¢Shire

AMENDMENT No. 1
Protocol Number: 161302
THIS AMENDMENT NO. 1 (“Amendment No.
1”) by and among Baxalta Innovations GmbH,
a corporations organized under the laws of
Austria, with primary place of business at
Industriestrass 67, 1220 Vienna, Austria and its
affiliate companies (“Sponsor”); St. Anne’s
University Hospital in Brno, government funded
organization with a place of business at Pekarska

664/53, 656 91 Brno, Czech Republic,
Identification Number: 00159816, Tax
Identification Number: CZ00159816, acting

director Dr. Martin Pavlik, Ph.D. DESA, EDIC
(“Institution”) organized under the laws of the
Czech Republic; XXX., with residence at XXX,
date of birth XXX (“Principal Investigator” or
“Principal Study Doctor”); and IQVIA RDS
Czech Republic s.r.o, organized under the laws of
Czech Republic with place of business at Praha 8 -
Karlin, Pernerova 691/42, zip code 186 00 Prague,
Czech Republic (“CRO”) shall be effective as of
the 10 day of December 2018 (“Amendment No. 1),
amends the terms of the Sponsored Observational
Study Agreement dated as of the 29 day of June,
2016 and any subsequent amendment made by the
parties to that Observational Study Agreement
between the parties (the “Agreement”). For
purposes of this Amendment No. 1, each of the
Sponsor, Institution, CRO, and the Principal
Investigator may be referred to as a “Party” and
together as the “Parties”. Capitalized terms not
defined herein shall have the same meaning as set
forth in the Agreement.

WHEREAS, the Parties to this Amendment No. 1
entered into an Agreement effective as of June 29,
2016, Institution agreed to perform a Study for
Sponsor in accordance with protocol No. 161302
entitled “Non-Interventional Post-Authorization
Safety Study on the Long-Term Safety of
HyQvia in Subjects treated with HyQvia”
(“Study”), and

WHEREAS, the Parties desire to amend certain
provisions of the Agreement as described in this
Amendment No. 1.
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¢Shire

DODATEK ¢. 1
Cislo protokolu: 161302

TENTO DODATEK C. 1 (dile ,,Dodatek & 1°) ke
Smlouvé o Observacni Studii (,,Smlouva®) je s
ucinnosti ke dni 10.12.2018 (dale ,,Datum uc¢innosti*)
uzaviran mezi spolecnosti Baxalta Innovations
GmbH, spoleénosti zalozenou podle rakouskych
zakonu, se sidlem Industriestrasse 67, 1220 Viden,
Rakousko, vcetné jeho dcefinych a sesterskych
spolecnosti  (dale ,,Zadavatel“), a Fakultni
nemocnici sv. Anny v Brné, pfispévkovou
organizaci se sidlem Pekatska 664/53, 656
91 Brno, Ceska republika, IC: 00159816, DIC:
CZ00159816, zastoupenou feditelem nemocnice
MUDr. Martinem Pavlikem, Ph.D., DESA, EDIC
(dale ,,Zdravotnické zafizeni), zalozenou podle
zikonti Ceské republiky, a XXX, CSc.., bytem
XXX, nar. XXX (dale ,,Hlavni zkouSejici*“ anebo
,Hlavni doktor studie®); a spolecnosti IQVIA RDS
Czech Republic s.r.o., zalozenou podle zakonu
Ceské republiky, se sidlem Praha 8 - Karlin,
Pernerova 691/42, PSC 186 00, Ceska republika
(dale ,,CRO%), a méni se jim podminky Smlouvy o
sponzorované Observacéni Studii ze dne 29.6.2016
ve znéni pripadnych dodatkii uzavienych mezi
smluvnimi stranami (dale jen ,,Smlouva®“). Pro
ucely tohoto Dodatku ¢. 1 mohou byt Zadavatel,
Zdravotnické  zafizeni a Hlavni  ZkousSejici
oznaCovani jednotlivé jako ,Smluvni strana®
a spole¢né jako ,,Smluvni strany*. Vyrazy psané
s velkym pocateCnim pismenem, jeZ nejsou v
tomto Dodatku definovany, maji stejny vyznam
jako ve Smlouvé.

VZHLEDEM K TOMU, ze Smluvni strany uzavirajici
tento Dodatek ¢. 1 uzaviely [Smlouvu] s G¢innosti ke
dni 29. ¢ervna 2016 (,,Smlouva®), Zdravotnické zatizeni

se zavazalo kprovadéni Studie pro Zadavatele
v souladu s Protokolem ¢. 161302 S nazvem
,Neinterven¢ni poregistraéni studie bezpec¢nosti
hodnotici dlouhodobou bezpecnost pripravku

HyQvia u pacientii 1é¢enych pripravkem HyQvia“
(,,Studie*); a

VZHLEDEM K TOMU, Ze Smluvni strany nyni chtéji
upravit nékterd ustanoveni Smlouvy zplisobem
popsanym v tomto Dodatku €. 1,
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NOW THEREFORE, in consideration of the
mutual covenants and agreements herein, the
Parties, intending to be legally bound, have
entered into this Amendment No. 1 and do
specifically agree as follows:

1. Exhibit B shall be amended by adding the
following increase of the budget:

Extra Payment for the Follow Up Visits and
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Po zvazeni vzdjemnych zavazki a dohod
uvedenych vtéto Smlouvé uzaviely Smluvni
strany s timyslem vstoupit do zdvazného pravniho
vztahu tento Dodatek ¢. 1 a vyslovné se dohodly
takto:

1. PrilohaB bude pozménéna
nasledujiciho navySeni rozpoctu:

pridanim

Platby navic za sluzby studijniho koordinatora

Close Out Visit for the Study Coordinator Oddéleni Klinickych studii  za navStévy
Services, Clinical Trial Unit v kontrolni fazi po 1é¢bé aza ukondovaci
navstévu

Site Staff shall be compensated with extra
payment of Two Thousand and Ninety-Eight
Czech Crowns (CZK 2098) per each performed
Follow Up and Close-Out Visit on a pass-through
basis upon receipt of invoice.

2. All Parties hereby agree that CRO
shall be removed as a party to the Agreement, and
the preamble in the Agreement shall be edited to
include only Sponsor, Institution and Principal
Investigator as Parties to the Agreement.
Notwithstanding the above, all Parties understand,
acknowledge and agree that CRO has entered into
a separate agreement with Sponsor to provide
support services to facilitate Sponsor’s oversight,
monitoring, and administration of the Study in
accordance with 21 CFR Part 312.52 and with the
Agreement. Sponsor has authorized CRO to
handle Sponsor’s communications with Institution
with respect to the Study and this Agreement, and,
Institution and Principal Investigator shall permit
CRO to perform any or all the Sponsor’s
obligations under this Agreement as directed by
Sponsor.

3. Data Protection: The Parties agree to the terms
and conditions as set forth in Schedule 1.”

Za kazdou uskutecnénou navstévu v kontrolni fazi
po 1écbé aza wukoncovaci navstévu bude
pracovnikim  Zdravotnického  zafizeni  po
predlozeni faktury uhrazena dodatecna castka
ve vysi 2098 K¢ (slovy: dva tisice devadesat
osm korun ¢eskych).

