AMENDMENT #1 to CLINICAL TRIAL
AGREEMENT

THIS ADDENDUM No. 1 (hereinafter referred to
as the "addendum") is effective upon
publication in the Register of Contracts
(hereinafter referred to as the "effective date")
and was concluded by the following contracting
parties on the date of signature by the last
contracting party:

1. PHARMING TECHNOLOGIES B.V. a
private limited liability company
incorporated and existing under the laws
of the Netherlands, having its registered
office at Darwinweg 24, 2333 CR Leiden,
the Netherlands (hereinafter:
“Pharming”), lawfully represented by
XXXXXXXXXXXKEXXXKXXKXXXXXXKXXXX

and

2. FAKULTNi NEMOCNICE V MOTOLE, a
state funded organization incorporated
and existing under the laws of the Czech
Republic, with business address at V
Uvalu 84, 150 06 Prague 5, Czech
Republic, (hereinafter referred to as
“Healthcare Provider or Institution”),
represented by
1,9,9.0,0,9.0.0.9.0.0.9.0.0.9.0.0.9.0.9.9.¢.0.9.0.0.9.0.0.¢ 0:¢

Hereinafter also individually referred to
as “Party” or collectively as “Parties”

WHEREAS

- Institution has previously entered into a
Clinical Trial Agreement, dated the 2" of
September 2016 (“Agreement”) for the
technical and organisational
arrangement of the clinical trial of a
human medicinal product “Open-label
extension study to evaluate the long-
term safety, tolerability, efficacy and
pharmacokinetics of CDZ173 in patients
with APDS/PASLI (Activated
Phosphoinositide 3-kinase Delta

DODATEK ¢&. 1 ke SMLOUVE O KLINICKEM
HODNOCENI

TENTO DODATEK ¢&.1  (dile jen
,dodatek”) je ucinny zvefejnénim v
Registru smluv a (dale jen ,datum
ucinnosti“) uzavrely jej dnem podpisu
posledni smluvni stranou nasledujici
smluvni strany:

1. PHARMING TECHNOLOGIES B.V.,
spolecnost s ru¢enim omezenym, ktera
byla zaloZena a pUsobi podle
nizozemskych zakon, se sidlem na
adrese Darwinweg 24, 2333 CR Leiden,
Nizozemsko (dale jen: ,,Pharming”),
pravni zastupce:
XXXXXXXXXIXEXXXXXXXXXXXXKXXXXKX

a

2. FAKULTNi NEMOCNICE V MOTOLE,
prispévkova organizace, ktera byla
zaloZena a pUsobi podle ¢eskych zakond,
se sidlem na adrese V Uvalu 84, 150 06
Praha 5, Ceska republika, (dale jen
»poskytovatel zdravotnich sluzeb nebo
zdravotni zafizeni“), zastoupena
1,9,9.0,0.9.0.0.90.0.0.9.0,0.9.0.0.9.0.0.0.0.0.9.0.0.0 0,004

Dale jednotlivé také jen ,,smluvni strana”
a spolec¢né ,,smluvni strany*

VZHLEDEM K TOMU, ZE:

- zdravotni zatizeni dne 2. 9. 2016
uzavrelo se spolec¢nosti Novartis s.r.o.
(dale jen ,Novartis“), se sidlem na
adrese Na Pankraci 1724/129, 140 00
Praha 4, Ceska republika, smlouvu
o klinickém hodnoceni (dale jen
»Smlouva“) tykajici se technickych
a organizacnich podminek klinického
hodnoceni humanniho Ié¢ivého
pfipravku s ndzvem ,Oteviené
prodlouZeni klinického hodnoceni ke




Syndrome/p110-6 activating mutation
causing senescent T cells,
lymphadenopathy and
immunodeficiency)”, protocol number
CCDZ173X 2201 El with Novartis s.r.o
(“Novartis”), Na Pankraci 1724/129, 140
00 Prague 4, Czech;

- 0On 12 August 2019, all development and
commercialization rights to the clinical
development asset CDZ173 (Leniolisib),
which is the study drug involved in the
Protocol, were transferred by Novartis
to Pharming Group N.V., including its
affiliates(“Pharming”) under a set of
asset transfer agreements;

- Institution, Novartis, and Pharming (the
“Parties”) agreed to the assignment of
the Agreement from Novartis to
Pharming on the 10 March 2022;

- Pharming and Institution now wish to
amend certain provisions of the
Agreement.

NOW, THEREFORE THE PARTIES HAVE AGREED
AS FOLLOWS:

ARTICLE 1 CHANGES
1.1.All refences to “Novartis” in the
Agreement shall be replaced by
“Pharming”.

1.2.Term (article 3.2). Article 3.2. of the
Agreement shall be deleted in its
entirety and replaced by the following:
“The Agreement shall become valid on
the day of the last signature and effect
on the day of entering into Register of
the Contracts. This Agreement shall
remain in full force and effect for the
duration of the Study and until the
completion of Institution and
Investigator’s  obligations  hereunder
when it will expire without a
requirement of any notice.”

stanoveni dlouhodobé bezpecnosti,
snasenlivosti, ucinnosti
a farmakokinetiky pfipravku CDZ173
u pacientll s APDS/PASLI (syndrom
aktivované delta-fosfatidylinositol-3-
kinazy / aktivaéni mutace p110-delta
zpUsobujici senescenci T-lymfocytd,
lymfadenopatii a imunodeficienci)”,
€. protokolu CCDZ173X 2201 El;

- spolecnost Novartis dne 12.8. 2019
prevedla na zakladé souboru smluv
o prevodu aktiv veskera prava na vyvoj

a komercializaci klinického vyvoje
hodnoceného pfipravku CDhz173
(Leniolisib) dle protokolu vySe na

skupinu Pharming Group N.V., v¢. vSech
pfidruzenych spolecnosti, (ddle jen
»Pharming“);

- zdravotni zafizeni, spole¢nost Novartis
a spolecnost Pharming (dale jen
,smluvni strany“) dne 10. 3. 2022
odsoubhlasily postoupeni smlouvy ze
spolec¢nosti Novartis na spolecnost
Pharming;

- maji spole¢nost Pharming a zdravotni
zafizeni zajem upravit néktera
ustanoveni smlouvy.

