DODATEK 2
KE SMLOUVE O KLINICKEM HODNOCENI

Tento Dodatek (,Dodatek”) ke Smlouvé o
klinickém hodnoceni uzavieny mezi smluvnimi
stranami dne 29. ¢ervna 2020 s Ucinnosti od data
jejiho zverejnéni v registru smluv 30. ¢ervna 2020
(,Smlouva“) meazi:

RARE THYROID THERAPEUTICS INTERNATIONAL
se sidlem Klara Norra Kyrkogata 26, 111 22
Stockholm,  Svédsko  (,Zadavatel“),  DIC:
SE556919510901

V zastoupeni: XXXXXXX

Fakultni nemocnici v Motole

Statni prispévkova organizace

se sidlem: V Uvalu 84, 150 06 Praha 5, Ceska
republika

ICO: 00064203

DIC: CZ00064203

zfizenou rozhodnutim Mz CR
listopadu 1990

V zastoupeni: XXXXXXX

ze dne 25.

(dale jen ,Poskytovatel zdravotnich sluzeb” nebo
,Poskytovatel”)

XX
Adresa: XX Ceska republika

(dale jen ,Hlavni zkousejici®)
se uzavird k datu posledniho niZe uvedeného
podpisu (dale jen ,datum uzavieni“).

Zadavatel, Poskytovatel a Hlavni zkousejici jsou
»Smluvnimi partnery” a kazdy z nich je ,Stranou”.

AMENDMENT 2
TO CLINICAL TRIAL AGREEMENT

This Amendment (“Amendment”) to the Clinical
Trial Agreement concluded between the
contracting parties on 29 June 2020 and effective
from the date of publication in the register of
contracts 30 June 2020 (“Agreement”) by and
between:

RARE THYROID THERAPEUTICS INTERNATIONAL
with a place of business at Klara Norra Kyrkogata
26, 111 22 Stockholm, Sweden (“Sponsor”), VAT
No.: SE556919510901

Represented by: XXxxxxx

And

Fakultni nemocnice v Motole

State contributory organization

with a place of business at V Uvalu 84, 150 06
Prague 5, Czech Republic

ID No.: 00064203

VAT No.: CZ00064203

Established by the decision of the Minister of
Health of the Czech Republic dated 25
November, 1990

Represented by: xxxxxxx
(hereinafter referred to as the
Provider ” or “Provider”)

“Healthcare

and

XX
Address: XX Czech Republic
the

(hereinafter referred to as

Investigator”)

“Principal

is concluded as of the date of last signature
below (hereinafter referred to as the “Conclusion
Date”).

Together Sponsor, Provider and Principal
Investigator are the “Contracting Partners ” and
each is a “Party”.

WHEREAS, Sponsor is conducting a multi-center
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Vzhledem k tomu, Ze Zadavatel provadi
multicentrické klinické hodnoceni tykajici se
hodnoceného lé¢iva XX (,hodnoceny Iék“) s
Cislem protokolu XX (,Protokol”), zahrnuijici
vSechny soucasné i budouci Upravy Protokolu
potvrzené Hlavnim zkousSejicim, je provedeni
Protokolu oznaéeno jako ,Hodnoceni*;

Vzhledem k tomu, Ze Zadavatel najal spolecnost
XX a jeji pridruzené spolecnosti, XX. XX, kterd
vystupuje jako nezavisly smluvni partner,
uzaviela Ramcovou smlouvu o sluzbach a
Pracovni pfikaz dne XX, na jejichz zakladé byla
spoleCnost XX najata k provedeni a fizeni
Klinického hodnoceni jménem Zadavatele
(,Smlouva s CRO“). Zadavatel prenesl urcité
zdvazky na XX, které zahrnuji jednani o
smlouvach o] klinickém hodnoceni s
Poskytovatelem a ZkouSejicimi a administrativu
spojenou s vyplacenim grant(, které jsou v nich

popsany.

Vzhledem k tomu, Ze Smluvni strany si preji
pozménit Smlouvu v souladu se zde uvedenymi
podminkami.

Proto se tedy, s ohledem na zde obsazené
vzajemné sliby, zavazky a dohody a dalsi fadna a
pfimérend  protiplnéni, jejichz pfijem a
dostatecnost kazda Strana timto stvrzuje, Smluvni
strany dohodly nasledovné:

1. Vzhledem ke zménam, které jsou
predmétem nového Protokolu XX, byl
rozpocet odpovidajicim zplsobem
zménén.

2. Dodatek 1 Rozpis plateb smlouvy je

timto zrusen v celém rozsahu a je
nahrazen pfilozenym Dodatkem 1
Rozpis plateb.