2. Vsechny smluvni strany timto souhlasi
s tim, ze CRO jiz nebude dale stranou Smlouvy
a Ze Givodni ¢ast Smlouvy bude upravena tak, aby
jako strany Smlouvy byli uvedeni pouze
Zadavatel, Zdravotnické zafizeni a Hlavni
zkousejici. Bez ohledu na vyse uvedené vsechny
smluvni strany chapou, berou na védomi
a souhlasi s tim, Ze CRO uzaviela se Zadavatelem
samostatnou smlouvu o poskytovani podpurnych
sluzeb, které wusnadni Zadavateli dohled,
monitorovani  aspravu  Studie v souladu
S ustanovenimi pravniho piedpisu 21 CFR ¢asti
312,52 av souladu se Smlouvou. Zadavatel
povéril CRO, aby zajistovala komunikaci mezi
Zadavatelem a Zdravotnickym zafizenim tykajici
se Studie a této Smlouvy, a Zdravotnické zafizeni
i Hlavni zkousSejici umozni CRO vykonavat na
zakladé€ pokynt Zadavatele jakékoli nebo veskeré
povinnosti Zadavatele podle Smlouvy.

3. Ochrana osobnich udaji: Smluvni strany se
dohodly = na  ustanovenich  apodminkéch
v Ptiloze 1.
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Reference to the “Agreement” in Schedule 1
(below) is intended to refer to the overarching
Agreement (Clinical Trial Agreement (CTA)).

4. All other terms and conditions of the
Agreement shall remain in full force and effect.
In the event of any conflict between the terms of
the Agreement and this Amendment No. 1, the
terms of this Amendment No. 1 shall govern and
control.

5. The contracting Parties hereby take note that
this addendum, incl. Contracts for the Observation
Study of 29 June 2016 will be published in
accordance with Act no. 340/2015 Coll., On the
Register of Contracts, as amended. Such
disclosure shall not be subject to those which
constitute the trade secret of any of the
Contracting Parties. Further, such disclosure will
not be subject to personal data of natural persons,
unless they are already disclosed in another
publicly available register. The Medical Device is
responsible for publishing the contract under the
previous paragraph.

The amendment becomes effective on the date of
its publication in the register of contracts pursuant
to Act no. 340/2015 Coll., On the Register of
Contracts, as amended

The estimated amount of performance from
the Agreement, as amended, is 59 718 CZK.
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Odkazy na ,,Smlouvu® v Pfiloze 1 (nize) se

tykaji  zastfeSujici  Smlouvy  (Smlouvy
0 klinickém hodnocenti).
4. VsSechna ostatni ustanoveni a podminky

Smlouvy zlstavaji v plném rozsahu v platnosti.
V piipadé rozporu mezi ustanovenimi Smlouvy
atohoto Dodatku ¢. 1 plati ustanoveni tohoto
Dodatku ¢. 1.

5. Smluvni strany timto berou na védomi, ze tento
dodatek v¢. Smlouvy o observa¢ni studii ze dne
29. 06. 2016 bude zvetejnén v souladu se zakonem

v

¢. 340/2015 Sb., o registru smluv, ve znéni

pozdéjsich predpist. Takovémuto zvefejnéni
nepodléhaji ty udaje, které tvoii obchodni

tajemstvi nekteré ze smluvnich stran. Dle této
Smlouvy se obchodnim tajemstvim rozumi
zejména: zvetejnéni osobnich wdaju fyzickych
osob, ledaze jsou jiz zvefejnény v jiném vefejné
pristupném registru. Za zvefejnéni smlouvy dle
predchoziho odstavce odpovida Zdravotnické
zafizeni.

Dodatek nabyva ucinnosti dnem jeho uvetejnéni v
registru smluv dle zakona ¢. 340/2015 Sb., o
registru smluv, ve znéni pozdéjsich predpist.

Piepokladana celkova hodnota plnéni ze Smlouvy
ve znéni tohoto Dodatku je 59 718,- K¢.
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IN WITNESS WHEREOF, the Parties hereto,
intending to be legally bound, have executed this
Amendment No. 1 by their duly authorized
representatives as of the Effective Date.

SIGNATURES ON FOLLOWING PAGE

BAXALTA Innovations GmbH

By:
(Signature)

Name:

Title:

St. Anne’s University Hospital in Brno

By:
(Signature)

Name:

Title:

XXX, as Principal Investigator

By:
(Signature)

Khl/2016/010/Ko

Smluvni strany s umyslem vstoupit do zavazného
pravniho vztahu podepsaly tento Dodatek ¢.1
k Datu ucCinnosti prostiednictvim svych fadné
zmocnénych zastupc.

PODPISY NA NASLEDUJICI STRANE

BAXALTA Innovations GmbH

Podepsal(a):
(podpis)

Jméno:

Funkce:

Fakultni nemocnice u sv. Anny v Brné

Podepsal(a):
(podpis)

Jméno:

Funkce:

XXX, jako Hlavni zkouSejici

Podepsal(a):
(podpis)
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SCHEDULE 1

PRILOHA 1

DATA PROTECTION SCHEDULE

PRILOHA K OCHRANE OSOBNICH UDAJU

Where St. Anne’s University Hospital in Brno
jointly Controls the Processing of Personal Data
(defined below) created, collected, or received
pursuant to the Services under the Agreement, the
Parties agree that the terms of this Schedule 1 shall
apply to the Agreement. In the event of a conflict
between this Schedule 1 and the Agreement, the
terms and definitions of this Schedule 1 shall control

Smluvni strany souhlasi s tim, Ze tam, kde Fakultni
nemocnice usv. Anny v Brné vykonava spole¢nou
spravu  Zpracovani Osobnich 1daji  (jak je
definovano nize) vytvorenych, shromazdénych nebo
obdrzenych vramci sluzeb podle Smlouvy, budou
pro Smlouvu platit podminky této Piilohy 1.
V ptipad¢€ rozporu mezi touto Ptilohou 1 a Smlouvou
budou ptevladajici arozhodujici definice v této

and govern. Piiloze 1.
A. Definitions. Capitalized terms used herein | A. Definice. Vyrazy psané s pocate¢nimi
shall have the meanings set forth in this Section A or | velkymi pismeny budou mit vyznam uvedeny

in the Agreement.

Vv tomto ¢lanku A nebo ve Smlouvé.

1. “Affiliate” means an entity related to St.
Anne’s University Hospital in Brno or Shire,
respectively, through common ownership or
control.

1. ,PridruZena spolefnost“ znamend subjekt
spojeny s Fakultni nemocnici usv. Anny
vV Brné nebo spolecnosti Shire prostiednictvim
spole¢ného vlastnictvi nebo fizeni.

2. “Applicable Law” means any applicable law,
regulation, or other legal requirement governing
the relationship between Shire and St. Anne’s
University Hospital in Brno and the services
provided under the Agreement.

2. ,Prislusné pravni predpisy“ jsou jakékoli
prislusné zakony, predpisy nebo jiné pravni
pozadavky, jimiz se fidi vztah mezi spole¢nosti
Shire aFakultni nemocnici usv. Anny
v Brné a sluzby poskytované podle Smlouvy.

