniva, ze pro toto predavani nemohou
byt zajistény zadné vhodné zaruky, nebo
pokud mu da pokyn] prislusny dozorovy
Urad. V tomto pripadé je vyvozce 0dajd
opravnén vypovédét smlouvu, pokud jde o
zpracovani osobnich udaji podle téchto
dolozek. Jestlize smlouva zahrnuje vice nez
dvé smluvni strany, m0ze vyvozce Udaj0
toto pravo na vypovézeni uplatnit pouze ve
vztahu k pfislusné strané, pokud se strany
nedohodly jinak. Jestlize je smlouva
vypovézena podle této dolozky, pouzije se
dolozka 16 pism. d) a e).

Dolozka 15
Povinnost dovozce Udajd v pripadé
pristupu organd verejné moci

15.1. Oznameni
a) Dovozce Udajd souhlasi s tim, ze
neprodlené uvédomi vyvozce Udajy, a je-li
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subject promptly (if necessary with the help
of the data exporter) if it:

(i) receives a legally binding request from a
public authority, including judicial authorities,
under the laws of the country of destination
forthe 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

(ii) 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.

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

(c) 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)

to mozné, subjekt Udajd (v pripadé potreby
s pomoci vyvozce udaju), pokud:

i) na zakladé pravnich predpist zemé urceni
obdrzi pravné zavaznou zadost od organu
verejné moci, v€etné soudnich organy, o
zpristupnéni osobnich Udajd predanych
podle téchto dolozek; takové oznameni
obsahuje informace o pozadovanych
osobnich uUdajich, dozadujicim organu,
pravnim zakladu zadosti a poskytnuté
odpovédi, nebo

ii) se dozvi o jakémkoli pfimém pfistupu
organl verejné moci k osobnim udajim
predadvanym podle téchto dolozek v
souladu s pravnimi predpisy zemé urceni;
takové oznameni obsahuje vSechny
informace dostupné dovozci.

b) Pokud je podle pravnich predpisd zemé
uréeni dovozci Udajb zakazano informovat
vyvozce Udajl a/nebo subjekt 0dajl,
souhlasi dovozce Udajl s tim, Ze za Ucelem
co nejrychlejsiho sdéleni co nejvétsiho
mnozstvi informaci vynalozi maximalni
Usili, aby od tohoto zakazu bylo upusténo.
Dovozce Udaji souhlasi, ze zdokumentuje
své maximalni Usili, aby je mohl na zadost
vyvozce Udajl prokazat.

c) Je-li to povoleno pravnimi predpisy zemé
urceni, dovozce Udaji souhlasi, ze bude
poskytovat vyvozci udajl v pravidelnych
intervalech po dobu trvani smlouvy co
nejrelevantnéjsi informace o pfijatych
zadostech (zejména informace o poctu
zadosti, druhu pozadovanych u0dajg,
dozadujicim organu nebo organech, zda
byly tyto zadosti napadeny a vysledek
takového napadeni atd.).

d) Dovozce Udajl souhlasi s tim, Ze po dobu
trvani smlouvy bude informace podle
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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. The data importer shall,
under the same conditions, pursue
possibilities of appeal. When challenging a
request, the data importer shall seek interim
measures with a view to suspending the
effects of the request until the competent
judicial authority has decided on its merits. It
shall not disclose the personal data requested
until required to do so under the applicable
procedural rules. These requirements are
without prejudice to the obligations of the
data importer under Clause 14(e).

(b) The data importer agrees to document its
legal assessment and any challenge to the
request for disclosure and, to the extent
permissible under the laws of the country of
destination, make the documentation
available to the data exporter. It shall also

pismene a) az c) uchovavat a na vyzadani je
poskytne prislusSnému dozorovému Uradu.

e) Pismeny a) az c) neni dotlena povinnost
dovozce Udajd podle dolozky 14 pism. e) a
dolozky 16 neprodlené informovat vyvozce
Udajd, pokud neni schopen tyto dolozky
dodrzovat.

