EXHIBIT B PRIiLOHA B

DATA PRIVACY AGREEMENT —- STANDARD DOHODA O ZPRACOVANI OSOBNiCH UDAJU -

CONTRACTUAL CLAUSES STANDARDNI SMLUVNI DOLOZKY
SECTION I ODDIL I
Clause 1 Dolozka 1
Purpose and scope Ugel a oblast piisobnosti
a) The purpose of these standard contractual a) Utelem téchto standardnich smluvnich
clauses is to ensure compliance with the dolozZek je zajistit dodrzovani pozadavk
requirements of Regulation (EU) uvedenych  vnatfizeni  Evropského
2016/679 of the European Parliament and parlamentu a Rady (EU) 2016/679 ze dne
of the Council of 27 April 2016 on the 27.dubna 2016 o ochrané¢ fyzickych
protection of natural persons with regard osob v souvislosti se zpracovianim
to the processing of personal data and on osobnich 1udaji aovolném pohybu
the free movement of such data (General téchto udajii (obecné natizeni o ochrané
Data Protection Regulation)! for the 0daj)!, pokud jde o predavani osobnich
transfer of personal data to a third udaju do treti zemé.
country.
b) The parties (as named in Annex I of b) Strany (jak jsou uvedeny v Priloze 1
Exhibit C): Standardnich smluvnich doloZek):

i.  the natural or legal person(s), public i. fyzickd nebo pravnickd osoba Ci
authority/ies, agency/ies or other osoby, organ ¢i organy veiejné moci,
body/ies (hereinafter ‘entity/ies’) agentura ¢i agentury nebo jiny
transferring the personal data, as subjekt ¢i jiné subjekty (dale jen
listed in Annex LA (hereinafter each ,subjekt ¢i ,,subjekty*) predavajici
‘data exporter’), and osobni tudaje, uvedené v piiloze

I ¢asti A (dale jen ,,vyvozce udaju‘),
a

1 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. / Pokud je vyvozcem udaju zpracovatel, na né€jz se vztahuje nafizeni (EU) 2016/679 a ktery jedna jménem organu nebo subjektu
Unie jako spravce, spoléhani se na tyto dolozky pii zapojeni jiného zpracovatele (dil¢i zpracovani), na kterého se nafizeni (EU) 2016/679
nevztahuje, rovnéz zajist'uje 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 udaji organy, institucemi a jinymi subjekty Unie, a o volném pohybu téchto tidajti a o zruseni
natizeni (ES) & 45/2001 a rozhodnuti 1247/2002/ES (Ut. vést. L 295 ze dne 21.11.2018, s. 39), v rozsahu, v némz jsou tyto dolozky a povinnosti
tykajici se ochrany udaji stanovené ve smlouvé nebo jiném pravnim aktu mezi spravcem a zpracovatelem podle ¢l. 29 odst. 3 natfizeni (EU)
2018/1725 sladény. To bude zejména piipad, kdy se spravce a zpracovatel spoléhaji na standardni smluvni dolozky obsazené v rozhodnuti 2021/915.
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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 LA
(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 [.B.

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

a) These Clauses set out appropriate
safeguards, including enforceable data
subject rights and effective legal
remedies, pursuant to Article 46(1) and
Article 46(2)(c) of Regulation (EU)
2016/679 and, with respect to data
transfers from controllers to processors
and/or processors to processors, standard
contractual  clauses  pursuant to
Article 28(7) of Regulation (EU)
2016/679, provided 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 (as named in
Annex I of Exhibit C) 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.
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ii.

c)

d)

a)

subjekt ¢i subjekty ve treti zemi,
pfijimajici pfimo nebo nepiimo
prostiednictvim jiného subjektu, jenz
je rovnéz stranou téchto dolozek,
osobni udaje od vyvozce udaju,
uvedené v piiloze I ¢asti A (déle jen
,dovozce udaju‘),
se dohodly na téchto standardnich
smluvnich  doloZzkdch  (ddle jen
,»dolozky*).
Tyto dolozky se pouziji s ohledem na
pfedavani osobnich udaji podle piilohy
I casti B.
Dodatek k témto dolozkdm obsahujici
prilohy, na néz se v téchto dolozkach
odkazuje, tvori nedilnou soucast téchto
dolozek.

DoloZka 2
Utinek a neménnost doloZek

Tyto dolozky stanovi vhodné zaruky,
vCetné vymahatelnych prav subjektu
udajii aufinné pravni ochrany, podle
Cl. 46 odst. 1 acl.46 odst.2 pism. c)
nafizeni (EU) 2016/679 a s ohledem na
predavani udaji od spravcu
zpracovateliim a/nebo od zpracovatelt
zpracovateliim, standardni  smluvni
dolozky podle Ccl.28 odst. 7 nafizeni
(EU) 2016/679, pokud nebudou
zménény, s vyjimkou vybéru vhodného
modulu (vhodnych moduli) nebo za
ucelem pfiddni nebo  aktualizace
informaci v dodatku. To smluvnim
stranam (jak jsou uvedeny v Piiloze 1
Standardnich smluvnich dolozek)
nebrdni v tom, aby zahrnuly standardni
smluvni dolozky stanovené v téchto
dolozkiach do Sir§i smlouvy a/nebo
pridaly dalsi dolozky nebo dodatecné
zaruky, pokud nebudou piimo nebo
nepfimo v rozporu s témito dolozkami
nebo nebudou dotéena zadkladni prava
nebo svobody subjektt udaja.
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b)

ii.
1ii.
1v.
Vi.

vii.
viii.

b)

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:

Clause 1, Clause 2, Clause 3, Clause

6, Clause 7;

Module Four: Clause 8.1 (b) and

Clause 8.3(b);

N/A

N/A

Clause 13;

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

Clause 16(e);

Module Four: Clause 18.
Paragraph (a) is without prejudice to
rights of data subjects under Regulation
(EU) 2016/679.