3. “Data Controller” shall mean the entity which

3. ,Spravce udaji* znamend subjekt, ktery sam

alone or jointly with others determines the gebo t“ ZF;(Olezcne S,Jl?z)mlb ,uﬁc,lge.o ucely
purposes and means of the Processing of prostrediy Zpracovani Lsobnich udaj.
Personal Data.

4. ,Zpracovatel udaji“ je subjekt, ktery

4. “Data Processor” shall mean an entity which
Processes Personal Data on behalf of the Data
Controller.

Zpracovava Osobni udaje pro Spravce udaju.

5. “Data Security Breach” means a breach of
security leading to the accidental or unlawful
destruction, loss, alteration, unauthorised

5. ,PoruSeni zabezpeceni udaji“ je poruseni
zabezpeceni, které vede k ndahodnému nebo
protipravnimu zniceni, ztraté, pozménéni nebo
neopravnénému poskytnuti nebo zpiistupnéni

disclosure of, or access to, Personal Data tendgenvch ulozenvich nebo ok
transmitted, stored, or otherwise processed. P ’y >, ,y, oo J
zpracovavanych Osobnich udajt.
6. “Encryption” or “Encrypted” means the 6. ,Sifrovani“ nebo ,ZaSifrované“ se tyka

transformation of data through the use of an
algorithmic process, or an alternative method at
least as secure, into a form in which meaning
cannot be assigned without the use of a
confidential process or key. For the purposes of

pfemeény udaji s pouzitim algoritmického
postupu nebo pfingjmensim stejné bezpecné
alternativni metody do takové podoby, aby tyto
udaje nemohly byt s nikym spojeny bez pouziti
davérného postupu nebo klice. Pro ucely této
smlouvy musi pouzity mechanismus Sifrovani
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this agreement, any encryption mechanism used
must accord with industry best practices for data
encryption. “Unencrypted” means data that is
not encrypted or is encrypted using an
encryption method of insufficient strength.

odpovidat nejleps§i oborové praxi Sifrovani
udaji. ,NezaSifrované“ jsou udaje, které
nebyly Sifrovany nebo jsou zaSifrovany
S pouzitim nedostate¢né silné metody Sifrovani.

7. “Government Authority” means a legislative, 7. ”,Ve"el‘?y o,rga,n“ Zhamena -z e,llfon()damyi
executive, administrative, or regulatory entity, Vyk,o iy, spravii Pebo fegu,lato,rvm ur'{q’ Soud,m
judicial body, or other public agency or Orlffan,knfbo Jumy. verejny ur,ad gl Qrgaﬁ
authority of any country, state, territory, or v Vt?re ot zemi, statu, uzemi nebo Jeen
political subdivision of a country, state, or dildim Gzemnim celku, nebo fyzickou - &i
territory, or a person or entity acting under a ptavmfkou OSObuJednajl?l Z poverent nfbo ha
grant of authority from or under contract with zdklade Sr}ﬂouvy S tal,(ovyr,n vererym uradem
such public agency or authority, that is nebo Organgnzi’ kterd ma prt"iwmkl?rivomo;
authorized by law to enforce individual rights tvyl? ‘%‘,:O,Vit OOrZ%V?n}ll P;a.vo yilc yck 080 :
with respect to Personal Data, or to oversee or dy }3]12:110 Sed Sod IECV udajt nebo vylogavat
monitor compliance with  privacy, data do d% , " o rzovammh “ Sekrova,
protection, or data security laws, rules odzovani - Zaxofl mna -ochranu  soukromi
regulations, or other Applicable Law. {flos.(?,bHICh .udaJu “ Zak(fnu ?Zab.e%pecem

udaji, pravidel, regulatornich ptedpisi nebo
jinych Piislusnych pravnich predpist.

8 “Joi v 8. ,Spole¢ni spravci“ znamend dva nebo vice

. oint Controllers” shall mean two or more o s e , , e
entities, each a Data Controller, which jointly Subj,ektu’ valc?z kavzq},’ J?vSpravcem l{daju’
determine the purposes and means of the Kter¢ P 0,lecne et .oucely a prostredky
Processing of Personal Data. Zpracovani Osobnich tidajt.

9. “Personal Data” shall mean all individually 9. ?’Oso.bni .l’?d,aje“ znam; n?ji veskere inf(,)rmace
identifiable information created, collected or 1demlflkujmﬁh kf)flfeml (];SObi’drlftere bzlly
received pursuant to the Agreement. Personal vytvoreny, shromaz ey nebo obdrzeny podie
Data includes, without limitation, individually Smlo‘fvy', Mezi OS(,)PHE l,ldaje patri nap rl}( la(,i
identifiable information created, collected or vytvorene, .Shr(.)maz.(,le,n © nebo, ,Obdrzene
received concerning research subjects, patients, H,lfor.r,m,‘ce ldentlﬁkujfcwh, Konkrétni 08 Ob)f’
consumers, caregivers, and health care tyka]vm. 5¢ SUvaektu N yzZkumu, pa?ler}tu’
professionals. spotfebiteld, pecovatell  a zdravotnickych

pracovniki.

10. “Process” or “Processing” shall mean any 10. ?,Zpragovévat“ nebo ~ Zpracovani* j?
operation or set of operations which is jakakoliv operace nebo  soubor  operaci
performed upon Personal Data, whether or not S OSObmml. udaji, kt.e 1y Je Provaden POMOCT &1
by automatic means, such as collection, bez potnoct ,automatlzovany,c h postupu, Jﬁlk(,) Je
recording, organization, storage, adaptation or Shr?ma}Zdem:.  zaznamenant, - usp Or?d%n?
alteration, retrieval, consultation, use, disclosure ulozem,’ , pHZpl%SObefn ne}?o, p ?,Zmenefl 12
by transmission, dissemination or otherwise V?’hledam’ n?pvled,nutl’ pOUZI.tl’ ,qusmpr}.en}
making available, alignment or combination, prenosem, - - sirent n,ebov. JakekOhY Jine
blocking, erasure or destruction. zpfistupnéni, sefazeni & zkombinovdni,

omezeni, vymaz nebo zniceni.

11. “Security Incident* shall mean: 11. ,,Bezpecnostni incident* znamena:

a. any of the following:

a. cokoli z nasledujiciho:
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a Data Security Breach;

Poruseni zabezpeceni tidaji;

a security vulnerability that

carries a material risk of
compromising the
confidentiality, integrity, or

security of Personal Data; or

oslabeni zabezpeceni, s nimzZ je spojeno
podstatné riziko naruseni davérnosti,
integrity nebo zabezpeceni Osobnich
udaji; nebo

a violation of Applicable Law
relating to the Processing of
Personal Data under this
Agreement;

poruseni Piislusnych pravnich piedpist
vztahujicich se ke Zpracovani Osobnich
udaji podle této Smlouvy;

b. but shall exclude:

b. av8ak neznamena:

any unintentional acquisition,
access, or use of Personal Data
by an employee or agent of St.
Anne’s University Hospital in
Brno if such acquisition,
access, or use was made in good
faith and does not result in
further unauthorized or
inappropriate  Processing  of
Personal Data;

jakékoli bezdétné ziskani Osobnich
udaji, pristup k nim nebo jejich pouziti
zaméstnancem nebo zastupcem
Fakultni nemocnice usv. Anny
v Brné, pokud K ziskani, pfistupu nebo
pouziti doslo v dobré vife a pokud to
nevedlo k dal§imu neopravnénému nebo
nepatficnému  Zpracovani  Osobnich
udaju;