15.2. Prezkum zakonnosti a minimalizace
Udaju

a) Dovozce U0dajd souhlasi s tim, Zze
prezkouma zakonnost zadosti o poskytnuti
Udaju, zejména zda neprekrocila meze
pravomoci udélenych dozadujicimu organu
verejné moci, a ze zadost napadne, pokud
po peclivém posouzeni dojde k zavéru, ze
existuji opodstatnéné divody se domnivat,
Ze zadost je podle pravnich predpisd zemé
urceni, platnych zavazk{ podle
mezinarodniho prava a zasad mezinarodni
zdvofilosti protipravni. Dovozce Udajd za
stejnych  podminek vyuzivd moznosti
odvolani. Pri napadeni zadosti dovozce
Udajd pfijme predbézna opatreni s cilem
pozastavit UCinky zadosti, dokud pfislusny
soudni organ nerozhodne o jeji
opodstatnénosti. Nezpfistupni
pozadované osobni Udaje, dokud mu
takova povinnost nebude stanovena na
zakladé platnych procesnich pravidel.
Témito pozadavky nejsou  dotceny
povinnosti dovozce UdajU podle dolozky 14
pism. e).

b) Dovozce 0daji  souhlasi, ze
zdokumentuje své pravni posouzeni i
jakékoli napadeni Zadosti o poskytnuti
Udajd a v rozsahu povoleném pravnimi
predpisy  zemé  urceni  zpfistupni
dokumentaci vyvozci Udajd. Na pozadani ji
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make it available to the
supervisory authority on request.
(c) The data importer agrees to provide the
minimum amount of information permissible
when responding to a request for disclosure,
based on a reasonable interpretation of the
request.

competent

SECTION IV — FINAL PROVISIONS

Clause 16
Non-compliance with the Clauses and
termination
(@) The data importer shall promptly inform
the data exporter if it is unable to comply with
these Clauses, for whatever reason.
(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).
(c) 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;
(i) 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.

rovnéz zpristupni prislusSnému dozorovému
Uradu.

c) Dovozce Udajd souhlasi s poskytnutim
minimalniho pripustného mnozstvi
informaci pfi odpovédi na zadost o
zpristupnéni, a to na zakladé priméreného
vykladu zadosti.

ODDIL IV -ZAVERECNA USTANOVENI

Dolozka 16
Nedodrzeni dolozek a vypovézeni

a) Dovozce udajl neprodlené informuje
vyvozce Udajl, pokud neni z jakéhokoli
ddvodu schopen tyto dolozky dodrzet.

b) Pokud dovozce Udajd porusi tyto dolozky
nebo neni schopen tyto dolozky dodrzet,
vyvozce Udajd pozastavi predavani
osobnich Udaji dovozci Udajd, dokud neni
dodrzovani opét zajisténo nebo smlouva
vypovézena. Timto neni dotéena dolozka
14 pism. f).
c) Vyvozce Udaju je opravnén vypovédét
smlouvu v rozsahu, v némz se jedna o
zpracovani osobnich udaji podle téchto
dolozek, pokud:

i) vyvozce Udajl pozastavil predavani
osobnich udaji dovozci udajd podle pism.
b) a dodrzovani téchto dolozek neni v
pfimérené |hité a v kazdém pripadé do
jednoho mésice od pozastaveni obnoveno;

ii) dovozce Udajl tyto dolozky podstatné
nebo trvale porusuje nebo

iii) dovozce Udaj0 nedodrzi zdavazné
rozhodnuti  pfislusného soudu nebo
dozorového Ufadu tykajictho se jeho
povinnosti podle téchto dolozek.
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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 (c) shall immediately
be deleted in its entirety, including any copy
thereof. The data importer shall certify the
deletion of the data to the data exporter. Until
the data is 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.

(e) Either Party may revoke its agreement to
be bound by these Clauses where (i) the
European Commission adopts a decision
pursuant to Article 45(3) of 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

V takovych pfipadech o nedodrzeni
informuje pfrislusny dozorovy Urad. Pokud
smlouva zahrnuje vice nez dvé smluvni
strany, m0ze vyvozce Udajl toto pravo na
vypovézeni uplatnit pouze ve vztahu k
prislusné strané, pokud se strany
nedohodly jinak.

d) : Osobni Udaje shromazdéné vyvozcem
Udaji v EU, které byly predany pred
vypovézenim smlouvy podle pismene c),
musi byt neprodlené vymazany v celém
rozsahu, vcetné veSkerych jejich kopii.
Dovozce Udajd potvrdi vyvozci udajl, ze
byly Udaje vymazany. Dokud nejsou Udaje
vymazany nebo vraceny, dovozce Udajl
nadale zajistuje soulad s témito dolozkami.
V pfipadé, ze se na dovozce udajd vztahuji
mistni pravni predpisy, které mu zakazuji
predané osobni Udaje vratit nebo vymazat,
dovozce Udaji zarucuje, ze bude i nadale
zajistovat dodrzovani téchto dolozek a
bude udaje zpracovavat pouze v takovém
rozsahu a tak dlouho, jak to uvedené mistni
pravo vyzaduje.