Clause 4
Interpretation

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

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

These Clauses shall not be interpreted in
a way that conflicts with rights and
obligations provided for in Regulation
(EU) 2016/679.
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b) Témito dolozkami nejsou doteny
povinnosti, které se vztahuji na vyvozce
udajt na zaklad¢ natizeni (EU) 2016/679.

DoloZka 3
Opravnéné treti strany

a) Subjekty udaji se mohou jako opravnéné
treti strany ve vztahu k vyvozci a/nebo
dovozci udaji dovolavat téchto dolozek
avymahat je, ato snasledujicimi
vyjimkami:

i. dolozka 1, dolozka 2, dolozka 3,
dolozka 6, dolozka 7;

ii. modul 4: dolozka 8.1 pism. b)
a doloZka 8.3 pism. b);

ii. N/A

iv.  N/A

v. dolozka 13;

vi.  doloZzka 15.1 pism. c), d) ae);

vii.  doloZka 16 pism. e);

viii.  modul 4: doloZka 18.

b) Pismenem a) nejsou dotena prava
subjekti udajii 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 natizeni.

b) Tyto dolozky je tieba c¢ist a vykladat
s ohledem na ustanoveni nafizeni (EU)
2016/679.

c) Tyto dolozky nebudou vykladdny
zddnym zpasobem, ktery by byl
V rozporu s pravy a povinnostmi
stanovenymi v natizeni (EU) 2016/679.
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Clause 5
Hierarchy

In the event of a contradiction between these
Clauses and the provisions of related agreements
between the parties (as named in Annex I of
Exhibit C), 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.

Clause 7 - Optional
Docking clause

a) An entity that is not a party to these
Clauses may, with the agreement of the
parties (as named in Annex I of Exhibit
C), 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 L.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.
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DoloZka 5
Hierarchie

V ptfipadé¢ rozporu mezi témito dolozkami
austanovenimi  souvisejicich dohod mezi
stranami (jak jsou uvedeny v Priloze 1
Standardnich  smluvnich  doloZzek), 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 udaji, které jsou predavany,
a ucel nebo ucely, pro které jsou piedavany, jsou
uvedeny v pfiloze I ¢asti B.

DoloZka 7 - Volitelna
DoloZka o pristoupeni

a) Subjekt, ktery neni stranou téchto
dolozek, mtze se souhlasem stran (jak
jsou uvedeny v Piiloze 1 Standardnich
smluvnich doloZek) k témto doloZkam
kdykoli pfistoupit, bud’ jako vyvozce
udaji, nebo jako dovozce udajt, ato

vyplnénim  dodatku  a podepsdnim
prilohy I ¢asti A.
b) Poté, co pfistupujici subjekt vyplni

dodatek a podepise ptilohu I ¢ast A, stane
se stranou téchto dolozek a md prava
apovinnosti  vyvozce udaji  nebo
dovozce 1udaji vsouladu se svym
urcenim v priloze I ¢asti A.

c) Piistupujici subjekt nema zZadna prava ani
povinnosti na zakladé téchto dolozek
plynouci z obdobi pied tim, nez se stal
stranou.
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SECTION II - OBLIGATIONS OF THE
PARTIES (as named in Annex I of Exhibit C)

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.

a)

b)

c)

d)

8.1 Instructions

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

The data exporter shall immediately
inform the data importer if it is unable to
follow those instructions, including if
such instructions infringe Regulation
(EU) 2016/679 or other Union or
Member State data protection law.

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.

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.
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ODDIL IT - POVINNOSTI STRAN (jak jsou
uvedeny v Ptiloze 1 Standardnich smluvnich

dolozek)
DoloZka 8

Zaruky ochrany udaji

Vyvozce udaju zarucuje, ze vynalozil pfimérené
usili, aby mohl stanovit, zda je dovozce udaji
schopen — zavedenim vhodnych technickych
a organizacnich opatfeni — plnit své povinnosti
podle téchto dolozek.

a)

b)

c)

d)

8.1. Pokyny

Vyvozce udajii zpracovava osobni udaje
pouze na zaklad¢é dolozenych pokynt od
dovozce udaji, ktery jedna jako jeho
spravce.

Vyvozce udaji neprodlené¢ informuje
dovozce udaji, pokud neni schopen tyto
pokyny dodrzovat, vcetn¢ pripadi, kdy
tyto pokyny porusuji natfizeni (EU)
2016/679 nebo jiné pravni predpisy Unie
nebo Clenského statu v oblasti ochrany
udaju.

Dovozce tudaji se zdrzi piijiméni
jakychkoli opatieni, kterd by vyvozci
udaji brénila v plnéni jeho povinnosti
podle natizeni (EU) 2016/679, mimo jiné
v kontextu dil¢iho zpracovani, nebo
pokud se jedna o spolupréci
s ptislusnymi dozorovymi trady.

Po skonceni poskytovani
zpracovatelskych sluzeb vyvozce udajt
v souladu s volbou dovozce tudaji
vymaze  vSechny  osobni  udaje

zpracovavané jménem dovozce udaji
apotvrdi dovozci udaji, Ze tak ucinil,
nebo dovozci tdaju vrati vSechny osobni
udaje  zpracovdavané jeho jménem
a vymaze vSechny existujici kopie.
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a)

b)

8.2 Security of processing

The parties (as named in Annex I of
Exhibit C) 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.