any inadvertent disclosure by a
person who is authorized to
access Personal Data on behalf
of St. Anne’s University
Hospital in Brno to another
person authorized to access
Personal Data on behalf of St.
Anne’s University Hospital in
Brno, provided the information
received as a result of such
disclosure is not further used or
disclosed in an unauthorized or
inappropriate manner; or

jakékoli nahodné zptistupnéni Osobnich
udajii osobou, kterd je opravnéna mit
pristup ktémto udajim jménem
Fakultni nemocnice wusv. Anny
v Brné jiné osob¢, kterd je opravnéna
mit ptistup k Osobnim udajim jménem
Fakultni nemocnice wusv. Anny
v Brné, avSak stim, Ze informace
obdrzené v dusledku tohoto zptistupnéni
nebudou dale pouzity nebo zpiistupnény
neopravnénym  nebo  nepatficnym
zpisobem; nebo

any loss or unauthorized

acquisition of or access to
Encrypted  Personal  Data,
provided the  confidential

process or key that is capable of
compromising the  security,
confidentiality, or integrity of
the Encrypted Personal Data is
not also subject to loss or
unauthorized  acquisition  or
access.

jakoukoli ztratu nebo neopravnéné
ziskani ¢i  pristup  k ZaSifrovanym
Osobnim udajim, avsak stim, ze
davérny postup nebo kli¢ umoznujici
ohrozeni zabezpeceni, divérnosti nebo
integrity ZaSifrovanych Osobnich udaji
nebude rovnéz predmétem ztraty nebo
neopravnéného ziskani ¢i pristupu.

YWA?21188 CZE_en_161302_xxxxxxxxx_Amendment 1_29May2018 Final_Clean_Translated on 31-May-2018-2

Strana 7




Khl/2016/010/Ko

c. Notwithstanding paragraph (b), a
“Security Incident” shall include any
loss or unauthorized acquisition, access,
or use of Personal Data that triggers a
breach notification requirement under
Applicable Law.

c. Bez ohledu na ustanoveni odstavce (b) bude
pojem ,.Bezpe€nostni incident* zahrnovat
jakoukoli ztratu ¢i neopravnéné ziskani
Osobnich udaji, jejich neopravnéné pouziti
nebo neopravnény pristup k nim,
vyvolavajici nutnost podat oznameni
0 poruseni zabezpeceni podle Pfislusnych
pravnich piedpisi.

12. “Technical, and Organizational Security
Measures” means those administrative,
technical, and physical safeguards designed to
protect the confidentiality, security, integrity
and confidentiality of Personal Data, including
measures aimed at protecting Personal Data
against accidental or unlawful destruction or
accidental  loss, alteration, unauthorized
disclosure or access, in particular where the
Processing involves the transmission of data
over a network, and against all other unlawful
forms of Processing.

12. »Technicka a organizacni zabezpecovaci
opati‘eni“ znamenaji administrativni, technicka
a fyzickd zabezpefovaci opatfeni, kterd maji
chranit  davérnost, bezpecnost a integritu
Osobnich udaji, véetné opatfeni zaméfenych na
ochranu Osobnich tdaji proti nahodnému nebo
protipravnimu znieni nebo jejich nihodné
ztraté, pozménéni, neopravnénému zpiistupnéni
¢i neopravnénému pristupu k Osobnim udajim,
zejména tam, kde jejich Zpracovani zahrnuje
pfenos udaji v uzivatelské siti, a rovnéz proti
vSem dal$im protipravnim formam Zpracovani.

B. Identification of Parties. The Parties agree
that:

B. Identifikace smluvnich stran. Smluvni

strany souhlasi s tim, Ze:

1. St. Anne’s University Hospital in
Brno and Shire both may Process

Personal Data for their own,
independent purposes. When Processing
Personal Data for their own,

independent purposes, each Party acts as
a separate Data Controller.

1. Jak Fakultni nemocnice u sv. Anny v Brné,
tak spoleCnost Shire mohou Zpracovavat
Osobni tudaje pro své vlastni, nezavislé
ucely. Pfi Zpracovani Osobnich udajii pro
své vlastni, nezavislé ucely, jedna kazda
smluvni strana jako samostatny Spravce
udaju.

2. When Processing Personal Data for
purposes of fulfilling an obligation
under the Agreement, St. Anne’s
University Hospital in Brno and Shire
are jointly determining the purposes and
means for the Processing of Personal
Data and the Parties are acting as Joint
Controllers.

2. Pii Zpracovani Osobnich udaji pro ucely
splnéni nékteré z povinnosti podle Smlouvy
Fakultni nemocnice usv. Anny Vv Brné
a Shire spole¢né urCuji ucely a prostiedky
Zpracovani Osobnich udaji a smluvni strany
jednaji jako Spolecni spravci.

3. Nothing in this Section B shall be
interpreted to alter St. Anne’s
University Hospital in Brno obligation
to conduct the Study pursuant to the
terms of the Agreement and any

3. Nic v tomto ¢lanku B nebude vykladano tak,
aby to pozméinovalo zavazek Fakultni
nemocnice usv. Anny v Brné provadét
Studii podle podminek Smlouvy nebo
jakykoli Rozpis prace podle Smlouvy.
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Statement of Work thereunder.

C. Joint Controllers. The Parties agree that with
respect to Processing of Personal Data for purposes
of fulfilling an obligation under the Agreement:

C. Spole¢ni_spravei. Smluvni strany souhlasi
S tim, Ze co se ty¢e Zpracovani Osobnich udaja pro
ucely plnéni ustanoveni Smlouvy a smluvnich
povinnosti plati nasledujici:

1. Use and Disclosure of Personal Data.

1. Pouziti a zpristupneni Osobnich udajii.

a. The Parties’ Processing of
Personal Data shall be governed
by the Agreement, which sets out
the subject matter, duration,
nature, and purpose of the
Processing, type of Personal
Data and categories of data
subjects, and obligations and
rights of the Parties.

a. Zpracovani Osobnich udaji smluvnimi
stranami se bude fidit Smlouvou, ktera
stanovi predmét, dobu trvani, povahu
aucel Zpracovani Osobnich udajl, typ
Osobnich udaji a kategorie subjekti
udajii, arovnéz povinnosti a prava
smluvnich stran.