SMLUVNI STRANY SE PROTO DOHODLY
NASLEDOVNE:

CLANEK 1 ZMENY

1.1.Veskeré zminky o spolec¢nosti ,, Novartis“
ve smlouvé se nahrazuji spolecnosti
,Pharming”.

1.2.Doba platnosti (¢l. 3.2). Clanek 3.2
smlouvy se zcela nahrazuje nasledujicim
znénim: ,Smlouva nabyvd platnosti
dnem podpisu posledni smluvni stranou
a ucinnosti dnem uverejnéni v registru
smluv. Smlouva zistdva platnd a ucinnd
po celou dobu trvani klinického
hodnoceni, a to dokud zdravotni zafizeni
a zkousejici nesplni vsechny povinnosti
dle této smlouvy. Poté platnost smlouvy
automaticky vyprsi bez vypovédni Ihity.“

1.3.Zakladni poZadavky na provedeni
hodnoceni (¢l.5.3). Do smlouvy se




1.3.Basic requirements for conduct of the
Study (Article 5.3). Article 5.1.4. “EU
General Data Protection Regulation
2016/679 (“GDPR”) and its locally
adopted implementing acts” shall be
added to the Agreement.

1.4.Personal data (article 6.1). The last
sentence of article 6.1. shall be deleted
in its entirety and replaced by “For the
purpose of inspections, monitoring, and
audits, the Institution undertakes to
allow access to the relevant premises, as
well as to all source documents and
reports and to allow the Sponsor to
make copies of all documents and
information relating to the Study, while
the Sponsor, the Institution, and the
Investigators are obliged to ensure the
protection of personal data of the Study
participants in accordance with Act No.
110/2019 Coll., on the processing of the
personal data, as well as the EU General
Data Protection Regulation 2016/679
(“GDPR”) and its locally adopted
implementing acts.”

1.5.Materials and documentation (article
7.1). Article 7.1 of the Agreement shall
be deleted in its entirety and replaced by
the following: “In order to comply with
the term of the Study, the Sponsor shall
provide all the materials necessary to
conduct the Study as specified in the
Protocol (Article 5.1.2 of this
Agreement). The handover of such
materials shall be confirmed by the
Sponsor and the Investigator via a signed
handover and acceptance report
containing at least the date of handover
and acceptance, types and quantities of
materials, and signatures of the Sponsor
and Investigator.”

1.6.Retention period (article 7.3) The
retention period of “all documentation
relating to the Study” as specified in
Article 7.3. shall be changed from “15
years” to “25 years”.

1.7.Intellectual Property (article 11.1).
Article 11.1 of the Agreement shall be

dopliuje ¢ldnek 5.1.4 ,,Obecné narizeni
EU o ochrané osobnich udaji 2016/679
(,GDPR”) a platné provdadéci prdavni
predpisy”.
1.4.0sobni udaje (¢l. 6.1). Posledni véta
¢lanku 6.1 se zcela nahrazuje znénim ,Za
ucelem kontrol, sledovdni a auditi se
zdravotni  zafizeni zavazuje umoznit
pfistup do prislusnych prostor, jakoZ i ke
vSem zdrojovym dokumentim
a zpravdam, a umoznit zadavateli
porizovat  kopie vsech dokumenti
a udaji  tykajicich se  hodnoceni.
Zadavatel, zdravotnické zafizeni
a zkousejici maji ddle povinnost zajistit
ochranu osobnich udaji ucastniki
hodnoceni  vsouladu se zdkonem
¢. 110/2019 Sb., o zpracovdni osobnich
udaji, jakoZ isobecnym narizenim EU
o ochrané osobnich udaju 2016/679
(,GDPR”) a platnymi provddécimi
prdvnim pfedpisy.“
1.5.Materidly a dokumentace (¢l. 7.1).
Clanek 7.1 smlouvy se zcela nahrazuje
nasledujicim znénim: ,Za ucelem splnéni
podminek hodnoceni poskytne zadavatel
veSkeré materidly nutné k provedeni
hodnoceni, viz protokol (¢l. 5.1.2
smlouvy). Pfedani material( zadavatel se
zkousejicim stvrdi podpisem
prfedavaciho protokolu, ktery musi
obsahovat alespon datum preddni
a prevzeti, typy a mnoistvi materidld
a podpisy zadavatele a zkousejiciho.”
1.6.Doba uchovavani (¢l.7.3) Doba
uchovavani ,veSkeré dokumentace
souvisejici s hodnocenim” podle
¢lanku 7.3 se méni z 15 let” na ,,25 let”.
1.7.Dusevni vlastnictvi (cl. 11.1).
Clanek 11.1 smlouvy se zcela nahrazuje
nasledujicim znénim:
a) Clanek 11.1.
(1) 11.1.1. ,Vsechny patentovatelné
i nepatentovatelné vyndlezy,
vysledky vyvoje, objevy a dalsi
dila ¢i ndpady, které vyvinou,
vytvori nebo vyhotovi zkousejici,
studijni pracovisté nebo clen




deleted in its entirety and replaced by
this new Article 11.1:
a) Article 11.1.

