DODATEK €. 3 KE SMLOUVE O PROVEDENIi KLINICKEHO HODNOCENI
AMENDMENT NO. 3 TO CLINICAL TRIAL AGREEMENT

Klinické hodnoceni: CA209-77T

,Randomizovand, dvojité zaslepend studie faze Il
hodnotici neoadjuvantni [é¢bu  chemoterapii a
nivolumabem oproti neoadjuvantni lé¢bé chemoterapii a
placebem s naslednym chirurgickym odstranénim nadoru
a adjuvantni lé¢bou nivolumabem nebo placebem u
pacientd s resekovatelnym nemalobunéénym
karcinomem plic stadia II-111B“

uzavfené dne 8. fijna 2019, ve znéni Dodatku €. 1 ze dne
2. bfezna 2021 a Dodatku €. 2 ze dne 26. fijna 2021, dale
jen ,smlouva“.

XXX

XXX

XXX

Ceska republika
Datum narozeni: xxx
dale jen ,,zkousejici”

A

Fakultni Thomayerova nemocnice

Zastoupend doc. MUDr. Zderikem Benesem, CSc.,
feditelem

Videriska 800

140 59 Praha 4 - Kr¢

Ceska republika

statni prispévkova organizace zfizena Ministerstvem
zdravotnictvi CR, UpIné znéni zfizovaci listiny €. j. MZDR
17268-1V/2012, zapsana v obchodnim rejstiiku u
Méstského soudu v Praze, oddil Pr, vl. 1043

ICO: 00064190
DIC: CZ00064190
dale jen ,,zhotovite

Ill

Bristol-Myers Squibb International Corporation
Chaussée de la Hulpe 185

1170 Brusel

Belgie

DIC: BE0415033504

dale jen ,,zadavatel”,

spole¢né dale také jako ,smluvni strany” a jednotlivé
jako ,,smluvni strana“,

uzaviraji podle § 1746 odst. 2 zakona ¢. 89/2012 Sb.,
obcanského zakoniku, ve znéni pozdéjsich predpisli tento
dodatek ¢. 3 (dale jen , dodatek”) ke smlouvé.

Clinical Trial: CA209-77T

“A Phase 3, Randomized, Double-blind Study of
Neoadjuvant Chemotherapy plus Nivolumab versus
Neoadjuvant Chemotherapy plus Placebo, followed by
Surgical Resection and Adjuvant Treatment with
Nivolumab or Placebo for Participants with Resectable
Stage II-11IB Non-small Cell Lung Cancer”

Executed on 8 October 2019, as amended by Amendment
No. 1 dated 2 March 2021 and by Amendment No. 2
dated 26 October 2021, hereinafter “Agreement”.

XXX

XXX

XXX

Czech Republic

Date of Birth: xxx
hereinafter “Investigator”

and

Thomayer University Hospital

Represented by doc. MUDr. Zdenék Benes, CSc.,
director

Videnska 800

140 59 Praha 4 - Krc

Czech Republic

Government funded organization established by the
Ministry of Health, the full text of the foundation deed
ref. MZDR 17268-1V/2012, registered in the Commercial
Register maintained at the Municipal Court in Prague,
Section Pr, File 1043

Identification No.: 00064190

Tax ldentification No.: CZ00064190

hereinafter “Institution”

and

Bristol-Myers Squibb International Corporation
Chaussée de la Hulpe 185

1170 Brussels

Belgium

Tax Identification No.: BEO415033504

hereinafter “Sponsor”,

and

Hereinafter referred to “Parties”

individually as “Party”,

jointly as

conclude, pursuant to Sec. 1746 (2) of Act No. 89/2012
Coll., Civil Code, as amended, this amendment No. 3
(“Amendment”) to the Agreement.
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1) Smluvni strany se dohodly, Ze s Ucinnosti ode dne

zverejnéni smlouvy v registru smluv vstupuje do prav
a povinnosti plvodniho zkousejictho XxXXXXXXXXXx
novy zkousejici XXXXXXXXXXXXXXXXX, a to z dlvodu
umrti plvodniho zkousejiciho.

2) Smluvni strany se dale dohodly na zméné prvniho

3)

odstavce Prilohy ¢. 1 Smlouvy, jenz nadale zni
nasledovné:

Fakturace bude provddéna zhotovitelem na zakladé
podkladil pfedanych zhotoviteli spole¢nosti BMS CR,
které budou obsahovat pFehled uskutecnénych
navstév, fakturovatelnych poloiek a lokalnich
vysSetreni (laboratore, zobrazovaci vysetreni a vykony
Iékarny) subjektl hodnoceni za uplynulé obdobi (tj. v
pfipadé pravidelnych plateb 1. 5.-31. 10. a 1. 11.-30.
4. prislusného kalendarniho roku), které byly
nasledné zkousSejicim zpracovany dle poZadavkl
protokolu a ke kterym zadavatel obdrzel vsechny
radné vyplnéné zaznamy subjektd hodnoceni.
Podklady budou zaslany na e-mailovou adresu: xxx.

Smluvni strany se potom dale dohodly, Ze z dGvodu
pridani studijni koordindtorky do studijniho tymu
dochazi ke zméné odst. 1 c¢lanku XlII Smlouvy, jenz
nadale zni takto:

1) Zadavatel se =zavazuje uhradit zhotoviteli
dohodnutou cenu dle pfilohy ¢. 1 za kazdy
hodnotitelny subjekt, pokud zkouSejici klinické
hodnoceni povede a dokonéi tak, jak je

stanoveno touto smlouvou a protokolem
klinického hodnoceni.
Smluvni strany berou na védomi, Ze

predpokladané celkové financni plnéni bude
1,898,100 K¢.