b. St. Anne’s University Hospital
in Brno shall Process Personal
Data in accordance with the
Study Protocol. St. Anne’s
University Hospital in Brno
agrees to obtain from each data
subject, prior to that individual’s
participation in the Study, a

b. Fakultni nemocnice u sv. Anny v Brné
bude  Zpracovavat Osobni  Udaje
v souladu s Protokolem Studie. Fakultni
nemocnice usv. Anny VBrné se
zavazuje, ze od kazdého subjektu udaji
ziskd pfed zahdjenim jeho UuCasti ve
Studii podepsany informovany souhlas
ve znéni schvaleném pisemné spole¢nosti

signed informed consent Shire akazdou pfislusnou etickou
approved in writing by Shire komisi. Tento souhlas bude spolecnost
and any applicable ethics Shire ajeji zastupce opraviiovat ke
committee. Such consent shall Zpracovani Osobnich udaji pro tyto
authorize  Shire and its ucely:
representatives  to  Process
Personal Data for the following
purposes:
i. conduct the research and I. provadéni vyzkumu a potvrzeni
to confirm  research jeho vysledk;
results;
ii. report the research results Il. oznamovani vysledk vyzkumu
to Government Vefejnym organtim;
Authorities;

iii. evaluate and improve the

iii. vyhodnoceni a zlepSeni zkoumané

treatment, diagnostic, or 1écby, diagnostiky, nebo
preventative therapy preventivni terapie;
being investigated;

iv. assure the safety, IV. zajiSténi  bezpecnosti, ucinnosti
effectiveness and quality akvality vyzkumu azkoumané
of the research and the 1é¢by, diagnostiky, nebo
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treatment, diagnostic, or
preventative therapy
being investigated,

preventivni terapie;

v. comply with Applicable

V. dodrzovani Pfislusnych pravnich

Law; predpisu;

vi. conduct new research vi. provadéni nového vyzkumu
related to the disease or souvisejictho  se  zkoumanym
condition being onemocnénim nebo zdravotnimi

investigated, or related to
the treatment, diagnostic,
or preventative therapy
being investigated;

obtizemi, nebo souvisejicitho se
zkoumanou 1écbou, diagnostikou,
nebo preventivni terapif;

vii. develop proposals for vii. vypracovani navrhtt pro nové
new research protocols; protokoly vyzkumu; a
and
viii. improve the design and viil. zlepSeni uspotfadani a efektivity
efficiency  of  future budoucich vyzkumnych studii.
research studies.
c. Shire shall not attempt to re- c. Shire se nebude pokouSet zpétné

identify data subjects except as

identifikovat subjekty tdaja, pokud to

necessary: nebude nezbytné:
I. To comply with i. pro dodrzovani Piislusnych

Applicable Law. pravnich ptedpisu,

ii. For purposes of ii. pro ucely monitorovani provadéni
monitoring the conduct of Studie,
the Study.

iii. For purposes of iii. pro ucely monitorovani,
monitoring, investigating, prosetfovani a reagovani na

and responding to
adverse events.

nezadouci ptihody,

iv. In order to respond to a
claim or proceeding
brought by a data subject
in connection with the
Study.

iv. za uCelem reagovani na vzneseny
narok nebo pravni fizeni zahajené
subjektem udaju v souvislosti se
Studii.

2. Compliance with Applicable Law.

2. Dodrzovani Prislusnych pravnich predpisii.

Both Parties agree to comply with all
Applicable Law throughout the term of the
Agreement.

Ob¢ smluvni strany se zavazuji dodrzovat
Ptislusné pravni ptedpisy po celou dobu trvani
Smlouvy.

a. Both Parties understand that they
have a duty to stay informed of

a. Ob¢ smluvni strany jsou si védomy, ze
maji za povinnost byt po celou dobu

possible changes to such laws trvani  Smlouvy =~ vzdy = informovany
throughout the course of this 0 pfipadnych zménach téchto pravnich
predpistl.
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Agreement.

b. Both Parties mutually covenant
not to place the other in violation
of Applicable Law.

b. Obé smluvni strany se vzajemné
zavazuji, ze nezpusobi, aby druha
smluvni strana porusila Ptislusné pravni
ptredpisy.

3. Registration of Data Processing.

3. Registrace Zpracovani udajii.

It is the responsibility of each Party to effect
and maintain all registrations for the Processing
of Personal Data as required under Applicable
Law.

Kazda smluvni strana odpovida za to, ze zafidi
abude udrzovat veskeré druhy registrace
Zpracovani Osobnich udaja, které Piislusné
pravni predpisy vyzaduji.

4. Data Protection Assistance.

4. Pomoc pri ochrané udaji.

a. Data Protection Impact
Assessment. The Parties shall
cooperate and assist each other
with respect to any data
protection impact assessments
and/or prior consultations with
Government  Authorities  that
may be required in respect of
Processing carried out under the
Agreement.

a. Posouzeni vlivu na ochranu udaji.
Strany budou vzajemné spolupracovat
apomahat si pii jakémkoli postupu
posouzeni vlivu na ochranu udaji a/nebo
pii ptedbéznych konzultacich
S Vefejnymi organy, které mohou byt
pozadovany v souvislosti se
Zpracovanim podle Smlouvy.

b. The Parties shall promptly make
available to each other all
information necessary to
demonstrate compliance with
this Schedule 1 and Applicable
Law, and shall cooperate with
relevant Government
Authorities.

b. Smluvni strany jedna druhé neprodlené
zptistupni veSkeré informace potiebné
k prokazani dodrzovani ustanoveni této
Ptilohy 1 a Prislusnych pravnich
predpisd, a budou spolupracovat
S pfisluSnymi Vefejnymi organy.

5. Privacy and Security Programs.

5. Programy ochrany soukromi a zabezpeceni.

During the term of this Agreement, the Parties
will each maintain a comprehensive privacy and
security program designed to ensure that
Personal Data will only be Processed in
accordance with this Schedule 1 (a “Privacy
Program”), including the appointment of a data
protection officer as required by Applicable
Law.

Béhem trvani této Smlouvy bude kazda smluvni
strana udrZovat komplexni program ochrany
soukromi a zabezpeCeni vytvofeny tak, aby
zajistil, ze Osobni udaje budou Zpracovany
pouze vsouladu stouto Piilohou 1 (dale jen
,Program ochrany soukromi®), véetne
jmenovani povéience pro ochranu osobnich
udajii podle pozadavkd Ptislusnych pravnich
predpistl.

a. Security Measures. The Parties
will ~ implement  appropriate

a. Bezpecnostni opatreni. Smluvni strany
zavedou vhodnd Technicka a organizaéni
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Technical and Organizational
Measures to protect Personal
Data and ensure a level of
security appropriate to the risk as
required by Applicable Law. The
Parties agree to regularly test,
assess and  evaluate  the
effectiveness of the measures for
ensuring  the  security of
Processing.

opatieni na ochranu Osobnich udaji
a zajisti uroven zabezpeceni pfiméfenou
rizikim podle pozadavki Piislusnych
pravnich pfedpisti. Smluvni strany se
zavazuji  k pravidelnému  testovani,
posuzovani a hodnoceni ucinnosti téchto
opatieni k zajisténi bezpecnosti
Zpracovani.

Encryption. The Parties agree
that all Personal Data transferred
to or stored on any mobile
device, including but not limited
to smart phones, laptop
computers,  compact  discs,
PDAs, thumb drives, backup
tapes, and/or zip drives, shall
utilize Encryption.

Sifrovani. Smluvni strany souhlasi s tim,
ze Osobni udaje pfenesené na jakékoli
mobilni zafizeni nebo ulozené na
jakémkoli mobilnim zafizeni, jako jsou
napiiklad chytré telefony, notebooky,
kompaktni disky, PDA, pfenosné USB
disky (,,flash disky*), zalozni pasky
a/nebo jednotky ZIP, budou pouzivat
Sifrovéni.