(1)

(2)

(3)

11.1.1. “All inventions,
developments, discoveries and
any other works or ideas,
whether patentable or not,
developed, created or made by
or on behalf of Investigator
and/or Study Site and/or any
Study Team  member in
connection with or as a result of
the conduct of the Study or
resulting from the access to the
Pharming Product and/or
Information together with any
intellectual  property  rights
relating thereto, including but
not limited to all patents,
registered designs, copyrights,
technical information or know-
how and any similar rights as
they may exist anywhere in the
world (“Inventions”) shall be the
sole and exclusive property of
Sponsor. Investigator hereby
assigns, and Investigator shall
ensure that all Study Team
members assign all Inventions to
the Sponsor without any further
payments.

11.1.2. The Sponsor shall be
entitled to seek protection in
respect of all said Inventions
anywhere in the world by way of
patents or otherwise as it shall
decide in its absolute discretion.

11.1.3. Investigator shall
promptly notify Sponsor of any
new Inventions and shall
communicate to the Sponsor full
details of any such Inventions.
The Sponsor shall own, and
Investigator shall deliver to the
Sponsor, all documents, reports,
samples and similar items
prepared by Investigator and/or
Study Site or for Investigator

(2)

(3)

(4)

studijniho tymu, at jiZ sami, nebo
v zastoupeni, v souvislosti
s provddénim hodnoceni nebo
jeho vysledkem, pfipadné
takové, které vzniknou na
zakladé pristupu k vyrobkum Cci
informacim a souvisejicim
praviim dusevniho vlastnictvi
spolecnosti Pharming, vcietné
vsech patentd, zapsanych
priimyslovych vzord, autorskych
prav, technickych informaci nebo
know-how avsech podobnych
celosvétové platnych prdv (ddle
jen ,vyndlezy”), jsou vylu¢nym
majetkem zadavatele. Zkousejici
timto postupuje veskeré
vyndlezy zadavateli a zdroven
musi zajistit, Ze tak ucini i vsichni
¢lenové studijniho tymu, a to bez
ndroku na dal$i odménu.

11.1.2. Zadavatel je oprdvnén
zajistit si na zminéné vyndlezy
celosvétové platnou ochranu
v podobé patentl Ci podobnych
ndstroju podle svého vlastniho
uvdzZeni.

11.1.3. Zkousejici musi bez
prodleni informovat zadavatele
ovSech  novych  vyndlezech
a sdélit mu vsechny souvisejici
podrobnosti. Zkousejici
zadavateli predd vSechny
dokumenty, zprdvy, vzorky apod.
souvisejici s vyndlezy,  které
vyhotovil zkousejici nebo studijni
pracovisté, pripadné které pro né
vyhotovila jind osoba. Zadavatel
se stdvd vlastnikem téchto
poloZek. Zkousejici zadavateli
sdéli jména vyndlezci vsech
potencidlné  patentovatelnych
vyndlezi, aby mohl zadavatel
podat patentovou  prihldsku,
pokud se tak rozhodne.

11.1.4. Na Zddost zadavatele
zkousejici bez prodleni vyhotovi
dokumenty a podnikne kroky

4




and/or Study Site which relate to
such Inventions. Investigator
shall disclose to the Sponsor the
name(s) of the inventor(s) of any
potentially patentable inventions
to enable the Sponsor to file for
appropriate patent protection if
the Sponsor chooses to do so.

(4) 11.1.4. At the request of the
Sponsor, Investigator shall and
shall ensure that Study Team
promptly execute any document
and perform any actions as may
be required by the Sponsor to
fully and effectively vest all such
Inventions in the Sponsor and to
enable the Sponsor to fully enjoy
the benefit of such rights.”

1.8.Publication (article 11.2). In Article 11.2
of the Agreement the sentence
“Copyright in the Study shall be
determined by mutual agreement” shall
be deleted in its entirety and replaced by
“Investigator shall ensure that any
publication or presentation of Study
results shall be made in accordance with
the Protocol requirements and in
compliance with the guidelines provided
by the International Committee of
Medical Journal Editors
(http://www.icmje.org/icmje-
recommendations.pdf).”

1.9.ANNEX 2 - PAYMENT SCHEDULE TO THE
CLINICAL TRIAL AGREEMENT. In Annex 2
of the Agreement the Identification and
banking details of Novartis shall be
deleted in its entirety and replaced by
the Identification and banking details of
the Pharming. The Identification and
banking details of Pharming have been
added to this Amendment in Annex 1 of

this Amendment.

1.10. Compliance. A new article 14
“Compliance” will be added to the
Agreement and will be as follows:

14.1. Anti-corruption.
14.1.1. Sponsor and Investigator agree that the

potiebné ktomu, aby mohl
zadavatel v plném  rozsahu
a ucinné ziskat prava na takové
vyndlezy  avyulZivat vyhod
plynoucich Z téchto prav.
Zkousejici zajisti, aby studijni
tym podhnikl stejné kroky.“

1.8.Publikace (cl. 11.2). Véta ,Autorska

prava na vysledky hodnoceni se urdi
vzajemnou dohodou” v ¢lanku 11.2 se
vplném rozsahu nahrazuje znénim
,Zkousejici zajisti, Ze jakdkoliv publikace
nebo prezentace vysledki hodnoceni
probéhne v souladu s poZadavky
protokolu azdsadami Mezindrodniho
vyboru redaktori lékarskych casopist
(http://www.icmje.org/icmje-
recommendations.pdf). “

1.9 PRILOHA 2 - ROZPIS PLATEB PODLE

SMLOUVY O KLINICKEM HODNOCENI.
Identifikaéni a bankovni udaje
spole¢nosti Novartis v ptiloze 2 se zcela
nahrazuji identifikacnimi a bankovnimi
udaji spole¢nosti Pharming. Identifikacni
a bankovni uUdaje spolecnosti Pharming
byly doplnény do pfilohy1 tohoto
dodatku.