3. Kromé zde konkrétné upravenych a
pozménénych zUstavaji vSechny podminky,
ustanoveni a poZadavky obsaiené ve
Smlouvé nezménéné a v plné platnosti a
ucinnosti.

Clinical Trial involving the study drug XX (“Study
Drug”) with Protocol Number XX (“Protocol”)
including all current and future amendments to
Protocol, acknowledged by the Principal
Investigator, the performance of the Protocol is
referred as the “Trial”;

WHEREAS, Sponsor has engaged XX and its
Affiliates, XX. XX acting as an independent
contractor, has entered into Master Services
Agreement and Work Order dated XX under
which XX has been engaged to conduct and
manage the Trial on behalf of the Sponsor (“the
CRO Agreement”). Sponsor has transferred
certain obligations to XX which include
negotiation of the clinical trial agreements with
Provider and Investigators and payment
administration of grant amounts described
therein.

WHEREAS, the Contracting Partners desire to
amend the Agreement on the terms and
conditions set forth herein.

NOW THEREFORE, in consideration of the mutual
promises, covenants and agreements herein
contained, and other good and valuable
considerations, the receipt and sufficiency of
which each Party hereby acknowledges, the
Contracting Partners hereby agree as follows:

1. Due to the changes implemented by
new Protocol XX the Budget has been
amended accordingly.

2. Appendix 1 Payment Schedule of the
Agreement is hereby deleted in its
entirety and replaced with the
attached Appendix 1 Payment
Schedule.

3. Except as specifically modified and amended
herein, all of the terms, provisions and
requirements contained in the Agreement
remain unchanged and in full force and
effect.
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4. Smluvni strany souhlasi s uvefejnénim
tohoto Dodatku Poskytovatelem zdravotnich
sluzeb za ucelem splnéni povinnosti
uloZzenych mu zakonem ¢. 340/2015 Sb., o
registru smluv. Za uéelem uverejnéni tohoto
Dodatku poskytne zadavatel/CRO
poskytovateli revidovanou verzi Dodatku ve
strojové Citelném formatu. Uverejnéni
Dodatku v registru smluv  provede
Poskytovatel a o uvefejnéni bude
zadavatele/CRO informovat. V Dodatku
nebudou zverejnény osobni udaje fyzickych
osob, které nejsou verejné dostupné ve
verejném rejstiiku, divérné informace dle
tohoto Dodatku a dale pak obchodni
tajemstvi, které si smluvni strany sjedndvaji
ve smyslu ust. § 504 obcanského zakoniku
takto: (protokol a design studie, detailni
rozpoCet, pocet subjektd a jejich
odménovani, délka  trvani, pojisténi
zadavatele.)

The Contracting Partners agree with the
publication of this Amendment by the
Healthcare Provider in order to fulfill the
obligations imposed on it by Act No.
340/2015 Coll., On the Register of Contracts.
For the purpose of publishing this
Amendment, the Sponsor/CRO will provide
to the Healthcare Provider with a revised
version of the Amendment in a machine-
readable format. The publication of the
Amendment in the register of contracts will
be performed by the Healthcare Provider
and he will inform the Sponsor/CRO about
the publication. An Amendment will not
disclose personal data of natural persons
who are not publicly available in the public
register, confidential information under this
Amendment and trade secrets that the
Contracting Partners agree in accordance
with § 504 of the Civil Code as follows:
(protocol and design study, detailed budget,
number of entities and their remuneration,
duration, insurance of the Sponsor.)

[signature page follows]
[nasleduje podpisova strankal

IN WITNESS THEREOF, the Contracting Partners
Na dlikaz ¢ehoZ Smluvni strany uzavrely k Datu | have caused this Amendment to be executed by
ucinnosti tento Dodatek prostfednictvim svych | their duly authorized representatives as of the
radné opravnénych zastupct. Conclusion Date.