6. Oversight of Personnel.

6. Dohled nad persondlem.

a. Confidentiality. The Parties shall

ensure that their personnel
engaged in the Processing of
Personal Data are informed of
the confidential nature of the
Personal Data, have received
appropriate training on their
responsibilities, and have
executed written confidentiality

agreements. St. Anne’s
University Hospital in Brno
shall ensure that such

confidentiality obligations
survive the termination of the
personnel engagement.

a. Duvernost. Smluvni strany zajisti, aby

jejich personal, zabyvajici se
Zpracovanim  Osobnich udaji, byl
informovan o divémém  charakteru
Osobnich 1daji, aby byl patficné
zaskolen ohledné svych povinnosti, a aby
byly se ¢leny personalu uzavieny
pisemné smlouvy o zachovani
davérnosti. Fakultni nemocnice u Sv.
Anny v Brné zajisti, aby tyto zavazky
zachovavat divérnost pretrvavaly i po
ukonéeni vztahii s personalem.

Limitation of Access. The Parties
shall ensure that access to
Personal Data is limited to those
personnel performing services in
accordance with the Agreement.

Omezeni pristupu. Smluvni strany zajisti,
aby byl pfistup k Osobnim udajim
omezen na personal provadéjici sluzby
v souladu se Smlouvou.

7. Security Incidents.

7. Bezpecnostni incidenty.

a. Notification of Security

Incidents. The Parties agree to

a. Ohlasovani Bezpecnostnich incidentu.

Smluvni strany se zavazuji, Ze si budou
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notify each other within thirty-
six (36) hours of discovery of a
Security Incident.

vzajemné oznamovat zjisténi
Bezpecnostniho incidentu do tficeti Sesti

(36) hodin.

In the course of notification to
each other, the Parties will
provide, as feasible, sufficient
information for the Parties to
jointly assess the Security
Incident and make any required
notification to any Government
Authority within the timeline
required by Applicable Law.
Such information may include,
but is not necessarily limited to:

V ramci tohoto ohlaseni si smluvni strany
poskytnou podle moznosti dostateéné
informace Kk tomu, aby smluvni strany
mohly spoleéné posoudit Bezpecnostni
incident avydat veSkera pozadovana
ozndmeni kterémukoli Vetfejnému organu
Vv Casové lhat¢ stanovené Piislusnymi
pravnimi pfedpisy. Napiiklad se mize
jednat o tyto informace:

i. The nature of the
Security Incident, the
categories and
approximate number of
data subjects and
Personal Data records;

i. Charakter Bezpecnostniho
incidentu, kategorie a piiblizny
pocet subjektd udaji a zdznamt
obsahujicich Osobni tdaje;

ii. The likely consequences
of the Security Incident,
in so far as consequences
are able to be determined;
and

ii. pravdépodobné nasledky
Bezpecnostniho incidentu, v té
mifte, v jaké 1ze nasledky urcit; a

iii. Any measures taken to
address or mitigate the
incident.

iii. veskera opatfeni k feSeni incidentu
nebo zmirnéni jeho nasledki.

The Parties will jointly decide on
the Dbasis of all available
information and Applicable Law
if the Security Incident will be
considered a Data Security
Breach and arrange  for
notification to data subjects
and/or Government Authorities if
required by law. Where the
Parties decide that notification is
required by law, St. Anne’s
University Hospital in Brno
shall be  responsible  for
providing such notification.

Na zakladé vSech dostupnych informaci
a PtisluSnych pravnich ptedpisi smluvni
strany spolecné rozhodnou, zda se bude
Bezpecnostni  incident pokladat za
PoruSeni zabezpeceni udajli, a zajisti
ohlaSeni incidentu subjektim daji
a/nebo Vefejnym organtim, pokud to
pravni predpisy vyzaduji. V piipadech,
kdy smluvni strany rozhodnou, ze takové
ohlaseni pravni predpisy vyzaduji, bude
za toto ohldSeni odpovidat Fakultni
nemocnice u sv. Anny v Brné.

Assistance in Event of Security
Incident. In the event of a
Security Incident relating to the

Pomoc V pripadé Bezpecnostniho
incidentu. V piipadé Bezpeénostniho
incidentu tykajiciho se Osobnich udaji,
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Personal Data collected or
received by St. Anne’s
University Hospital in Brno
under this Agreement, St.
Anne’s University Hospital in
Brno agrees to assist and fully
cooperate as instructed by Shire
with any internal investigation or
external investigation by third
parties, such as law enforcement,
through  the  provision  of
information, employees,
interviews, materials, databases,
or any and all other items
required to fully investigate and
resolve any such incidents and
provide information necessary to
provide required notifications.
St. Anne’s University Hospital
in Brno agrees to take such
remedial actions as the Parties
mutually agree is warranted,
such agreement not to be
unreasonably withheld by St.
Anne’s University Hospital in
Brno.

které¢ Fakultni nemocnice u sv. Anny
Vv Brné shromazdila nebo obdrzela podle
této Smlouvy, zavazuje se Fakultni
nemocnice u sv. Anny v Brné
poskytnout pomoc apodle pokyni
spolecnosti Shire v plné mife
spolupracovat pfi jakémkoli internim
nebo externim Setfeni provadéném tietimi
stranami, napiiklad donucovacimi
organy, ato tak, ze poskytne informace,
zameéstnance, moznost pohovort,
materidly, databaze nebo jakékoli
avSechny dalsi polozky potiebné

K pInému proSetteni a vyreSeni
jakychkoli takovych incidentd, aze
poskytne informace potiebné

k pozadovanym ohlasenim incidentu.
Fakultni nemocnice u sv. Anny v Brné
se zavazuje podniknout takové kroky
K napravé, které jsou podle vzajemné
dohody smluvnich stran nutné, s tim, ze
Fakultni nemocnice u sv. Anny v Brné
nebude neodivodnéné odmitat na
takovou dohodu piistoupit.

St. Anne’s University Hospital
in Brno shall not disclose,
without Shire ’s prior written
approval, any information related
to the suspected Security
Incident to any third party other
than a vendor hired to
investigate/mitigate such
Security Incident and bound by
confidentiality obligations,
except as required by Applicable
Law.

S vyjimkou piipadi, kdy to Piislusné
pravni pfedpisy vyzaduji, Fakultni
nemocnice usv. Anny Vv Brné bez
predchoziho pisemného svoleni
spole€nosti  Shire nezpfistupni Zadné
informace tykajici se podezieni na
Bezpecnostni incident Zadné treti strané,
kromé dodavatele najatého
Kk prosetfeni/zmirnéni dasledki daného
Bezpecnostniho incidentu, ktery je
zavazan zachovavat diveérnost.

St. Anne’s University Hospital
in Brno agrees to indemnify
Shire for all losses resulting from
any Security Incident due to
negligence or willful misconduct
by St. Anne’s University
Hospital in Brno, its agents, its
affiliates, or any Processor

Fakultni nemocnice u sv. Anny v Brné
souhlasi stim, Ze odSkodni spolecnost
Shire za veSkeré ztraty zplsobené
Bezpe€nostnim  incidentem  vzniklym
Vv disledku nedbalosti nebo Umyslného
poruSeni povinnosti Fakultni nemocnici
usv. Anny v Brné, jejimi zastupci,
jejimi pfidruzenymi spole¢nostmi nebo
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retained by St.  Anne’s
University Hospital in Brno,
including but not limited to legal
damages, government penalties,
and/or mitigation expenses.

kterymkoli ~ Zpracovatelem  najatym
Fakultni nemocnici u sv. Anny v Brné,
coz mimo jiné zahrnuje i ndhrady pravné
vymezenych Skod, pokuty ulozené
vladnimi ufady a/nebo ndklady na
zmirnovani disledk.