1.10 Dodrzovani predpisu. Do

14.1
14.1.1

smlouvy se dopliuje novy c¢lanek 14
,Dodrzovani predpist” s ndasledujicim
znénim:

Protikorupéni ustanoveni.

Zadavatel se zkousejicim se dohodli, Ze
vybér pracovisté a zkousejiciho probéhne
vyhradné na zdkladé predem stanovené
védecké potreby tvorby dat a kvalifikace.
Vybér provedou kvalifikovani zdravotni,
vyzkumni a vyvojovi pracovnici. Jeho
ucelem neni zajistit nebo poskytnout
obchodni vyhodu, ziskat nebo udrZet si
zakdzku, ani pomoci Ci znemozZnit ziskat
zakdzku jinym osobdm ci subjektiim.
Vybér musi byt omezeny na pocet nutny
k zajisténi poZadovanych cilt tvorby dat
a jeho ucelem neni propagace
jakychkoliv vyrobk( ani vytvareni
zdvazkd, ziskavani loajality nebo
prosazovadni zdajmu. Zadavatel se
zkousejicim se dohodli, Ze do vybéru



http://www.icmje.org/icmje-recommendations.pdf)
http://www.icmje.org/icmje-recommendations.pdf)
http://www.icmje.org/icmje-recommendations.pdf)
http://www.icmje.org/icmje-recommendations.pdf)

14.1.2.

14.1.3.

14.2.

site and investigator selection take place
based exclusively on predetermined data
generation scientific need and
qualifications and is performed by
qualified medical and research and
development personnel and is not
intended to secure or reward a business
advantage, to obtain or retain business,
or to direct business to or away from any
person/entity. Such selection is limited to
the number necessary to achieve the
desired data generation objective and is
not intended as a means to promote any
products nor create engagement, loyalty
or advocacy. Sponsor and Investigator
agree that no Sales & Marketing
personnel are involved in site or
investigator selection, in training the
sites, collecting data, talking to
Investigators or any other any activity
related to the study.

Sponsor and Investigator agree that any
Investigator will be contracted in writing
in compliance with all applicable laws,
regulations and codes and will receive
compensation entirely based on a fair
market value evaluation for the services
to be rendered. Any payment to
Investigators will take place only once
the proof of performance of the services,
the accuracy, the fair market value, the
proportionality, the need and connection
of the payment with the performance of
this Agreement has been verified and
established. Investigator’s expenses will
be reimbursed only if directly connected
to the performance of this Agreement, if
pre-approved and based on itemized
receipts.

Sponsor and Investigator agree that
subject enrolment is genuine, fair,
balanced, non-discriminatory and driven
exclusively by scientific and statistical
needs.

Transparency of Pharming role/support

in trial/results and related publications

14.2.1.

Investigator represents and warrants
that it will disclose the fact of receiving
funds from Sponsor in all documents,
materials, publications or scientific
communication concerning the Study.

14.1.2

14.1.3

14.2

pracovisté a zkousejiciho, skoleni
pracovisté, sbéru dat, komunikace se
zkousejicimi ani do jiné ¢innosti
souvisejici s hodnocenim nebudou
zapojeni pracovnici prodeje

a marketingu.

Zadavatel se zkousejicim se dohodli, Ze
se zkousejicim bude uzavrena pisemnad
smlouva v souladu s platnymi zdkony,
predpisy a nafizenimi, a Ze za poskytnuté
sluzby obdrZi odménu v souladu

s redlnou trzni hodnotou. Odmény se
zkousejicim vyplati pouze po ovéreni
poskytnuti sluZeb a stanoveni pfesnosti,
redlné trzni hodnoty, pfimérenosti

a potreby platby a jeji souvislosti

s plnénim této smlouvy. Pripadné
ndklady budou zkousejicimu proplaceny
pouze tehdy, vzniknou-li v pfimé
souvislosti s plnénim této smlouvy

a budou-li predem schvdleny a doloZeny
stvrzenkami s rozpisem poloZek.
Zadavatel se zkousejicim se dohodli, Ze
subjekty se musi do hodnoceni zarfazovat
radné, spravedlivé, vyvdzené, bez
diskriminace a vyhradné na zdkladé
védeckych a statistickych potreb.

Transparentnost role spolecnosti

Pharming, podpory pfi hodnoceni
a vysledkii a souvisejicich publikaci

14.2.1

14.2.2

14.3
14.3.1

14.3.2

Zkousejici prohlasuje a zarucuje, Ze ve
vsech dokumentech, materidlech,
publikacich ci védeckych sdélenich
souvisejicich s hodnocenim uvede, Ze od
zadavatele obdrZel finanéni prostredky.
Zkousejici prohlasuje a zarucuje, Ze bez
ohledu na pfiznivy Ci negativni postoj

k vyrobkim zadavatele zverejni tiplné
vysledky.

Podrobny popis ndkladii a rozpoctu
Zadavatel se zkousejicim zarucuji, Ze
finanéni prostfedky poskytnuté
zadavatelem predstavuji spolehlivy,
podrobny a ndleZity odhad vypoctu
ndkladi hodnoceni podle této smlouvy
a podle rozpoctu hodnocent.
Zkousejici prohlasuje a zarucuje, Ze treti
strany nebudou mit neomezeny pfimy
ani nepfimy pristup k jakymkoliv
finan¢nim prostredkim, zejména za




14.2.2.