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

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

a)

b)

8.2. Zabezpeceni zpracovani

Strany (jak jsou uvedeny v Ptiloze 1
Standardnich smluvnich dolozek)
zavedou vhodna technickd a organizacni
opatieni k zajiSténi zabezpeceni udaju,
a to i béhem predavani, a zajisti ochranu
pifed porusenim zabezpeCeni vedoucim
k ndhodnému  nebo  protiprdvnimu
zniCeni, ztrat€¢, zmén¢, neopravnénému
poskytnuti nebo zptistupnéni (déle jen
,poruseni zabezpeceni osobnich udaja*).
Pfi  posuzovani  vhodné  urovné
zabezpeceni strany nalezité zohledni
aktudlni stav techniky, ndklady na
provedeni, povahu osobnich 1daji?,
povahu, rozsah, kontext aucel nebo
ucely zpracovani arizika pro subjekty
udajl spojena se zpracovanim, a zejména
zvazi pouZziti Sifrovani nebo
pseudonymizace, a to i béhem piedavani,
pokud Ize timto zplisobem splnit ucel
zpracovani.

Vyvozce tdaji poméaha dovozci udaju pii
zajistovani odpovidajicitho zabezpeceni
udaji vsouladu spismenem a).
V ptipadé poruseni zabezpeceni
osobnich udaji tykajiciho se osobnich
udaji zpracovavanych vyvozcem udaju
podle téchto dolozek vyvozce tdajt poda
hlaseni dovozci tdaji bez zbyte¢ného
odkladu poté, co se oném dozvédel,
adovozci udaji  bude pfi feSeni
uvedeného poruseni nagpomocen.
Vyvozce udajii zajisti, aby se osoby
opravnéné zpracovavat osobni udaje
zavéazaly k mlcenlivosti, nebo aby se na
n¢ vztahovala zdkonna povinnost
mlcenlivosti.

2 This includes whether the transfer and further processing involves personal data revealing racial or ethnic origin, political opinions, religious or
philosophical beliefs, or trade union membership, genetic data or biometric data for the purpose of uniquely identifying a natural person, data
concerning health or a person’s sex life or sexual orientation, or data relating to criminal convictions or offences. / To vyZaduje anonymizaci
udajti takovym zptisobem, aby jiz nikdo nemohl byt nikym identifikovatelny, v souladu s 26. bodem odtivodnéni natizeni (EU) 2016/679, a aby
byl tento proces nevratny.
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8.3 Documentation and compliance

a) The parties (as named in Annex I of
Exhibit C) shall be able to demonstrate
compliance with these Clauses.

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

Clause 9
N/A
Clause 10
Data subject rights

The parties (as named in Annex I of Exhibit C)
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 11
Redress

a) 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.
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8.3. Dokumentace a plnéni povinnosti

a) Strany (jak jsou uvedeny v Piiloze 1
Standardnich smluvnich doloZek) musi
byt schopny prokéazat dodrzovani téchto
dolozek.

b) Vyvozce udaji poskytne dovozci tdaji
veskeré informace potfebné k dolozeni
toho, Ze byly splnény povinnosti
stanovené v téchto dolozkach, umozni
provedeni auditti a bude k nim pfispivat.

Dolozka 9
N/A
Dolozka 10
Prava subjekti udajia

Strany (jak jsou wuvedeny v Priloze 1
Standardnich smluvnich dolozek) si vzajemné
pomahaji pfi odpovidani na dotazy a zadosti
subjekti  udaji  podle  mistniho prava
pouzitelného na dovozce udaji nebo v ptipadé
zpracovani udaji dovozcem udaji v EU podle
natizeni (EU) 2016/679.

Dolozka 11
Naprava

a) Dovozce udaju transparentné a ve snadno
ptfistupném formatu informuje subjekty
udajii  prostfednictvim individudlniho
oznadmeni nebo na svych internetovych
strankach o kontaktnim misté
opravnéném vyiizovat stiznosti. Takové
misto neprodlen¢  vyiidi  jakékoli
stiznosti, které od subjektu tdaju ptijme.
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Clause 12
Liability

a) 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.

¢) 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 (as named in
Annex I of Exhibit C) 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 (as named in Annex I of
Exhibit C) 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.

e) The data importer may not invoke the
conduct of a processor or sub-processor
to avoid its own liability.

Clause 13

N/A
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a)

b)

¢)

d)

Dolozka 12
Odpovédnost

Kazdda  strana je  vic¢i  druhé
strané/ostatnim strandm odpovédna za
jakoukoli Ujmu, kterou druhé
stran¢/ostatnim  strandm pii poruseni
téchto dolozek zptisobi.

Kazda strana je odpovédna vici subjektu
udajii asubjekt udaji ma narok na
ndhradu jakékoli hmotné nebo nehmotné
ujmy, kterou strana zpusobi subjektu
udajii  porusenim prav ndlezejicich
opravnéné treti stran¢ na zakladé téchto
dolozek. Tim neni dotéena odpovédnost
vyvozce udaji podle nafizeni (EU)
2016/679.

Pokud je za ujmu zptsobenou subjektu
udajt v disledku poruseni téchto dolozek
odpovédna vice nez jedna strana, nesou
spolecnou a nerozdilnou odpovédnost
vSechny odpovédné strany (jak jsou
uvedeny v Piiloze 1 Standardnich
smluvnich dolozek) a subjekt udaji je
opravnén proti kterékoli z téchto stran
podat Zalobu u soudu.