YWA?21188 CZE_en_161302_xxxxxxxxx_Amendment 1_29May2018 Final_Clean_Translated on 31-May-2018-2

Strana 15




Khl/2016/010/Ko

8. Rights of Data Subjects.

8. Prava subjekti udajui.

a. The Parties agree that, as

between them, St. Anne’s
University Hospital in Brno is
best able to manage requests
from data subjects for access,
amendment, transfer, blocking,
or deletion of Personal Data. In
the event Shire receives a request
from a data subject for such
access, amendment, transfer,
blocking, or deletion, Shire shall
forward the request to St
Anne’s University Hospital in
Brno.

a. Smluvni strany souhlasi stim, ze
Fakultni nemocnice u sv. Anny v Brné
je stranou nejlépe schopnou vyfizovat
zadosti  subjektii  udaji o pfistup
k Osobnim tdajum, o jejich opravu,
pfevod, zablokovdni nebo vymazani.
Pokud spole¢nost Shire obdrzi od
subjektu udaji zadost o takovy pfistup
k Osobnim tdajum, o jejich opravu,
prevod, zablokovani nebo vymazani,
postoupi spolecnost Shire tuto Zzadost
Fakultni nemocnici u sv. Anny v Brné.

St. Anne’s University Hospital
in Brno shall respond to data
subjects’ requests for access,
amendment, transfer, blocking,
or deletion of Personal Data in
accordance with Applicable Law
and the Agreement. St. Anne’s
University Hospital in Brno
acknowledges that in order to
maintain the integrity of Study
results, the ability to amend,
block, or delete Personal Data
may be limited, in accordance
with Applicable Law.

b. Fakultni nemocnice u sv. Anny v Brné
bude na zadosti subjektt tidaji o ptistup
k Osobnim tudajum, o jejich opravu,
pfevod, zablokovani nebo vymazani
reagovat v souladu s Pfislusnymi
pravnimi ptredpisy a Smlouvou. Fakultni
nemocnice usv. Anny v Brné bere na
védomi, ze moznost opravovat, blokovat
nebo vymazavat Osobni idaje mlze byt
v souladu s Piislusnymi zakony omezena,
aby byla zachovana integrita vysledki
Studie.

Shire acknowledges that data
subjects may withdraw their
informed consent to Study
participation and consent to
Processing of Personal Data at
any time. St. Anne’s University
Hospital in Brno shall promptly
notify Shire of any such
withdrawal that may affect the
use of the Personal Data under
the Agreement.

c. Shire bere na védomi, Ze subjekty udajt
mohou kdykoli odvolat informovany
souhlas stcasti ve Studii i souhlas se
Zpracovanim Osobnich udaji. Fakultni
nemocnice  usv. Anny Vv Brné
neprodlené¢ vyrozumi Shire o jakémkoli
takovém odvolani souhlasu, které mize
ovlivnit pouzivani Osobnich udajia podle
Smiouvy.
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9. Notification of Inspection.

9. Ohlaseni kontroly.

St. Anne’s University Hospital in Brno agrees
to promptly notify Shire of any inspection or
audit by a Government Authority concerning
compliance with Applicable Law to the extent
related to the services provided under the
Agreement.

Fakultni nemocnice usv. Anny Vv Brné se
zavazuje neprodlené vyrozumét Shire o jakékoli
kontrole nebo auditu provadéném Vefejnym
organem a tykajicim se dodrzovani Ptislusnych
pravnich piedpist v tom rozsahu, v jakém se to
tyka sluzeb poskytovanych podle Smlouvy.

10. Cross-Border Data Transfers.

10. Preshranicni predavani udajii.

a. The Parties agree to only transfer
Personal Data outside of the
European Economic Area or
Switzerland as allowed pursuant
to Applicable Law.

a. Smluvni strany souhlasi s tim, zZe budou
piedavat Osobni udaje mimo Evropsky
hospodaisky prostor nebo Svycarsko
pouze tak, jak to dovoluji Pfislusné
pravni predpisy.

11. Records.

11. Zdznamy.

Each Party shall maintain a written record of all
Processing activities carried out under the
Agreement. Such record shall contain, at a
minimum:

Kazd4a smluvni strana bude vést pisemny zdznam
o vSech cinnostech Zpracovani provadénych
podle Smlouvy. Tento zaznam bude obsahovat
nejménc:

a. The name and contact details of a. jméno  akontaktni  Udaje  vSech
any Processors; Zpracovateli;

b. The name and contact details of b. jméno akontaktni tudaje povéfencu
the Processors’ data protection Zpracovateli pro ochranu osobnich

officers; udaju;
c. The categories of Processing Cc. kategorie provadéného Zpracovani;
carried out;

d. Transfers to third countries or
international organizations and
documentation of the suitable
safeguards employed,;

d. predavani udaji do tfetich zemi nebo
mezinarodnim organizacim
adokumentaci  dokladajici  pouzita
vhodna zabezpecovaci opatieni;

e. A general description of the
Technical and Organizational
Measures taken to safeguard the
Personal Data.

e. obecny popis Technickych
a organizacnich opatfeni pfijatych pro
ochranu Osobnich tdaj.

St. Anne’s University Hospital in Brno shall
provide such written record to Shire promptly
upon request and agrees that such written record
may be submitted by Shire to any third- party
data controller (where applicable) and to
relevant Government Authorities.

Fakultni nemocnice usv. Anny Vv Brné
poskytne tento pisemny zdznam neprodlené na
pozadani spolecnosti Shire a souhlasi s tim, Ze
Shire muze tento pisemny zdznam piedat
kterémukoli spravci udaju tfeti strany (kde je to
relevantni) a piisluSnym Vetejnym organtim.

12. Processors.

12. Zpracovatelé.

a. The Parties agree that all

a. Smluvni strany souhlasi stim, Ze
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Processing agreements shall be
in writing and that Processors
shall be required to comply with

vSechny smlouvy o Zpracovani budou
pisemné aze se od Zpracovateli bude
pozadovat, aby dodrzovali ustanoveni

the terms of this Schedule 1. této Prilohy 1.

b. Each Party shall be responsible b. Kazdd ze smluvnich stran bude nést
for any noncompliance with the odpovédnost za jakékoli nedodrzeni
terms of this Schedule 1 by a ustanoveni této Piilohy 1 Zpracovatelem,
Processor it has engaged, which kterého  najala, atoto nedodrZeni

noncompliance will constitute a
breach as if committed directly
by that Party.

ustanoveni bude pfedstavovat poruSeni
smluvnich ustanoveni stejnym zptisobem,
jako by je pfimo porusila dand smluvni
strana.

13. Delegation.

13. Prevedeni.

Shire may delegate its rights and obligations
under this Schedule 1 to an Affiliate of Shire.

Spolecnost Shire muze pievést sva prava
a povinnosti podle této Ptilohy 1 na nékterou
svou Pfidruzenou spolecnost.

14. Shire Right to Audit.

14,
auditu.