14.3.
14.3.1.

14.3.2.

14.3.3.

14.3.4.

14.3.5.

14.3.6.

14.3.7.

14.4.

Investigator represents and warrants to
publish full results, regardless of
favourability/negativity towards
Sponsor’s products.

Detailed description of costs and budget
Sponsor and Investigator warrant that
the funds provided by Sponsor
constitutes a reliable, detailed and solid
estimate calculation of the costs of the
study as described in this Agreement and
in the Study Budget.

Investigator represents and warrants
that no funds will be provided directly or
indirectly for unrestricted use by third
parties, especially in the form of “pocket
money”, undocumented reimbursement
of expenses, or similar inappropriate
expenditure.

Investigator will keep Sponsor informed
of any changes in the Study Budget.
Investigator cannot freely dispose of the
difference arising from reduction of the
actual costs of the study. In particular,
Investigator cannot use the funds
provided by Sponsor to cover costs of
other studies or activities unless agreed
by Sponsor.

The difference will be reimbursed by
transfer directly to Sponsor’s bank
account within 30 (thirty) calendar days
from notification of the existence of such
difference.

If the project is cancelled or terminated
prior to completion, the Investigator
shall return any unused portion of the
funds to Sponsor within thirty (30)
calendar days of such termination or
cancellation.

Sponsor and Investigator agree that only
product quantities strictly needed for the
roll-out of the studied are provided.
Sponsor and Investigator agree that only
equipment strictly needed for the roll-out
of the study is loaned for the strict
duration of the study, with strict
returning provisions. Investigator
guarantees that equipment is not used
for personal benefit of Investigators.
Transparency disclosure in aggregated

form

14.4.1.

Principal Investigator acknowledges that
various laws, statutes, regulations,

14.3.3

14.3.4

14.3.5

14.3.6

14.3.7

14.4

ucelem ,kapesného”, proplaceni
nedoloZenych vydaji nebo podobnych
nepatricnych vyloh.

ZkousSejici musi zadavatele informovat
o veskerych zméndch rozpoctu
hodnoceni. Zkousejici neni oprdvnén
volné disponovat prebytkem v pripadé
snizeni skutec¢nych ndkladt hodnoceni.
Zkousejici pak zejména nesmi financni
prostredky poskytnuté zadavatelem bez
jeho souhlasu pouZivat na pokryti
ndkladu jinych hodnoceni.

Prebytek se prevodem vyplati prfimo na
bankovni ucet zadavatele do tficeti (30)
kalenddrnich dni od zasldni ozndmeni

o prebytku.

Pokud je projekt zrusen nebo ukoncen
pred jeho dokoncenim, zkousejici musi
veskeré nevyuZité financni prostredky
vrdtit zadavateli do tficeti (30)
kalenddrnich dni od zasldni ozndmeni

o zruSeni.

Zadavatel se zkousejicim se dohodli, Ze
bude poskytnuto pouze takové mnoZstvi
vyrobku, které je nezbytné nutné

k provedeni hodnoceni.

Zadavatel se zkousejicim se dohodli, Ze
bude zapijceno pouze takové vybaveni,
které je nezbytné nutné k provedeni
hodnoceni, a to pouze po dobu trvdni
hodnoceni a na zdkladé striktnich
ustanoveni o vrdceni vybaveni. Zkousejici
zarucuje, Ze nebude zapljcené vybaveni
pouZivat k osobnimu prospéchu.

Souhrnné prohlaseni o transparentnim

poskytovdni informaci

14.4.1

Hlavni zkousejici bere na védomi, Ze
riizné zakony, pravidla, predpisy, pokyny
nebo poZadavky odvétvi (ddle spolecné
jen ,,zakony o oznamovdni“) zavazuji
urcité farmaceutické a zdravotnické
spolecnosti k poskytovdni a oznamovdni
udaju v souvislosti s provedenymi
platbami a uzavienymi smlouvami, a to
odbornikiim na zdravotni péci i dalsim
osobdm a subjektim, které plsobi

v urcitych zemich. V souladu s vyse
uvedenym tedy hlavni zkousejici

a studijni pracovisté berou na védomi

a souhlasi s tim, Ze v souladu

s pfipadnymi platnymi zakony




14.4.2.

1.11.

directives, and/or industry requirements
(collectively, “Reporting Laws”) require
certain companies in the
pharmaceutical/healthcare industry to
disclose and report information
regarding payments made and
agreements entered into with healthcare
professionals or other individuals and
entities carrying out activities in certain
countries. Accordingly, where such
Reporting Laws are applicable, Principal
Investigator and the Study Site
acknowledge and agree that
information, including but not limited to:
(i) name, address, qualifications and
medical specialties, registration number;
(ii) information regarding the
Agreement; and (iii) information
concerning all payments or benefits
made to the Investigator under the
Agreement may be disclosed by CRO to
Sponsor and/or to the relevant
responsible authority for publication of
such information publicly in accordance
with the relevant Reporting Laws. The
right of the Investigator to object to data
collection and data processing pursuant
to applicable privacy laws may not apply
where the disclosure obligation results
from a statutory requirement.

Execution of this Agreement serves as
Investigator’s consent to the data
collection, processing and disclosure of
the information set forth herein for the
purposes stated.