Smluvni strany (jak jsou uvedeny Vv
Ptiloze 1 Standardnich smluvnich
dolozek) 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 Gjmu.
Dovozce udaji se nemuze dovoléavat
jednéni  zpracovatele nebo dil¢iho
zpracovatele, aby se vyhnul své vlastni
odpovédnosti.

DoloZka 13

N/A
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SECTION IIT - LOCAL LAWS AND
OBLIGATIONS IN CASE OF ACCESS BY

a)

b)

PUBLIC AUTHORITIES
Clause 14

Local laws and practices affecting
compliance with the Clauses

The parties (as named in Annex I of

Exhibit C) 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
safeguard one of the objectives listed in

Article 23(1) of Regulation (EU)

2016/679, are not in contradiction with

these Clauses.

The parties (as named in Annex I of

Exhibit C) declare that in providing the

warranty in paragraph (a), they have

taken due account in particular of the
following elements:

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;

Clinical Trial Agreement / Smlouva o klinickém hodnoceni
Loxo Oncology, Inc/ LOXO-BTK-2030

FN Hradec Krélové,

Version / Verze: redacted 09022023

ODDIL III - MiSTNi PRAVNI PREDPISY
A POVINNOSTI V PRIPADE PRISTUPU

ORGANU VEREJNE MOCI

DolozZka 14

Mistni pravni predpisy a postupy majici

a)

b)

dopad na dodrzovani dolozek

Strany (jak jsou uvedeny v Ptiloze 1
Standardnich smluvnich dolozek)
zarucuji, Ze nemaji divod se domnivat,
ze pravni piedpisy a postupy ve tfeti zemi
uréeni, které se vztahuji na zpracovani
osobnich tdajii dovozcem udajti, véetné
jakychkoli pozadavkli na zpfistupnéni
osobnich udaji nebo opatfeni, kterymi se
povoluje pfistup organiim veiejné moci,
brani dovozci udaji pifi plnéni svych
povinnosti podle téchto dolozek. To je
zalozeno na predpokladu, Ze pravni
predpisy a postupy, které respektuji
podstatu  zdkladnich prdv asvobod
a neptekracuji to, co je v demokratické
spolecnosti nezbytné a ptiméiené
k zajisténi jednoho zcili uvedenych
v ¢l. 23 odst. 1 nafizeni (EU) 2016/679,
nejsou v rozporu s t€émito dolozkami.

Smluvni strany (jak jsou uvedeny v
Ptiloze 1 Standardnich smluvnich
dolozek) prohlasuji, ze pfi poskytovani
zaruky uvedené v pismenu a) nalezité
zohlednily zejména nasledujici prvky:

i. konkrétni okolnosti piedani, vcetné
délky zpracovatelského fetézce, poctu
zapojenych  subjektd  a pouzitych
kanalti pro pfenos udajii, zamyslené
dalsi predani, druh pfijemce, ucely

zpracovani, kategorie a format
predavanych osobnich udaja,
hospodéiské odvétvi, vnémz se

predavani uskuteciiuje, misto, kde se
predané udaje uchovavaji;

CONFIDENTIAL / DUVERNE
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ii. the laws and practices of the third ii. pravni predpisy a postupy tfeti zemé

country of destination— including uréeni — vcetné téch, které vyzaduji
those requiring the disclosure of data zptistupnéni udajli orgdnim vetejné
to public authorities or authorising moci nebo povoluji pfistup téchto
access by such authorities — relevant organii — relevantni s ohledem na
in light of the specific circumstances konkrétni okolnosti ptedani, jakoz
of the transfer, and the applicable i pouZitelni omezeni a zaruky?;
limitations and safeguards (*);

iii. any relevant contractual, technical or iii. veSkeré pfislusné smluvni, technické
organisational safeguards put in place nebo organizaéni zaruky zavedené za
to supplement the safeguards under ucelem doplnéni zaruk podle téchto
these Clauses, including measures dolozek, véetné opatfeni
applied during transmission and to the uplatinovanych béhem predani
processing of the personal data in the a zpracovani osobnich udaji v zemi
country of destination. urceni.

¢) The data importer warrants that, in ¢) Dovozce udaju zarucuje, ze pti provadéni
carrying out the assessment under posouzeni podle pismene b) vynalozil
paragraph (b), it has made its best efforts maximdalni usili, aby poskytl vyvozci
to provide the data exporter with relevant udaji relevantni informace, a souhlasi
information and agrees that it will s tim, ze bude pfi zajistovani dodrzovani
continue to cooperate with the data téchto  dolozek svyvozcem tdaji
exporter in ensuring compliance with 1 naddle spolupracovat.
these Clauses.

d) The parties (as named in Annex I of d) Strany (jak jsou uvedeny v Priloze 1
Exhibit C) agree to document the Standardnich smluvnich dolozek)
assessment under paragraph (b) and souhlasi, Ze posouzeni podle pismene b)
make it available to the competent zdokumentuji ana pozadani zptistupni
supervisory authority on request. prislusnému dozorovému ufadu.

e) The data importer agrees to notify the e) Dovozce udaji souhlasi stim, Ze
data exporter promptly if, after having neprodlené¢ uvédomi vyvozce udaji,
agreed to these Clauses and for the pokud mé po vyjadieni souhlasu s témito
duration of the contract, it has reason to ustanovenimi a po dobu trvani smlouvy
believe that it is or has become subject to divod se domnivat, Ze se na n¢j vztahuji,