Pravo spolecnosti Shire na provedeni

Shire or any agent, representative, or third party
working on Shire’s behalf, shall have the right
to audit St. Anne’s University Hospital in
Brno during St. Anne’s University Hospital in
Brno’s normal business hours and on
reasonable notice in order to monitor
compliance with the terms of this Schedule 1.
Each Party shall bear their own expenses in
relation to such audit. If St. Anne’s University
Hospital in Brno is found to be in breach of the
terms of this Schedule 1 and such breach is
capable of cure, St. Anne’s University
Hospital in Brno will have five (5) days to the
cure the breach. If the breach is not cured within
five (5) days or is incapable of cure, Shire has
the right to immediately terminate the
Agreement, including any applicable Statements
of Work hereunder, without penalty.

Spole¢nost Shire nebo kterykoli jeji agent,
zastupce nebo tfeti strana pracujici jejim jménem
bude mit pravo provést audit ve Fakultni
nemocnici u sv. Anny v Brné béhem normalni
pracovni doby ve Fakultni nemocnici u sv.

Anny vBrné na zdkladé  oznameni
S pfiméfenym pfedstihem za ucelem
monitorovani  dodrZovani  ustanoveni  této

Ptilohy 1. Kazda ze smluvnich stran uhradi své
vlastni naklady souvisejici s takovym auditem.
Pokud bude zjisténo, ze Fakultni nemocnice
usv. Anny Vv Brné porusila ustanoveni této
Ptilohy 1 atakové poruseni lze napravit, bude
mit Fakultni nemocnice u sv. Anny v Brné pét
(5) dnd na napravu takového porusSeni
ustanoveni. Pokud nebude poruSeni ustanoveni
napraveno do péti (5) dnd nebo pokud je nelze
napravit, bude mit spole¢nost Shire pravo
okamzit¢ abez jakychkoli postihi ukoncit
Smlouvu, vcetné zruSeni vSech pfisluSnych
Rozpistli prace podle Smlouvy.

15. Effect of Violation.

15. Ucinek poruseni ustanoveni.

Failure to comply with any provision of this
Schedule 1 shall constitute a material breach of

Nedodrzeni  kteréhokoli  ustanoveni  této
Piilohy 1 bude predstavovat zdvazné poruSeni
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the Agreement.

Smlouvy.

16. Survival.

16. Pretrvavajici platnost.

The obligations of confidentiality and data
privacy under this Schedule 1 will survive the
termination  and/or  expiration of this
Agreement, including any Statement of Work
hereunder.

Zavazky zachovavat divérnost a chranit osobni
udaje podle této Prilohy 1 pfetrvaji ukonceni
platnosti a/nebo vyprSeni doby platnosti této
Smlouvy, véetné veskerych Rozpist prace podle
této Smlouvy.

D. Personal Data of Study Staff. St. Anne’s
University Hospital in Brno shall be responsible
for obtaining any necessary consents from Principal
Investigator and all other Study Staff to the
Processing of their Personal Data, as required under
applicable laws Such consent shall inform Principal
Investigator and Study Staff of, and obtain their
agreement to, the following:

D. Osobni udaje studijniho personalu.
Fakultni nemocnice u sv. Anny v Brné bude
odpovidat za ziskani vSech nezbytnych svoleni
od Hlavniho zkouSejiciho a ostatnich clenil
Studijniho persondlu ke Zpracovani jejich
Osobnich udajt, jak vyZaduji Pfislusné pravni
pfedpisy. Tento dokument souhlasu bude
Hlavniho zkouSejiciho a Studijni personal
informovat o nasledujicich bodech a ziska k nim
jejich svoleni:

1. That their Personal Data, including
name, contact details, government
identification number, and financial
information relating to, among other
matters, compensation and
reimbursement payments for Study
conduct, will be Processed by Shire and
Shire ’s Affiliates and agents in order to:

1. Jejich Osobni tudaje, vcetné jména,
kontaktnich udaji, rodného cisla a finan¢nich
informaci tykajicich se naptiklad odmény
a thrady nakladli v ramci provadéni Studie,
bude Zpracovavat spolenost Shire a jeji
Ptidruzené spole¢nosti a zastupci pro tyto
ucely:

a. Comply with Shire ’s and its
Affiliate’s  obligations under
Applicable Law,

a. dodrZovani povinnosti spolecnosti Shire
ajejich Pfidruzenych spolec¢nosti, které
jim ukladaji Ptislu§né pravni piedpisy,

b. Assess the suitability of the
Investigator and Study Staff for

b. posouzeni  vhodnosti  Zkousejiciho
a Studijniho personalu pro Studii,

the Study,

c. Prepare and submit regulatory C. priprava a piedlozeni dokumentace podle
filings, correspondence, and regulatornich predpisti, korespondence
communications to Government a komunikaci s Vefejnymi  organy
Authorities  concerning  the ohledné¢ Studie,

Study,
d. Conduct safety reporting and d. ohlaSovani tykajici se bezpecnosti

pharmacovigilance relating to the
Study,

avykon farmakovigilance v souvislosti
se Studii,

e. Disclose payments and other
transfers of value to St. Anne’s
University Hospital in Brno

€. oznameni o platbach a poskytnuti jinych
hodnotnych plnéni Fakultni nemocnici
usv. Anny v Brné a Zkousejicimu pro
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and Investigator in order to
comply  with  transparency
reporting laws, including but not
limited to the US Physician
Payments Sunshine Act and
implementing regulations, as
well as industry codes of practice
or standards to which Shire
and/or Shire’s Affiliates are
subject, and

dodrzeni pravnich predpist
o transparentnosti a ohlaSovani, jako je
napftiklad zdkon USA o platbach 1é¢kaitim
Physicians’ Payment Sunshine Act a jeho
provadéci predpisy, a dodrzeni
oborovych kodexti praxe nebo oborovych
standardl vztahujicich se na spole¢nosti
Shire a/nebo jeji Pridruzené spolecnosti;
a

f. Consider from time to time
potential sites and investigators
for future studies.

f. obcasné posouzeni potencidlnich mist
provadeéni klinického hodnoceni
a zkousSejicich pro budouci studie.

2. That their Personal Data may be made
available to Government Authorities and
ethics committees in jurisdictions
around the world.

Jejich Osobni tidaje mohou byt zpfistupnény
Vefejnym organim a etickym  komisim
Vv jurisdikcich na celém svété.

3. That their Personal Data may be
transmitted to countries around the
world, including to countries whose data
protection laws do not provide the same
level of protection as that where they are
located.

Jejich Osobni tdaje mohou byt pfenasSeny do
zemih na celém svété, vCetné zemi, kde
zdkony na ochranu osobnich udaji
neposkytuji stejnou Groven ochrany jako
VvV zemi, kde se nachazeji.

4. That they may request access,
amendment, blocking, or deletion of
their Personal Data by Shire and Shire ’s
Affiliates under Applicable Law.

Mohou si podle Piislusnych pravnich
pfedpisi  od spolecnosti Shire a jejich
Pfidruzenych spole€nosti vyzadat pfistup,
opravu, zablokovani nebo vymazani svych
Osobnich udajt.

YWA?21188 CZE_en_161302_xxxxxxxxx_Amendment 1_29May2018 Final_Clean_Translated on 31-May-2018-2

Strana 20