e) Kterdkoli ze stran mUZze odvolat svij
souhlas s tim, Zze bude vazana témito
dolozkami, pokud i) Evropska komise
pfijme rozhodnuti podle ¢l. 45 odst. 3
natizeni (EU) 2016/679 tykajici se predavani
osobnich Udajl, na které se tyto dolozky
vztahuji, nebo ii) se nafizeni (EU) 2016/679
stane soucasti pravniho ramce zemé, do
které jsou osobni udaje predavany. Tim
nejsou dotceny dalsi povinnosti vztahuijici
se na dotlené zpracovani podle nafizeni
(EU) 2016/679.

Dolozka 17
Rozhodné pravo
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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 Czech Repubilic.

Clause 18
Choice of forum and jurisdiction

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

* 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, 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.

2 This includes whether the transfer and
further processing involves personal data
revealing racial or ethnic origin, political

Tyto dolozky se fidi pravem zemé, jez
umoznuje uplathnovat prava nalezejici
opravnéné treti strané. Strany se dohodly,
Ze se budou Fidit pravem Ceské republiky

Dolozka 18
Volba soudu a pfislusnost

Veskeré spory vyplyvajici z téchto dolozek
budou feseny soudy Ceské republiky.

* Pokud je vyvozcem Udajl zpracovatel, na
néjz se vztahuje nafizeni (EU) 2016/679 a
ktery jedna jménem organu nebo subjektu
Unie jako spravce, spoléhani se na tyto
dolozky pfi zapojeni jiného zpracovatele
(dil¢i zpracovani), na kterého se nafizeni
(EU) 2016/679 nevztahuje, 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 Udajd
organy, institucemi a jinymi subjekty Unie,
a o volném pohybu téchto Udajl a o zruseni
nafrizeni (ES) ¢. 45/2001 a rozhodnuti
1247/2002/ES (Uf. vést. L 295 ze dne
21.11.2018, s. 39), v rozsahu, v némz jsou
tyto dolozky a povinnosti tykajici se
ochrany udajd stanovené ve smlouvé nebo
jiném pravnim aktu mezi spravcem a
zpracovatelem podle ¢l. 29 odst. 3 nafizeni
(EU) 2018/1725 sladény. To bude zejména
pripad, kdy se spravce a zpracovatel
spoléhaji na standardni smluvni dolozky
obsazené v rozhodnuti 2021/915.

2 Mimo jiné se jedna o to, zda se predavani
a dalSi zpracovani tyka i osobnich Udajl
vypovidajicich o rasovém nebo etnickém
pUvodu, politickych nazorech,
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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.

3 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
certiied 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

nabozenském vyznani nebo filozofickém
presvédcleni nebo Cclenstvi v odborech,
genetickych 0dajd nebo biometrickych
Udajd za Uclelem jedinecné identifikace
fyzické osoby, Udajd o zdravotnim stavu Ci
o sexualnim zivoté nebo sexualni orientaci
fyzické osoby nebo Udaji tykajicich se
rozsudkd v trestnich vécech nebo trestnych
¢ing.