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 certified at senior management level, provided that this
information can be lawfully shared with third parties. Where this practical experience is relied upon to conclude that the data importer will not be
prevented from complying with these Clauses, it needs to be supported by other relevant, objective elements, and it is for the parties to consider
carefully whether these elements together carry sufficient weight, in terms of their reliability and representativeness, to support this conclusion. In
particular, the parties have to take into account whether their practical experience is corroborated and not contradicted by publicly available or
otherwise accessible, reliable information on the existence or absence of requests within the same sector and/or the application of the law in practice,
such as case law and reports by independent oversight bodies. / Pokud jde o dopad takovych pravnich ptedpist a postupt na dodrzovani téchto
dolozek, za soucast celkového posouzeni lze povazovat rizné prvky. Mezi tyto prvky mohou patiit relevantni a zdokumentované praktické
zkuSenosti s pfedchozimi pfipady zadosti o zpfistupnéni od orgdnti vefejné moci nebo neexistence takovych zadosti, které¢ pokryvaji dostatecné
reprezentativni ¢asovy ramec. Tyka se to zejména internich zaznamu nebo jiné dokumentace, vypracovavané prubézné v souladu s nalezitou péci
a certifikované na urovni vrcholového vedeni, za pfedpokladu, Ze tyto informace lze v souladu s pravnimi pfedpisy sdilet se tfetimi stranami. Pokud
se na zaklad¢ této praktické zkusenosti dospéje k zavéru, ze dovozci tidaji nebude branéno v dodrzovani téchto dolozek, je tieba to podpofit dalsimi
relevantnimi, objektivnimi prvky a je na smluvnich stranach, aby peclivé zvazily, zda tyto prvky maji spole¢né dostate¢nou vahu na podporu tohoto
zaveéru, pokud jde o jejich spolehlivost a reprezentativnost. Smluvni strany musi zejména zohlednit, zda jsou jejich praktické zkusenosti potvrzeny
vefejné¢ dostupnymi nebo jinak pfistupnymi spolehlivymi informacemi o existenci ¢i neexistenci zadosti ve stejném odvétvi a/nebo o uplatiiovani
prava v praxi, jako je napiiklad judikatura a zpravy nezavislych organti dohledu, a nejsou s nimi v rozporu.
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laws or practices not in line with the
requirements under paragraph (a),
including following a change in the laws
of 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).

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 (as named
in Annex I of Exhibit C), the data
exporter may exercise this right to
termination only with respect to the
relevant party, unless the parties (as
named in Annex I of Exhibit C) 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

nebo se zacCaly vztahovat pravni predpisy
nebo postupy, které nejsou v souladu
s pozadavky podle pismene a), a to i po
zmeéng v pravnich predpisech tieti zemé
nebo opatteni (jako je napiiklad zadost
o poskytnuti udajt), jez svédci o tom, Ze
uplatnovani téchto pravnich predpist
vpraxi neni vsouladu spozadavky
uvedenymi v pismeni a).

Po ozndmeni podle pismene e), nebo
pokud ma vyvozce udaju jinak divod se
domnivat, Ze dovozce udaji jiz nemuize
plnit své povinnosti na zéklad¢ téchto
dolozek, vyvozce udaji neprodlené urci
vhodna opatieni (napt. technickd nebo
organizacni opatteni k zajisténi
bezpecnosti a divérnosti), ktera ma
pfijmout vyvozce udajii a/nebo dovozce
udaji k feSeni situace. Vyvozce udaji
pozastavi predavani udaji, pokud se
domniva, ze pro toto predavani nemohou
byt zajistény zadné vhodné zaruky, nebo
pokud mu da pokyn pfislusny dozorovy
ufad. V tomto pripad¢ je vyvozce udaju
opravnén vypoveédét smlouvu, pokud jde
o zpracovani osobnich udaju podle téchto
dolozek. Jestlize smlouva zahrnuje vice
nez dvé smluvni strany (jak jsou uvedeny
v Pfiloze 1 Standardnich smluvnich
dolozek), mize vyvozce udaji toto pravo
na vypovézeni uplatnit pouze ve vztahu
k prislusné strané, pokud se strany (jak
jsou uvedeny v Ptiloze 1 Standardnich
smluvnich doloZek) nedohodly jinak.
Jestlize je smlouva vypovézena podle
této doloZky, pouZzije se dolozka 16 pism.
d)ae).

Dolozka 15

Povinnost dovozce udaji v pripadé pristupu

organu verejné moci

15.1. Oznameni

Clinical Trial Agreement / Smlouva o klinickém hodnoceni
Loxo Oncology, Inc/ LOXO-BTK-2030

FN Hradec Krélové,
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a)

b)

d)

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

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

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.

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.
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.).

The data importer agrees to preserve the

information pursuant to paragraphs (a) to

Clinical Trial Agreement / Smlouva o klinickém hodnoceni
Loxo Oncology, Inc/ LOXO-BTK-2030

FN Hradec Krélové,

Version / Verze: redacted 09022023

a)

b)

d)

Dovozce udaji souhlasi stim, Ze

neprodlené uvédomi vyvozce udaju, a je-

li to mozné, subjekt udaji (v ptipade

potieby s pomoci vyvozce udaji), pokud:

i. na zadklad¢ pravnich predpisi zemé
urceni obdrzi pravné zavaznou zadost
od orgédnu vefejné moci, vcetné
soudnich  organli, o zpfistupnéni
osobnich tudajii pfedanych podle
téchto dolozek; takové oznameni
obsahuje informace o pozadovanych
osobnich udajich, doZadujicim orgénu,
pravnim zdkladu Zadosti a poskytnuté
odpovédi, nebo

ii. se dozvi o jakémkoli pfimém pfistupu
orgdnii  vefejné moci k osobnim
udajim ptredavanym podle téchto
dolozek v souladu s pravnimi piedpisy
zemé urCeni; takové oznameni
obsahuje vSechny informace dostupné
dovozci.