Personal Data. A new article 15
“Personal Data” will be added to the
Agreement and will be as follows:

a) 15.1. Parties shall handle all
personal data in accordance with the
GDPR and any other applicable data
protection law. Sponsor, Investigator
and  Study site share  the
responsibilities as joint controllers
for the processing of personal data
of subjects participating in the Study.
Investigator shall fully cooperate
with Sponsor as joint controller and

14.4.2

1.11

0 oznamovdni budou mimo jiné

s ndsledujicimi informacemi postupovat
takto: (i) jméno ¢i ndzev, adresu,
kvalifikaci a lékarské specializace,
evidencni Cislo, (ii) udaje souvisejici se
smlouvou a (iii) udaje souvisejici

s veskerymi platbami nebo plnénimi
poskytnutymi zkousejicimu podle
smlouvy miZe smluvni vyzkumnd
organizace (CRO) poskytnout zadavateli
nebo pfislusnému uradu odpovédnému
za zverejnéni takovych udaji v souladu
s platnymi zdkony o oznamovani. Prdvo
zkousejiciho vznést ndmitku proti
shromaZdovadni a zpracovdni osobnich
udaja dle platnych pravnich predpist

0 ochrané osobnich udaji nemusi platit,
pokud oznamovaci povinnost vyplyvad ze
zdkonem stanovenych poZadavkd.
Uzavrenim této smlouvy zkousejici dava
souhlas se shromaZdovdnim,
zpracovdnim a oznamovdnim udaj
uvedenych ve smlouvé za vyse
uvedenymi ucely.

Osobni udaje. Do smlouvy se
dopliiuje novy ¢lanek 15 ,,Osobni udaje”
s nasledujicim znénim:

a) 15.1. Smluvni strany budou se vSemi
osobnimi udaji nakldadat v souladu
s GDPR a pfipadnymi jinymi platnymi
pravnimi predpisy o ochrané
osobnich udaji. Zadavatel, zkousejici
a studijni pracovisté sdili z pozice
spolecnych sprdvci odpovédnosti za
zpracovdni osobnich udaji subjekti
zarazenych do hodnoceni. Zkousejici
musf zadavateli poskytnout
soucinnost jakoZto spolecny sprdvce
a pfijmout nezbytnd opatreni, aby
bylo vse vsouladu s platnymi
pravnimi predpisy. Jejich soucinnost
musi fddné odrdZet jednotlivé role
avztahy spolecnych sprdvci ve
vztahu  k subjektim  hodnoceni
jakoZto subjektum udaji, zejména
pak s ohledem na uplattfiovdni prdv
subjekti udaji a dodrZovani
pfislusnych povinnosti spole¢nych
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b)

c)

d)

shall take the necessary measures to
comply with Applicable Laws. Such
cooperation shall duly reflect the
respective roles and relationships of
the joint controllers vis-a-vis the
study subjects as data subjects, in
particular as regards the exercising
of the rights of these data subjects
and the joint controllers’ respective
duties to provide the information
referred to in Articles 13 and 14 of
the GDPR. |Investigator, as s
required by a joint controller, shall
maintain a record of processing
activities under its responsibility.
15.2. Study subjects, and/or their
legal representatives on their behalf,
may withdraw or change their initial
informed consent. Investigator shall
promptly notify Sponsor of any
withdrawal of or changes in the
informed consent of a study subject,
which may affect the use of such
study subject’s clinical data under
this Agreement. Investigator will
communicate with Sponsor on behalf
of the study subject. However, the
procedure  followed upon a
withdrawal of a study subject’s
consent will be according to the
instructions in the Protocol and the
informed consent and in accordance
with Applicable Laws.

15.3. Sponsor shall refrain from
tracing and/or identifying any study
subject, except when there is a legal
obligation to do so. In the event any
study subject, for any other than
aforementioned reason, becomes
identifiable to Sponsor, Sponsor is
under an obligation to preserve, at
all times, the confidentiality of
information pertaining to such study
subjects.

15.4. If Sponsor or Investigator
becomes aware of a personal data
breach (as referred to in Articles 33
and 34 of the GDPR), that Party shall

b)

d)

spravcl poskytovat udaje uvedené
v ustanovenich ¢lankd 13 a 14 GDPR.
ZkouSejici md jakoZto spolecny
sprdvce povinnost vést zdznamy
o ¢innostech zpracovadni, za které
odpovida.

15.2. Subjekty hodnoceni, pripadné
jejich  prdvni  zdstupci, mohou
plvodni informovany souhlas
odvolat nebo zménit. Zkousejici bude
bez prodleni zadavatele informovat
o pfipadném odvoldni nebo zméndch
informovaného souhlasu subjektu
hodnoceni, které mohou ovlivnit
pouZiti  klinickych dat takového
subjektu hodnoceni na zdkladé této
smlouvy.  ZkousSejici  bude  se
zadavatelem komunikovat za
dotyény subjekt hodnoceni. Pri
odvolani souhlasu subjektu
hodnoceni se vSak bude postupovat
podle pokynii v protokolu
a informovaném souhlasu
avsouladu s platnymi
predpisy.

15.3. Zadavatel nesmi vyhleddvat ani
identifikovat Zddné subjekty
hodnoceni, vyjma pfipadd, md-li
zdkonnou povinnost tak ucinit.
Pokud se néktery subjekt hodnoceni
z jakéhokoliv  divodu stane pro
zadavatele identifikovatelnym, pak
se zadavatel za vsech okolnosti
zavazuje zachovat divérnost
informaci tykajicich se takového
subjektu hodnoceni.

15.4. Pokud se zadavatel nebo
zkousejici dozvi o poruseni
zabezpeceni osobnich udaji (podle
ustanoveni c¢lank(i 33 a 34 GDPR),
dotycna smluvni strana o tom musi
bez prodleni informovat druhou
smluvni stranu. V takovém pripadé
budou smluvni strany navzdjem plné
spolupracovat na odstranéni
poruseni zabezpeceni osobnich udaji
ana vcasném splnéni (zdkonem
stanovenych) oznamovacich

pravnimi




e)

f)

promptly notify the other Party. In
such a case Parties will fully
cooperate with each other to remedy
the personal data breach and fulfil
the (statutory) notification
obligations timely.