3 Pokud jde o dopad takovych pravnich
predpisU a postupl na dodrzovani téchto
dolozek, za soucast celkového posouzeni
|ze povazovat rizné prvky. Mezi tyto prvky
mohou patfit relevantni a
zdokumentované praktické zkuSenosti s
predchozimi pfipady zadosti o zpfistupnéni
od organd verejné moci nebo neexistence
takovych  Zadosti,  které  pokryvaji
dostatecné reprezentativni ¢asovy ramec.
Tykd se to zejména internich zaznam{
nebo jiné dokumentace, vypracovavané
pribézné v roulade s nalezitou péci a
certifikované na Urovni vrcholového
vedeni, za predpokladu, Ze tyto informace
Ize v souladu s pravnimi predpisy sdilet se
tretimi stranami. Pokud se na zakladé této
praktické zkusenosti dospéje k zavéru, ze
dovozci Udajd nebude branéno v
dodrzovani téchto dolozek, je treba to
podporit dalSimi relevantnimi, objektivnimi
prvky a je na smluvnich stranach, aby
peclivé zvazily, zda tyto prvky maji
spole¢né dostatecnou vahu na podporu
tohoto zavéru, pokud jde o jejich
spolehlivost a reprezentativnost. Smluvni
strany musi zejména zohlednit, zda jsou
jejich praktické zkuSenosti potvrzeny
verejné dostupnyminebo jinak pfistupnymi
spolehlivymi informacemi o existenci i
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law in practice, such as case law and reports neexistenci zadosti ve stejném odvétvi
by independent oversight bodies. a/nebo o uplatiiovani prava v praxi, jako je
napriklad judikatura a zpravy nezavislych
organd dohledu, a nejsou s nimi v rozporu.
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ANNEX| PRILOHA |
A. LIST OF PARTIES A. SEZNAM SMLUVNICH STRAN

Data Exporter(s): The following data exporters are acting as processors |/ Vyvozce (vyvozci)
Udajd:[Totoznost a kontaktni Udaje vyvozce/vyvozcO UdajU a v prisluSném pripadé jeho/jejich
povérence pro ochranu osobnich Udajd a/nebo zastupce v Evropské unii] /

Entity Name / Nazev: Fakultni nemocnice Brno
Contact Details / Adresa: Jihlavska 20, 625 0o Brno, Czech Republic
Company Registration Number (if any)/ Registracné Cislo: ID No.: 65269705

Key Contact/ Kontaktni udaje: N/A

Jméno, funkce a kontaktni Udaje kontaktni osoby / Key Contact Details:
Email address:

Signature and date: *No separate signature is required here. The SCCs are incorporated into
the Agreement on access to the Study Drug after the end of the Study as an Appendix 3 of the
Agreement, which expressly refers to the Standard Contractual Clauses as an Appendix 3 and the
parties consider the SCCs validly signed by such incorporation and signature of the Agreement. /
*Neni zde vyzadovan samostatny podpis. Standardni smluvni dolozky jsou zaclenény do
Smlouvy o pfistupu k hodnocenému lécivu po skonceni klinického hodnoceni jako Priloha 3
Smlouvy, ktera vyslovné odkazuje na Standardni smluvni dolozky jako pfilohu 3 a smluvni strany
povazuji Standardni smluvni dolozky za platné podepsané timto zaclenénim a podpisem
Smlouvy.

Dovozce nebo dovozci Udaji: [Totoznost a kontaktni Udaje dovozce/dovozcO Udajd, vcetné
jakékoli kontaktni osoby, ktera je odpovédna za ochranu Udajd] / Data importer(s): The following
data importers are acting as controllers

Entity Name / Nazev: Takeda Development Center Americas, Inc.
Contact Details / Adresa: soo Kendall Street, Cambridge, Massachusetts 02142

Company Registration Number (if any)/ Registracné cislo: NJA

Company Registration Number (if any)/ Registracné Cislo: Privacy Office
Jméno, funkce a kontaktni udaje kontaktni osoby / Key Contact Details:

Signature and date: *No separate signature is required here. The SCCs are incorporated into
the Agreement on access to the Study Drug after the end of the Study as an Appendix 3 of the
Agreement, which expressly refers to the Standard Contractual Clauses as an Appendix 3 and the
parties consider the SCCs validly signed by such incorporation and signature of the Agreement. /
*Neni zde vyzadovan samostatny podpis. Standardni smluvni dolozky jsou zaclenény do
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Smlouvy o pfistupu k hodnocenému lécivu po skonceni klinického hodnoceni jako Priloha 3
Smlouvy, ktera vyslovné odkazuje na Standardni smluvni dolozky jako pfilohu 3 a smluvni strany
povazuji Standardni smluvni dolozky za platné podepsané timto zaclenénim a podpisem
Smlouvy.
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B. DESCRIPTION OF TRANSFER

Activities: Collection, storage, processingand Cinnosti:

reporting of personal data associated with
the conduct and management of the Post-
Trial Access Use sponsored by the data

importer and analysis of Post-Trial Access Use

results.

Categories of data subjects whose personal

data is transferred

Categories of personal data transferred

Patients participating in the Post-Trial Access

Use sponsored by the data importer (and
where relevant, their carers).