Zadavatel/Sponsor

Datum/Date:

Podpis:/Signature:
Jméno:/Name: xxx
Funkce:/Position: vykonny feditel/CEO
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Poskytovatel/Provider

Datum/Date:

Podpis:/Signature:
Jméno:/Name: xxx

na zakladé povéfeni/under delegation of the employer

naméstek pro Ié¢ebné preventivni péci/Deputy for Medical Preventive Care

Hlavni zkousejici/Principal Investigator

Datum/Date:

Podpis:/Signature:
Jméno:/Name: XX
Funkce:/Position: Hlavni zkousejici/Principal Investigator

Pfriloha 1 Rozpis plateb Appendix 1 Payment Schedule

1.  ZARAZOVANI SUBJEKTU 1.  TRIAL SUBJECT ENROLLMENT
HODNOCENI
Predpokladany pocet zafazenych subjektll Estimated number of enrolled Trial's
hodnoceni: X. Subjects: X.
2. PLATEBNi PODMINKY 2.  PAYMENT TERMS
2.1. Prfijemcem platby je Fakultni 2.1. The payee is Fakultni nemocnice

nemocnice v Motole (dale pouze
.PFijemce platby“), kterému bude
odména hrazenav souladu s

v Motole (hereinafter referred to
as the “Payee”), to which the
remuneration will be paid in

nasledujici  tabulkou v ramci accordance with the following
pokryti nakladid na provedeni table to cover the costs of
klinického hodnoceni. conducting the Trial.

2.2. VSechny poplatky zahrnuji rezijni 2.2. Al fees include overhead
naklady. expenses.

2.3. Prijemce sluzeb, Zadavatel , ma 2.3. The Service’s Recipient,

Amendment 2 to CTA-Institution
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sidlo ve Svédsku; Ize pouzit
mechanismus pfeneseni danové
povinnosti. Slovni spojeni ,lze
pouzit mechanismus pFeneseni
darflové povinnosti“ by mélo byt
uvedeno na fakture.

Sponsor, is based in Sweden,
reverse charge mechanism is
applicable. The mention
"Reverse charge mechanism is
applicable” should be included on
the invoice.

3. ROZPOCET KLINICKEHO
HODNOCENI 3. TRIAL BUDGET

3.1 Harmonogram navstév a naklady
pracovisté 3.1 Visit Schedule and Site Cost

Ocekavany celkovy rozpocet je:
The expected total budget is:

Naklady na jednoho pacienta
_ vcetné rezie
Castka (XX) bez DPH/

; Per Patient Cost including
Cislo navstévy/ Overhead
Amount (XX) without VAT

Nazev navstévy/
Visit Name Visit Number

XX
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| Celkem/Total

Castka (XX)

bez DPH/
Dalsi poplatky pro pracovisté Amount (XX) Cetnost/ Vyskyt plateb/
Additional Site Fees without VAT Frequency Payment Occurrence
NeUspésné screeningy
(budou uhrazeny vSechny dokonéené opakuiici se
procedury pfed neuspéSnym screeningem), | Viz pfiloha P é dl
viz tabulka nize: Procedury/Jednotkové 1 Platebni procecury podie v souladu s podminkami smlouvy/ in
) . protokolu/ - )
naklady podminky/ Recurrin accordance with the terms of this
Screen Failures See Exhibit 1 9 Agreement

(all completed procedures will be
reimbursed before Screen Failure), see
table below: Procedures/Unit Cost

Payment Terms

Procedures Per
Protocol

Neplanované navstévy

(zaplaceno na zakladé dokonéenych
procedur/

Unscheduled Visits

(Paid based on Procedures Completed)

opakujici se
procedury podle
protokolu/
Recurring
Procedures Per
Protocol

v souladu s podminkami smlouvy/ in
accordance with the terms of this
Agreement

Poplatek za hospitalizaci/ XX neznamé/ Oproti fakture/
Hospital overnight Unknown Upon Invoice
é«dmmnstratnvnl poplatek (Study Start up jednorazove/
ee)/ XX ;
Administrative fee (Study Start up Fee)/ one-time fee
Archivacni poplatek/ jednorazové/
Archiving fee XX one-time fee
za jednu
zapojenou
laboratof/
per each (one)
participating
Laboratorni poplatek/ Laboratory fee XX laboratory
Administrativni poplatek za zpracovani za dodatek/
dodatku ke smlouvé/ per Amendment
Administrative fee for Amendment XX
Poplatky lékarné:/
Pharmacy fees:
Iniciaéni poplatek/ jednorazové/
Initiation fee XX one-time fee
PFijem zasilky 1é¢iv do Iékarny/
Acceptation of shipment of pharmaceuticals za prijem/
at the Pharmacy XX per acceptation
Vydej lé€iva na kliniku/ za vydej/
Dispensing of pharmaceutical to the clinic XX per dispensing
Uchovavani léciv/ mésicné/
Storage of pharmaceuticals XX monthly
Monitorovaci navstéva/ za hodinu/
Monitoring visit XX per hour
Likvidace studijni medikace/ XX jednorazové/
Disposal of study medication one-time fee
Likvidace studijni medikace/ XX nasledné/
Disposal of study medication subsequent
Priplatek za Cinnosti provadéné mimo +100 % z
béznou pracovni dobu (po-pa 16-7:30, cenikové
vikendy, svatky) E— Polozky/