15.5. Investigator shall and shall
ensure that Study Team at all times
comply  with the applicable
legislation on the protection of
personal data. Investigator shall
ensure that study team are familiar
with the applicable legislation on the
protection of personal data.
Investigator shall implement and
maintain such security measures and
safeguards as are appropriate to
protect personal data (as defined by
applicable data protection law in the
relevant jurisdiction where
Investigator is  performing its
obligations hereunder) against any
form of unauthorised or unlawful
processing, including access by
unauthorised individuals and
accidental loss or destruction.

15.6. Investigator shall not send,
submit, transfer or otherwise
disclose any personal data to
Sponsor which is not requested by
Sponsor or otherwise required to be
disclosed for the proper performance
of the Agreement or is obtained
without a person’s written consent
to process and transfer such
information. Investigator and study
team may provide personal data
relating to the Investigator and/or

study team for the proper
performance of this Agreement.
Investigator  acknowledges  that

Study Team members that have not
signed a data consent form for the
purpose of processing their personal
data as requested by Sponsor will
not be able to participate in the
Study on the basis of this
Agreement.

f)

CLANEK 2

2.1 Pojmy psané

povinnosti.

15.5. Zkousejici musi zajistit, aby
studijni tym po celou dobu dodrzoval
platné prdavni predpisy o ochrané
osobnich udaju. ZkousSejici musi
zajistit, aby se studijni tym sezndmil
s platnymi pravnimi predpisy
0 ochrané osobnich udaji. Zkousejici
musi zavést a dodrZovat takovad
bezpecnostni opatreni
a zabezpeceni, kterd jsou vhodnd
k ochrané osobnich udaji (dle
platnych prdvnich predpist
o ochrané osobnich udaji v zavislosti
na jurisdikci, kde zkousejici pini své
zavazky podle této smlouvy) proti
jakékoliv formé neoprdvnéného nebo
nezdkonného zpracovdni, vcetné
pfistupu neoprdvnénych osob
a ndhodné ztrdty nebo zniceni.

15.6. ZkouSejici nebude zasilat,
predkladat, preddvat ani jinak
zpristupniovat jakékoliv osobni tdaje

zadavateli, které si  zadavatel
nevyZadal,  které  neni  nutné
k Fadnému plnéni smlouvy

poskytovat, nebo které byly ziskdny
bez pisemného souhlasu dané osoby
se  zpracovdnim a pfeddvdnim
takovych informaci. MiZe byt nutné,
aby zkousejici a studijni tym poskytli
své osobni udaje za ucelem rddného
plnéni této smlouvy. Zkousejici bere
na védomi, Ze clenové studijniho
tymu, ktefi nepodepisi formuldr
souhlasu s pouZitim udaji pro ucely
zpracovdni  osobnich udaji  dle
poZadavku zadavatele, se nebudou
moci hodnoceni na zdkladé této
smlouvy ucastnit.

VSEOBECNA USTANOVENI

svelkym pocatecnim

pismenem. Pro Ucely tohoto dodatku,
vCetné Uvodni ¢asti, maji pouzité pojmy
psané svelkym pocatecnim pismenem
vyznam, ktery stanovuje smlouva.
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ARTICLE2 GENERAL

2.1.Capitalized Terms. For the purposes of
this Amendment, including the recitals
set forth above, capitalized terms used
herein and not otherwise defined shall
have the meanings specified for them in
the Agreement.

2.2.Counterparts. This Amendment may be
signed in one or more counterparts,
each of which shall be considered an
original and together they shall
constitute one instrument.

2.3.Severability. Each term and provision of
this Amendment is intended to be
severable. If any term or provision of
this Amendment is determined by a
court of competent jurisdiction to be
unenforceable for any reason
whatsoever that term or provision shall
be ineffectual and void and the validity
of the remainder of this Amendment
shall not be adversely affected thereby.

2.4.Single Document. Except as amended
by this Amendment the Agreement shall
remain unmodified and in full force and
effect. This Amendment and the
Agreement shall hereafter be read and
construed together as a single
document, and all references in the
Agreement to the Agreement shall
hereafter refer to the Agreement as
amended by this Amendment.

2.5.No Waiver. The parties acknowledge
and agree that nothing in this
Amendment shall be deemed to
constitute a consent to and/or waiver of
any defaults which may otherwise exist
as of the date hereof under the
Agreement, and each of the undersigned
hereby retains all rights and remedies
that it may have in connection
therewith.

2.6.0ther provisions. All other provisions of
the Agreement will remain unchanged.

2.2 Stejnopisy. Tento dodatek muzZe byt
vyhotoveny ve dvou nebo vice
stejnopisech, z nichZ kazdy ma platnost
originalu, a vSechny jsou soucasti jedné
smlouvy.

2.3 Salvatorska klauzule. VSechny pojmy
a ustanoveni tohoto dodatku jsou
oddélitelné. Pokud pfislusny soud
shledd néktery z pojmd ¢i ustanoveni
tohoto dodatku z jakéhokoliv dlvodu
nevymahatelnym, takovy pojem (i
ustanoveni se stanou neucdinnymi
a neplatnymi, pficemzZ platnost zbylych
Casti tohoto dodatku timto nebude
dotcena.