Treating Physician of the Post-Trial Access
Use Treating Physician and his/her staff

B. POPIS PREDANI

shromazdovani, uchovavani,
zpracovani a vykazovani osobnich Udajd
souvisejicich s provadénim a fizenim
pristupu k hodnocenému Iécivu, jehoz
zadavatelem je dovozce Udaj0, a analyza
vysledkd pristupu k hodnocenému Iécivu.
Kategorie subjektd Udajl, jejichz osobni
Udaje se predavaji

Kategorie predavanych osobnich Udajd
Udastnici pristupu k hodnocenému lécivu,
jehoz zadavatelem je dovozce udajl (a
pokud je to relevantni, jejich peCovatelé).
Osetrujici  1ékaf a tym pristupu k
hodnocenému lécivu

Kategorie predavanych osobnich 0dajd:

Ulastnici  pristupu  k hodnocenému
lécivu,: Kodované Udaje tykajici se
Ucastnikd  pristupu  k hodnocenému

Categories of personal data transferred:
Post-Trial Access Use patients Coded data
relating to Post-Trial Access Use patients,
including (to the extent required for the Post-
Trial Access Use ) month/year of birth, lécivu, véetné (v rozsahu pozadovaném
gender, medical records and the results of pro pristup khodnocenému Ilécivu,)
various test and procedures, medication mésice/roku narozeni, pohlavi, lékafskych
intake, genetic information. zaznamU a vysledkd rdznych vysetreni a
Treating Physician and his/her staff: Name,  postup0, uzivani [ékd a genetickych
business contact details, professional informaci.
qualifications, payments and other financial ~ Osetrujici lékar a tym pristupu
information (where applicable). k hodnocenému lécivu,: Jméno, kontaktni
Udaje, odborna kvalifikace, platby a dalsi
financni Udaje (pokud je to relevantni).

Sensitive data transferred (if applicable) and Citlivé Udaje, které se predavaji (v
applied restrictions or safequards that fully pfislusSnych pripadech), a uplatnéna
take into consideration the nature of the data omezeni nebo zaruky, jez pIné zohledruji
and the risks involved, such as for instance povahu Udaj0 a souvisejici rizika,
strict purpose limitation, access restrictions napriklad prisné UOcelové omezeni,
(including access only for staff having omezeni pfistupu (vCetné pfistupu pouze
followed specialised training), keeping a pro zaméstnance, ktefi absolvovali
record of access to the data, restrictions for specializované skoleni), vedenizaznamu o
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onward transfers or additional security pfistupu k Udajim, omezeni pro dalsi
measures. predavani nebo dodatecna bezpecnostni
To the extent required for the Post-Trial opatreni.

Access Use, coded health data, genetic Kdédované zdravotni Udaje, genetické
information, sex life and ethnicity/race of the informace, sexualni Zivot a etnicky pUvod/

Post-Trial Access Use patients. rasova prislusnost ucastnikd pristupu
k hodnocenému lécCivu, v rozsahu
pozadovaném pro pristup

k hodnocenému lécivu.

Special categories of data above may be Vyse uvedené zvlastni kategorie Udajd

collected, used and transferred to the extent mohou byt shromazdovany, pouzivany a

needed to comply with applicable law and predavany v rozsahu, ktery je nezbytny k

regulations or based on explicit consent from dodrzeni platnych zakon0 a predpist,

the data subject. nebo na zakladé vyslovného souhlasu
subjektu udajo.

All such data is coded before being VSechny tyto udaje jsou pred predanim

transferred. Only the Treating Physician, an  kddovany. Kdd, ktery propoji zakédované
employee or agent under the instruction of Udaje s totoznosti uUcastnika pristupu
the data exporter and bound by k hodnocenému lécivu,, o jehoZ Udaje se
confidentiality obligations, will have the key ~ jedna, bude mit kdispozici pouze
code to link the coded data to the identity of  oSetrujici |ékaf, zaméstnanec nebo
the Post-Trial Access Use patientto whomit zastupce na zakladé pokynd vyvozce
relates. Udaju, vazany povinnostmi zachovani
ddvérnosti.
All such sensitive data is subject to strict VSechny tyto citlivé Udaje podléhaji
purpose limitation, access restrictions, and prisnému omezeni Ucelu, omezeni
records of access are maintained by importer. pristupu a dovozce ma povinnost vést
zaznamy o pristupu.
The frequency of the transfer (e.g. whether Cetnost pfedavani (napf. zda jsou Udaje
the data is transferred on a one-off or predavanyjednorazové nebo pribézné).
continuous basis).
Continuous during the course of the conduct Prdbézné béhem provadéni pristupu
of the Post-Trial Access Use . k hodnocenému lécivu,.