Pokud je podle pravnich ptedpisti zemé
ureni  dovozci  udaji  zakazano
informovat vyvozce tdaji a/nebo subjekt
udaji, souhlasi dovozce udaju s tim, Ze
za ucelem co nejrychlejsiho sdé€leni co
nejvétstho mnozstvi informaci vynalozi
maximalni usili, aby od tohoto zdkazu
bylo upusténo. Dovozce tidajii souhlasi,
Ze zdokumentuje své maximdlni usili,
aby je mohl na zadost vyvozce udaji
prokazat.

Je-li to povoleno pravnimi piedpisy zeme
urceni, dovozce tdaji souhlasi, ze bude
poskytovat vyvozci tidajii v pravidelnych
intervalech po dobu trvani smlouvy co
nejrelevantnéj$i informace o pfijatych
Zadostech (zejména informace o poctu
zadosti, druhu pozadovanych tdaji,
dozadujicim orgdnu nebo organech, zda
byly tyto Zadosti napadeny a vysledek
takového napadeni atd.).

Dovozce udajt souhlasi s tim, Ze po dobu

trvdni smlouvy bude informace podle
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(c) for the duration of the contract and
make it available to the competent
supervisory authority on request.
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.

pismene a) az c) uchovavat a na vyzadani
je poskytne prisluSnému dozorovému
ufadu.

Pismeny a) az c) neni dotena povinnost
dovozce udaju podle dolozky 14 pism. e)
adolozky 16 neprodlené¢ informovat
vyvozce udaju, pokud neni schopen tyto
dolozky dodrzovat.

15.2 Review of legality and data 15.2. Prezkum zakonnosti a minimalizace
minimisation udaji
a) The data importer agrees to review the a) Dovozce 1udaji souhlasi stim, Ze
legality of the request for disclosure, in prezkouma zékonnost zéadosti
particular whether it remains within the o poskytnuti  dajl, zejména zda

b)

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,

nepiekrocila meze pravomoci udélenych
dozadujicimu organu verejné moci, a Ze
zaddost napadne, pokud po peclivém
posouzeni dojde k zavéru, ze existuji
opodstatnéné divody se domnivat, Ze
zé&dost je podle pravnich predpisit zemé

applicable obligations under urCeni, platnych  zdvazki  podle
international law and principles of mezindrodniho prava a zasad
international comity. The data importer mezindrodni  zdvofilosti  protipravni.

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).

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

b)

Dovozce udaji za stejnych podminek
vyuziva moznosti odvolani. Pfi napadeni
zadosti dovozce udaju prijme piedbézna
opatfeni scilem pozastavit UcCinky
zadosti, dokud pfislusSny soudni organ
nerozhodne  ojeji  opodstatnénosti.
Nezptistupni pozadované osobni tdaje,
dokud mu takovd povinnost nebude
stanovena na  zdkladé¢  platnych
procesnich pravidel. Témito pozadavky
nejsou dotceny povinnosti dovozce daji
podle dolozky 14 pism. e).

Dovozce udaju souhlasi, VAS
zdokumentuje své pravni posouzeni
1 jakékoli napadeni Zadosti o poskytnuti
udajii a v rozsahu povoleném pravnimi

of destination, make the documentation pfedpisy zem¢ ureni  zpfistupni
available to the data exporter. It shall also dokumentaci vyvozci udaji. Na pozadani
make it available to the competent ji  rovnéz  zpfistupni  pfisluSnému
supervisory authority on request. dozorovému uradu.
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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.

SECTION 1V - FINAL PROVISIONS

Clause 16

Non-compliance with the Clauses and

a)

b)

termination

The data importer shall promptly inform
the data exporter if it is unable to comply
with these Clauses, for whatever reason.
In the event that the data importer is in
breach of these Clauses or unable to
comply with these Clauses, the data
exporter shall suspend the transfer of
personal data to the data importer until
compliance is again ensured or the
contract is terminated. This is without
prejudice to Clause 14(f).
The data exporter shall be entitled to
terminate the contract, insofar as it
concerns the processing of personal data
under these Clauses, where:
i. the data exporter has
suspended the transfer of
personal data to the data

importer  pursuant to
paragraph (b) and
compliance with these

Clauses is not restored
within a reasonable time
and in any event within
one month of suspension;

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

iii. the data importer fails to
comply with a binding
decision of a competent
court or  supervisory
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c)

Dovozce udajii souhlasi s poskytnutim

minimélniho  pfipustného  mnozstvi
informaci pfi odpovédi na Zzadost
o zpfistupnéni, ato na  zaklad¢

piiméfeného vykladu zadosti.

ODDIL IV - ZAVERECNA USTANOVENI

a)

b)

DolozZka 16

Nedodrzeni doloZek a vypovézeni

Dovozce tudaji neprodlené informuje
vyvozce udaji, pokud neni z jakéhokoli
divodu schopen tyto dolozky dodrZet.
Pokud dovozce udajt porusi tyto dolozky
nebo neni schopen tyto dolozky dodrzet,
vyvozce udajii pozastavi predavani
osobnich udaji dovozci udajii, dokud
neni dodrZzovéani opét zajisténo nebo
smlouva vypovézena. Timto neni
dotcena dolozka 14 pism. f).