2.4 Jednotny dokument. Vyjma Uprav dle
tohoto dodatku zlstava znéni smlouvy
nepozménéné, platné a ucinné. Tento
dodatek se timto spolu se smlouvou
povaZzuje za jednotny dokument.
Veskeré zminky osmlouvé se timto
tykaji smlouvy upravené timto
dodatkem.

2.5 Vylouceni zieknuti se prav. Smluvni
strany berou na védomi a souhlasi s tim,
Ze Zzadné ustanoveni tohoto dodatku
nelze vykladat jako souhlas s jakymkoliv
neplnénim ani zfeknuti se takového
neplnéni, které mohlo k datu uzavreni
této smlouvy vzniknout. Nize
podepsanym osobdm timto nalezi
veskera prava a opravné prostiedky, na
které mohou mit vsouvislosti se
smlouvou ndrok.

2.6 Ostatni ustanoveni. VSechna ostatni
ustanoveni smlouvy zUstavaji nedotcena.

2.7 Smluvni strany souhlasi s uverejnénim
smlouvy poskytovatelem zdravotnich
sluzeb za ucelem splnéni povinnosti
uloZzenych mu platnou pravni Upravou.
Ve smlouvé nebudou zvefejnény osobni
udaje fyzickych osob, které nejsou
verejné dostupné ve verejném rejstriku,
dlvérné informace dle této smlouvy a
dale pak obchodni tajemstvi. Za ucelem
uvefejnéni této smlouvy ve smyslu
tohoto odstavce poskytne Pharming
poskytovateli zdravotnich sluzeb
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2.7.The contracting parties agree to the
publication of the contract by the health
service provider in order to fulfil the
obligations imposed on them by the
applicable legislation. The contract will
not disclose personal data of natural
persons that are not publicly available in

the  public register, confidential
information according to this contract
and trade secrets. For publication

purposes of this Agreement pursuant to
this paragraph, Pharming shall provide
Healthcare Provider with a revised
version of the Agreement in a machine-
readable format. (ideally in pdf). The
Healthcare provider will publish the
contract in the register of contracts and
will inform the contracting authority
about the publication:
P OO0 00000000 00000000000 0.0.0.000.0:¢

IN WITNESS WHEREOF, the parties have
executed and delivered this Amendment to as of
the Effective Date written above.

Signed for and on behalf of

PHARMING TECHNOLOGIES B.V.

Leiden, 2025

V0,0.0.0,0.0.0,0.0.0,0.0.0,0.0.0,0.0.0,0.0.0,0.0.0,0.9,0,0.0 0,0

Signature (Podpis):

revidovanou verzi smlouvy ve strojové
citelném formatu. (idedlné v pdf).
Uverejnéni smlouvy v registru smluv

provede poskytovatel zdravotnich
sluzeb, a o uverejnéni bude zadavatele
informovat:

) 9,:9,9.0.9,0,0,.0.9,0.0,0,0.9.9.0.0,0.0.9.0.0,0,0,9.9,¢.0,0,0

NA DUKAZ CEHOZ smluvni
ucinnosti  vySe podepsaly a predaly
dodatek.

strany kdatu
tento

Podepsdno za

FAKULTNi NEMOCNICE V MOTOLE

Prague 2025

) $,9.9.9,9.9.9,0,0,0,.0.0.0,0,0,9.9.0.0,9.9.0,0,0,0.0.0,0

Power of attorney (V pIné moci)

Signature (Podpis):

Prohlasuiji, Ze jsem se seznamila s obsahem
tohoto dodatku a beru uvedené skuteénosti na
védomi

D $,9,9,9,9.9.9,0,:0,.0.0.0.0.0,0,0.9.0.0.9.9.0,0,0,0.0.0,0

Investigator (Zkousejici)

12




| declare that | have familiarized myself with the
content of this Amendment and take note of the
stated facts

Signature (Podpis):
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Annex 1 of Amendment (= will replace Annex 2 of
the Agreement)

PAYMENT SCHEDULE

TO THE CLINICAL TRIAL AGREEMENT

Identification and banking details of the
Sponsor
Pharming Technologies BV
Attn. Financial Department
Darwinweg 24
2333 CR Leiden
The Netherlands
VAT NL807699962B01
Chamber of Commerce 28078995
1,9.9.0,0.9.0.0.9.0.0.9.0.0.9.0.0.9.0.0.9.0.0.¢ ¢,0.4

1. Obligations arising from this Agreement
a total amount of XXXXXXXX for each
subject of evaluation, depending on the
planned visits and submission of
complete records of these visits to the
Contracting Authority according to the
following division:

phase Provider

amount / patient at the end of the whole phase
XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

Additional unscheduled visit for IP change to
Pharming tablets XXXXXXXXXXXXXX

Priloha 1 dodatku (= nahrazuje prilohu 2
smlouvy)

ROZPIS PLATEB

PODLE SMLOUVY O KLINICKEM HODNOCENI

Identifikacni a bankovni Gdaje zadavatele

Pharming Technologies BV

K rukam: Financni oddéleni
Darwinweg 24

2333 CR Leiden

Nizozemsko

DIC NL807699962B01

Reg. ¢. 28078995

XXX XXXXXXXXXXXXXXXX

1. Zavazky stanovené smlouvou v celkové
vySi  XXXXXXXX za kazidy subjekt
hodnoceni v zavislosti na naplanovanych
navstévach a predloZzeni kompletnich
zaznam(O navstév  zadavateli podle
nasledujiciho rozdéleni:

poskytovatel zdravotnich sluzeb v dané fazi
¢astka na pacienta, na konci celé faze
XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

XXXXXXXXXXXXX

Dalsi nepldanované ndvstévy pii zméné
hodnoceného pfipravku na tablety Pharming —
XXXXXXXXXXXXX
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