+100% of list item

*Procedury/Procedures

XX

Jednotkové naklady/Unit Cost
Castka (XX) bez DPH/Amount (XX)
without VAT

XX

XX
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3.2 Neuspésné screeningy

Zadavatel uhradi Pfijemci platby naklady na
neuspésné screeningy.

Jakmile je subjekt hodnoceni vyhodnocen
jako  neuspésSny  screening, nebudou
provadény zadné dalSi procedury a PFijemci
platby nebude za Zadné zbyte¢né procedury
nebo dalSi faze Ié¢by proplacena odména.

4.  INFORMACE O PRIJEMCI PLATBY
Platba nakladd bude provedena

vystaveni faktury pro XX
pfevodem nasledujicimu pfijemci:

(po
bankovnim

3.2 Screen Failures

Sponsor  will
failures.

pay Payee for screen

Once a Trial Subject is deemed to be a
screen failure, no additional procedures
are to be completed and Payee shall not

be reimbursed  for  unnecessary
procedures or additional treatment
phases.

4. PAYEE INFORMATION

Payment of costs will be made on issue
of an invoice to XX by bank transfer to
the following recipient:

NAZEV PRIJEMCE PLATBY (stejné jako
na fakture):/

Fakultni nemocnice v Motole

PAYEE NAME (Same name as the

invoice):

ADRESA PRIJEMCE PLATBY:/ V Uvalu 84, 150 06 Praha 5
PAYEE ADDRESS: Ceska republika (Czech Republic)
DIC PRIJEMCE PLATBY!/ CZ 00064203

PAYEE VAT (TAX) ID NUMBER

E-MAILOVA ADRESA PRIJEMCE PLATBY/ | XX

PAYEE EMAIL ADDRESS

NAZEV BANKY PRIJEMCE PLATBY/
PAYEE BANK NAME

ADRESA BANKY PRIJEMCE PLATBY/
PAYEE BANK ADDRESS

CISLO UCTU
ACCOUNT NUMBER

BIC

IBAN
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Pokud jsou informace o bance nespravné
nebo neuplné, platby faktur se mohou
opozdit.

5. FAKTURY

Pfijemce platby bude zasilat vSechny
faktury do Rare Thyroid Therapeutics
International na nasledujici e-mailovou
adresu:

XX

v kopii:

XX

VSechny otazky k fakturam budou zasilany
na e-mailovou adresu XX

6. Udaje pozadované na fakturach

— Cislo protokolu a pracovisté

— nazev a adresa Prijemce platby
— bankovni udaje

— DIC, pokud se pouziva

— Cislo a datum faktury

— Castka platby

TATO PRILOHA 1 ROZPIS PLATEB
STANOVUJE VSECHNY PLATBY, KTERE
MA ZADAVATEL PROVEST VE
PROSPECH PRIJEMCE PLATBY
V SOUVISLOSTI S TOUTO SMLOUVOU.
ZADNE DALSI PLATEBNi POZADAVKY
NEBUDOU ZOHLEDNENY BEZ
PREDCHOZIHO PISEMNEHO SOUHLASU
ZADAVATELE.

Amendment 2 to CTA-Institution
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If the bank details above are incorrect or
incomplete, the payments of the invoices
might be delayed.

5. INVOICES

Payee shall submit all invoices to
Rare Thyroid Therapeutics
International at the following email
address:

XX

Copy to:

XX

All invoice questions will be sent to:
XX

6. Information required in the Invoices

- Protocol and Site number
- Payee Name and Address
- Bank details

- VAT number if applicable
- Invoice Number and Date
- Payment Amount

THIS APPENDIX 1 PAYMENT
SCHEDULE SETS FORTH ALL
PAYMENTS TO BE MADE BY SPONSOR
TO PAYEE IN CONNECTION WITH THIS
AGREEMENT. NO OTHER ADDITIONAL
PAYMENT REQUESTS WILL BE
CONSIDERED WITHOUT THE PRIOR
WRITTEN CONSENT OF SPONSOR.
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