Dohodnutd cena zahrnuje odménu zhotoviteli za
splnéni veskerych Ukold popsanych v této
smlouvé a jejich pfilohach, zejména pak za
pfipadny nakup c¢i prondjem produktl Ci zafizeni
pouzitych v rdmci plnéni takového lkolu, jakoz i
Uhradu naklad( za provedeni laboratornich a
jinych vySetfeni pozadovanych protokolem
klinického hodnoceni, Uhradu naklad
souvisejicich s poskytnutim kopii dokumentu dle
¢l. IV odst. 7 pism. f), dhradu nakladd Iékarny,
véetné nakladd na zajisténi likvidace prazdnych
nebo poloprazdnych oball hodnocenych IéCivych
pfipravkl a na nakladani s vratnymi obaly, které
slouzi k prepravé léCivych pfipravki do mista
hodnoceni, a Uhradu administrativnich nakladd
spojenych s provadénim klinického hodnoceni, a
to vcetné nakladl na archivaci dokumentace
vztahujici se k tomuto klinickému hodnoceni

1) The parties have agreed that effective as of the date

of publication the Agreement on the Registry of
Agreements the new Investigator XXXXXXXXXXXX
enters into the rights and obligations of the original
Investigator xxxxxxxxxxxxx due to death of the
original Investigator.

2) The Parties have further agreed to amend the first

section of Exhibit 1 of the Agreement, which
continues as follows:

The Institution shall issue invoices on the basis of the
underlying materials provided to the Institution by
BMS CR, which will include a list of Clinical Trial
Subjects’ visits and invoiceable items and local
examinations (e.g. laboratory tests, imaging
assessments and pharmacy procedures) performed
within the past time period (i.e., in the case of regular
payments, 1. 5.-31. 10. and 1. 11.-30. 4. of the
respective calendar year), which were subsequently
processed by the Investigator as required by the
Protocol and for which the Sponsor has received all
duly completed Case Report Forms. The underlying
materials shall be sent at an e-mail address: xxx.

3) The Parties further agree that due to the addition of

the Study Coordinator to the Study Team, section 1
of Article XIll. of the Agreement, which continues to
read as follows:

1) The Sponsor undertakes to pay the Institution
the price agreed as per Exhibit 1 for each subject
that may be evaluated, if the Investigator
conducts and completes the Clinical Trial as
stipulated by this Agreement and the Clinical
Trial Protocol.

The Parties acknowledge that the expected total
financial commitment shall be 1,898,100 CZK.

The agreed price includes remuneration for the
Institution for performance of all tasks as
described in this Agreement and its Exhibits,
including without limitation, for any purchase or
lease of products or facilities used in performing
such task, as well as compensation for costs of
conducting any laboratory and other
examinations as required by the Clinical Trial
Protocol, compensation for costs related to the
provision of the copies of documents as per
Article IV (7) (f), reimbursement of the costs of
the pharmacy, including costs of liquidating
empty or half-empty containers  with
Investigational Medicinal Products and of
handling recyclable containers serving for the
transport of medicinal products to the Clinical
Trial Site, as well as reimbursement of any
administrative costs connected with the
conduct of the Clinical Trial, including costs of
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a na vyplatu vynaloZenych nakladld subjektd archiving documents relating to this Clinical Trial
hodnoceni. and of reimbursing spent expenses to Clinical
XXX Trial Subjects.

XXX

4) VeSkerd ostatni ustanoveni plvodni smlouvy | 4) All other provisions of the Agreement shall remain in
zUstdavaji v platnosti. full force and effect.

5) Smluvni strany se dohodly, Ze tento dodatek nabyvd @ 5) The Parties agreed that this Amendment becomes
platnosti dnem podpisu posledni smluvni stranou a valid on the date of its execution by the last Party and
ucinnosti dnem uverejnéni v registru smluv. effective upon publishing at the Registry of

Agreements.

6) Tento dodatek je vyhotoven ve tfech stejnopisech, | 6) This Amendment is made in three counterparts, with
kazda smluvni strana obdrzi jedno vyhotoveni. each Party receiving one counterpart.

Tento dodatek je vyhotoven v ¢eském a anglickém This Amendment is made in Czech and English

jazyce a v pripadé jakéhokoli sporu je pravné zavazné languages and, in the event of any dispute, the Czech

Ceské znéni tohoto dodatku. language version of this Amendment shall be legally
binding.

7) Smluvni strany prohlasuji, Ze tento dodatek ke = 7) The Parties represent that this Amendment to the
smlouvé je projevem jejich urcité, vazné a svobodné Agreement expresses their definite, serious and free
vlle, na dukaz ¢eho tento dodatek potvrzuji svymi will, in witness whereof they attach their signatures
vlastnorucnimi podpisy. to this Amendment.

V Praze dne / Praha, date

Zkousejici / Investigator:

XXX

V Praze dne / Praha, date

Za zhotovitele / On behalf of Institution:

doc. MUDr. Zdenék Benes, CSc.
feditel/Director
Fakultni Thomayerova nemocnice

V Praze dne / Praha, date Za zadavatele / On behalf of Sponsor:

XXX
XXX
Bristol-Myers Squibb International Corporation
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