Vyvozce udaji je opravnén vypoveédet
smlouvu v rozsahu, vnémz se jednd
o zpracovani osobnich udajui podle téchto
dolozek, pokud:

i. vyvozce udajii pozastavil
predavani osobnich udaji
dovozci udaji podle pism.
b) adodrzovani téchto
dolozek neni v pfimétené
lhaté a v kazdém piipadée
do jednoho mésice od
pozastaveni obnoveno;

ii. dovozce  udaji  tyto
dolozky podstatné nebo
trvale porusuje nebo

iii. dovozce udaji nedodrzi
zavazné rozhodnuti
prislusného soudu nebo
dozorového uradu
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authority regarding its tykajiciho se jeho
obligations under these povinnosti podle téchto
Clauses. dolozek.

d) In these cases, it shall inform the d) Vtakovych ptipadech o nedodrzeni
competent supervisory authority of such informuje pfisluSny dozorovy trad.
non-compliance. Where the contract Pokud smlouva zahrnuje vice nez dvé
involves more than two parties (as named smluvni strany (jak jsou uvedeny Vv
in Annex I of Exhibit C), the data Priloze 1 Standardnich smluvnich
exporter may exercise this right to dolozek), mize vyvozce udaji toto pravo
termination only with respect to the na vypoveézeni uplatnit pouze ve vztahu
relevant party, unless the parties (as k ptislusné strané, pokud se strany (jak
named in Annex I of Exhibit C) have jsou uvedeny v Pfiloze 1 Standardnich
agreed otherwise. smluvnich doloZek) nedohodly jinak.

e) Personal data collected by the data e) Osobni udaje shromazdéné vyvozcem
exporter in the EU that has been udaji v EU, které byly piedany ptred
transferred prior to the termination of the vypovézenim smlouvy podle pismene ¢),
contract pursuant to paragraph (c) shall musi byt neprodlen¢ vymazany v celém
immediately be deleted in its entirety, rozsahu, vcetné veSkerych jejich kopii.
including any copy thereof. The data Dovozce udaji potvrdi vyvozci udaji, ze
importer shall certify the deletion of the byly tddaje vymaziany. Dokud nejsou
data to the data exporter. Until the data is udaje vymazany nebo vraceny, dovozce
deleted or returned, the data importer udajii nadale zajistuje soulad s témito
shall continue to ensure compliance with dolozkami. V pftipad¢, ze se na dovozce
these Clauses. In case of local laws udaji vztahuji mistni pravni piedpisy,
applicable to the data importer that které mu zakazuji predané osobni udaje
prohibit the return or deletion of the vratit nebo vymazat, dovozce udaju
transferred personal data, the data zarucuje, ze bude inadale zajiStovat
importer warrants that it will continue to dodrzovani téchto dolozek a bude udaje
ensure compliance with these Clauses zpracovavat pouze v takovém rozsahu
and will only process the data to the a tak dlouho, jak to uvedené mistni pravo
extent and for as long as required under vyZaduje.
that local law.

f) Either party may revoke its agreement to f) Kterdkoli ze stran muze odvolat sviij

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

souhlas stim, Ze bude vazana témito
dolozkami, pokud i) Evropskd komise
pfijme rozhodnuti podle ¢l.45 odst. 3
nafizeni (EU) 2016/679 tykajici se
pfedavani osobnich udaji, na které se
tyto dolozky vztahuji, nebo ii) se natizeni
(EU) 2016/679 stane soucasti pravniho
ramce zem¢, do které jsou osobni udaje
predavany. Tim nejsou dotceny dalsi

other obligations applying to the povinnosti vztahujici se na dotéené
processing in question under Regulation zpracovani  podle  nafizeni (EU)
(EU) 2016/679. 2016/679.
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Clause 17
Governing law

These Clauses shall be governed by the law of a
country allowing for third-party beneficiary
rights. The parties (as named in Annex I of
Exhibit C) agree that this shall be the law of the
Czech Republic.

Clause 18
Choice of forum and jurisdiction

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

Clinical Trial Agreement / Smlouva o klinickém hodnoceni
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Dolozka 17
Rozhodné pravo

Tyto dolozky se fidi pravem zem¢, jez umoziiuje
uplatiiovat prava ndlezejici opravnéné tieti
stran¢. Strany (jak jsou uvedeny v Ptiloze 1
Standardnich smluvnich dolozek) se dohodly, Ze
se budou tidit pravem Ceské republiky.

DoloZka 18

Volba soudu a prislusnost

Veskeré spory vyplyvajici z téchto dolozek
budou feSeny soudy Ceské republiky.
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ANNEX I of Exhibit B Data Privacy
Agreement

A. LIST OF PARTIES

Data exporter(s): [/dentity and contact details
of the data exporter(s) and, where applicable, of
its/their  data  protection  officer  and/or
representative in the European Union]

Name: Fakultni nemocnice Hradec Kralové

Address: Sokolska 581, 500 05 Hradec Kralové
— Novy Hradec Krélové, Czech Republic

Contact person’s name, position and contact
details: Mgr. Bc. Milan Bldha, DPO, e-mail:
gdpr@fnhk.cz.