Nature of the processing Povaha zpracovani

Collection, storage, analysis, of Post-Trial Shromazdovani, uchovavani a analyza
Access Use data for the purposes of Udajl zpristupu k hodnocenému Iécivy,
conducting the Post-Trial Access Use and za ucelem provadéni upravujici pristup k
meeting legal obligations. hodnocenému Iécivu po skonceni pristupu
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Purpose(s) of the data transfer and further
processing

Collection, storage, processing and reporting
of personal data associated with the conduct
and management of the Post-Trial Access Use
and analysis of Post-Trial Access Use results.
Any further processing of pseudonymised
personal data, to the extent permitted, is
performed in accordance with the patient
informed consent form, the Program
Document, and privacy notice given to the
Treating Physician and his/her staff.

The period for which the personal data will be
retained, or, if that is not possible, the criteria
used to determine that period

Such period as required by applicable laws for
the retention of records relating to the
performance of the Post-Trial Access Use, or
any other periods described in the informed
consent form and Treating Physician/ his/her
staff privacy notice.

For transfers to (sub-) processors, also specify
subject matter, nature and duration of the
processing

The contract research organization, PPD
Investigator Services, LLC (“"CRO"), s
engaged by the data importer to perform
certain Post-Trial Access Use -related
activities on the data importer’s behalf and

k hodnocenému lécivu
zakonnych povinnosti.

a plnéni

Ucel nebo Ucely pfedani Udajo a dalsi
zpracovani

Shromazdovani, uchovavani, zpracovani
a vykazovani osobnich Udajl souvisejicich
sprovadénim a  fizenim  pristupu
k hodnocenému lécivu, a analyza
vysledkd pristupu k hodnocenému lécivu,.
Veskeré dalsi zpracovani
pseudonymizovanych osobnich Udajd se v
povoleném rozsahu provadi v souladu s
dokumentem informovaného souhlasu
pacienta, protokolem pristupu
k hodnocenému lécivu, a oznamenim o
ochrané osobnich Udajd, které byly
predany oSetrujicimu lékafi a tymu
pristupu k hodnocenému lécivu.

Doba, po kterou budou osobni Udaje
uchovavany, nebo neni-li ji mozné urdit,
kritéria pouzita pro stanoveni této doby

Doba vyzadovana platnymi zakony pro
uchovavani  zaznam0 tykajicich se
provadéni  pristupu  k hodnocenému
lécivu, nebo jakakoli jina doba popsana v
dokumentu informovaného souhlasu a v
oznameni o ochrané osobnich Udaji pro

oSetrujiciholékare /| tym  pristupu
k hodnocenému lécivu.
Pokud jde o predavani (dil¢im)

zpracovatelOm, rovnéz uvedte predmét,
povahu a trvani zpracovani

Pokud jde o predavani udajd (dil¢im)
zpracovatelUm, uvedte také predmét,
povahu a dobu trvani zpracovani: Smluvni
vyzkumna organizace, PPD Investigator
Services, LLC (dale jen ,CRO"), je
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will receive the coded data of the Post-Trial
Access Use patients from the data exporter as
a processor for the data importer. CRO will
process the data during the course of the
Post-Trial Access Use and retain such data for
the period required by (i) Applicable Law; (ii)
the Program Document; or (iii) any
contractual obligations to the Takeda
(whichever is the longer).

povérena dovozcem Udajl, aby provadéla
urCité dinnosti souvisejici s pristupu
k hodnocenému lécivu, jménem dovozce
Udajd, a bude pfijimat zakddované udaje

Uclastnikd  pristupu  k hodnocenému
léc¢ivu, od vyvozce Udaji jakozto
zpracovatele pro dovozce  Udaju.

Organizace CRO bude zpracovavat udaje
v pribéhu pristupu khodnocenému
lécivu, a bude je uchovavat po dobu

vyzadovanou (i) platnymi pravnimi
predpisy; (ii) protokolem; nebo (iii)
jakymikoli  smluvnimi  zavazky  vOdi

spolecnosti Takeda (podle toho, ktera
doba je delsi).
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