Activities relevant to the data transferred under
these Clauses: scientific research

Role (controller/processor): processor

Data importer(s): [Identity and contact details
of the data importer(s), including any contact
person with responsibility for data protection]

Name: Loxo Oncology, Inc.
Address: 281 Tresser Blvd., 9th Floor, Stamford,
CT 06901, USA

Contact person’s name, position and contact
details: Vanessa Konings, Data Privacy Officer,
(konings-de_roos_vanessa@lilly.com)

Activities relevant to the data transferred under
these Clauses: scientific research

Role (controller/processor): controller

Clinical Trial Agreement / Smlouva o klinickém hodnoceni
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PRILOHA I P¥ilohy B - Dohody o
zpracovani osobnich udaji

A. SEZNAM SMLUVNICH STRAN

Vyvozce (vyvozci) udaju: [TotoZnost
a kontaktni  udaje  vyvozce/vyvozcu  udajii
a v prislusném pripadeé jeho/jejich poverence pro
ochranu osobnich udajii a/nebo zastupce
v Evropské unii]

Jméno/ndzev: Fakultni nemocnice Hradec

Kralové

Adresa: Sokolska 581, SVOO 05 Hradec Kralové —
Novy Hradec Kralové, Ceska republika

Jméno, funkce akontaktni udaje kontaktni
osoby: Mgr. Bc. Milan Blédha, povefenec pro
ochranu osobnich da;ji, e-mail: gdpr@fnhk.cz
Cinnosti relevantni pro piedavani udajii na
zéklad¢ téchto dolozek: védecky vyzkum

Uloha (spravce/zpracovatel): zpracovatel

Dovozce nebo dovozci udaju: [TotoZnost
a kontaktni udaje dovozce/dovozcii udajii, véetné
Jjakékoli kontaktni osoby, ktera je odpovédna za
ochranu udajii]

Jméno/ndzev: Loxo Oncology, Inc.
Adresa: 281 Tresser Blvd., 9th Floor, Stamford,
CT 06901, USA

Jméno, funkce a kontaktni idaje osoby: Vanessa
Konings, Data Privacy Officer, (konings-
de_roos_vanessa@lilly.com)

Cinnosti relevantni pro piedavani udajii na
zéklad¢ téchto dolozek: védecky vyzkum

Uloha (spravce/zpracovatel): spravce
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Page / Strana 17 of / 19



B. DESCRIPTION OF TRANSFER

Categories of data subjects whose personal data
is transferred

Patients & study staff members

Categories of personal data transferred
Study Staff Members: Firstname, surname,
email, postal address, phone number

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

Patients: Patients ID, health data relevant for the
Study, ethnical or racial origin

The frequency of the transfer (e.g. whether the
data is transferred on a one-off or continuous
basis).

Continuous
Nature of the processing

The processing consists in  collecting,
transferring, archiving, personal data relating to
the subjects enrolled in this clinical study.

Purpose(s) of the data transfer and further
processing

The purpose of this processing is to conduct the
clinical study in accordance with the clinical trial
protocol and Good Clinical Practices (GCP)
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B. POPIS PREDANI

Kategorie subjektit udajii, jejichz osobni udaje se
predavaji

Pacienti & Clenové studijniho tymu

Kategorie predavanych osobnich udajit
Clenové studijniho tymu: Jméno, pfijment,
email, adresa, telefonni Cislo

Udaje zvldstni kategorie které se preddvaji
(v prislusnych pripadech), a uplatnena omezeni
nebo zaruky, jez plné zohlednuji povahu udajii
a souvisejici rizika, napriklad prisné ucelovée
omezeni, omezeni pristupu (vcetné pristupu
pouze pro zaméstnance, kteri absolvovali
specializované  Skoleni), vedeni zdznamu
o pristupu  k udajiim, omezeni pro dalsi
predavani  nebo  dodatecna  bezpecnostni
opatieni.

Pacienti: kéd pacienta, tdaje o zdravotnim stav

relevantni pro Studii, etnicky ¢i rasovy pavod

Cetnost predavani (napr. zda jsou udaje
predavany jednorazove nebo priibézneé).
Pribézné

Povaha zpracovdni

Zpracovani spoc¢iva ve shromazd’ovani, pfenosu
a archivaci osobnich tdaji tykajicich se subjektt

zatazenych do této klinické studie.

Ucel nebo
zpracovdni

ucely predani udaju a dalst

Ugelem tohoto zpracovani je provedeni klinické
studie v souladu s protokolem klinického
hodnoceni a spravnou klinickou praxi (GCP).
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The period for which the personal data will be
retained, or, if that is not possible, the criteria
used to determine that period

The processing will continue until completion of
the services and for any subsequent storage or
processing period (at least 25 years after the
study end).

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

Data will be transferred to IQVIA as a processor
of the Study Sponsor for the purpose of
processing the personal data of the Study
Subjects and Study Staff for the Study Sponsor.
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Doba, po kterou budou osobni idaje
uchovdvdny, nebo neni-li ji mozné urcit, kritéria
pouZitd pro stanoveni této doby

Zpracovani bude pokracovat az do ukonceni
sluzeb a po jakoukoli nésledujici dobu
uchovavani nebo zpracovani (nejméné 25 let po
ukonceni studie).

Pokud jde o predavani (dilcim) zpracovateliim,

rovnez uvedte predmét, povahu a trvdni
zpracovdni
Data budou predavana IQVIA jakozto

zpracovateli Zadavatele za ucelem zpracovani
osobnich 1udaji Subjekti studie a Clent
studijniho tymu pro Zadavatele.
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