Tripartite Institution Contract Amendment
OUS Lilly LoA Amendment Template
Global Version: 012018

Affiliate Version: April 2018

Amendment No. 1 to the Clinical Trial
Agreement Related to Protocol [6T-MC-
AMAM, “A Phase 3, Multicenter, Randomized,
Double-Blind, Placebo- and Active-
Controlled, Treat-Through Study to Evaluate
the Efficacy and Safety of Mirikizumab in
Patients with Moderately to Severely Active
Crohn's Disease (VIVID-1)” (hereinafter
referred to as “Study”)

This letter (hereinafter referred to as
‘Amendment no. 1"), amends the change of the
clinical trial agreement (hereinafter referred to as
‘Agreement”) related to the above-referenced
Study, which was concluded between:

Vojenska nemocnice Brno, p.o.

With its Registered Office in: Zabrdovicka 3/3,
Zabrdovice (Brno-Zidenice), 615 00 Brno,
Czech Republic

Represented by: plk. MUDr. Martin Stradar,
Director

Tax identification number: CZ60555530
(hereinafter referred to as “Institution”)

and

MUDr. David Stépek

With permanent residence at: Tvarozna 242, 664

05 Tvarozna, Czech Republic
Date of Birth: March 18, 1979

(hereinafter referred to as “Investigator”)
and

Eli Lilly Cork Limited,

Address: Island House, Eastgate Road,
Eastgate Business Park, Little Island, Cork
Ireland

ICO: 615384,
DIC: IE3508310BH

(hereinafter referred to as “Lilly”)

dated 25" February 2020.

The parties wish to make the following
amendments to the Agreement:

1) Whereas,

e the clinical visit
telephone visit;

V5 was changed

to

e the cost for the endoscopy was removed

from the ET visit;

Dodatek ¢. 1 ke smlouvé o provedeni klinického
hodnoceni dle protokolu _ I6T-MC-AMAM
»Multicentricke, randomizované, dvojité
zaslepené, placebem a aktivnim komparatorem
kontrolované, »ireat through“ klinické
hodnoceni faze 3 hodnotici uéinnost a
bezpeénost Mirikizumabu u pacient( se stredné
téZkou az tézkou aktivni Crohnovou chorobou
(VIVID-1)“ (déle jen jako ,,Studie”)

Tento dodatek (déle jen jako ‘Dodatek & 17)
upravuje zménu smlouvy o provedeni klinického
hodnoceni (dale jen jako “smlouvu®) uvedeného
vySe, kterd byla uzaviena mezi:

Vojenska nemocnice Brno, p.o.

se sidlem: Zabrdovicka 3/3,

Zabrdovice (Brno-Zidenice), 615 00 Brno,
Ceska republika

zastoupend plk. MUDr. Martinem Strac¢drem
feditelem

il

DIC: CZ60555530

(dale jen ,poskytovatel”)

a

MUDr. David Stépek

Adresa zkouSejiciho: Tvarozna 242,
664 05 Tvarozné, Ceska republika
Datum narozeni: 18. 3. 1979

(déle jen jako ,zkouSejici")
a

Eli Lilly Cork Limited,

Adresa: Island House, Eastgate Road,
Eastgate Business Park, Little Island, Cork,
Irsko,

ICO: 615384,
DIC: IE3508310BH

(dale jen jako ,Lilly")

podepsana dne 25. tinora 2020.

Smluvni strany si pfeji ve smlouvé provést tyto
zmény:

1) Vzhledem k tomu, ze:

e kilinickd navstéva N5 byla zménéna na
telefonickou navstévu;

* naklady na endoskopii byly vyjmuty z polozky
Predcasné ukonéeni (ET)
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items: “Repeat/additional TB test “ , “Visit
997", “Additional Supply Stool Collection Kit

and instruction”, “Repeat/additional
Evaluation for EIMs”, “Repeat/additional
eCOA Device Coordination”,
“‘Reimbursement of locally-sourced

medication(s)”, “Site Time and Effort for
sourcing central laboratory supplies”, “Site
Travel Reimbursement” were added among
items paid by invoice

all charts in Exhibit 1A “Budget” of the
Agreement are replaced with new charts which

follow:

Exhibit 1A: Budget for Investigator

s polozky: ~opakovany/dodatecny
tuberkulinovy test", ,Navétéva 9977
.Dodate¢nad sada pro odbér stolice a
pokyny”,  ,Opakované / dodatecné
hodnoceni pro EIM”,
“Opakované/dodateéné koordinaci se
eCOA zafizenim”, ,Uhrada lék( z mistnich
zdroju”, ,Uhrada Iék(i  poskytovana
lokalné* a ,Cas a Usili personalu pfi
zajistovani  dodédvek pro  centréini
laboratoi* byly pridédny mezi polozky
placené na zakladé faktury

se veskere tabulky v Priloze 1A ,Rozpoéet*
Smlouvy rusi a nahrazuji novymi tabulkami
v nasledujicim znéni:

Pfiloha 1A. Rozpocet pro zkougejiciho

Payment Scheme For Subjects Who Will Be Enrolled (Randomized) Into The Study
Rozpis plateb za subjekty, které budou zafazeny (randomizovany) do studie

Cislo navstévy

Visit No. Fees CZK

Platha za navstévu K¢

Notes
Poznamky

Screening / Provérovaci obdobi

1 | 50 769 f
Period 1/ Obdobi 1
2 18 260
3 3339 Telephone — based / Telefonicka
4 17 289
5 (Telephone) 3339 Telephone — based / Telefonicka
6 16 248
7 50 411
Period 2 / Obdobi 2
8 16 132
9 14 155
10 9874
1 11179
12 9 005
13 9874
14 9 005
15 10 192
16 9242
17 44 829

Post Treatment Follow Up / Obdobi sledovani po é¢hé

Completed only by Subjects not

801 4232 participating in 16 T-MC-AMAX Trial /
802 Podstoupené pouze subjekty, ktefi se
4 853 nezucéastni klinického hodnoceni 16T-
Total / Celkem
Completed Subject not participating
Total / Celkem 312 227 I IOTMC-AMAX Trisi /

Dokonéeny subjekt nedéastnici se
klinického hodnoceni I6T-MC-AMAX
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Total / Celkem 303 142

Completed Subject Rolled-Over
to I6T-MC-AMAX after Visit No. 17 /
Dokonéeny subjekt netiéastnici se

klinického hodnoceni I6T-MC-AMAX

Early Termination / 8 462
Pfedtasné ukonéeni

Payment Scheme For Subjects Who Will Be Screening Failures

Rozpis plateb za subjekty, které budou vyfazeny pfed randomizaci (nesplnily kritéria pro

zarazeni)
Visit No. / Fees CZK/ Notes /
Cislo névétévy Platba za navstévu Ké Poznamky
Screen Failure - Visit 1 38 077
Payment is in addition to Visit 1/
13695 Nad ramec platby za provedeni
Screen Failure - Visit 2 Navstévy 1

Iltems To Be Paid By Invoice by Investigator
Polozky vyzadujici vystaveni zvlastni faktury zkousejicim

Procedure name / Nazev vySetreni

Fees CZK/
Platba za
proceduru K¢

Repeat/Additional TB test (Local Lab, PPD skin test, Quantiferon-TB Gold, or T-
SPOT.TB); includes Read PPD skin test 48-72 hours later, if applicable/
Opakovany/dodateénytuberkulinovy test (lokaini laboratof, PPD skin test,
Quantiferon-TB Gold, nebo T-SPOT.TB) zahrnuje Read PPD skin test o 48-72 hodin
pozdé&ji, pokud je to mozné

1231

Visit 997 if performed in accordance with the protocol; price is per visit and includes
AE, ConMeds, Research Time & Effort.

Navstéva 997, pokud se provadi v souladu s protokolem; cena je za navitévu a
zahrnuje neZadouci udalosti, soub&zné |écby, ¢as a asili personalu

6019

Repeat/additional chest x-ray if performed in accordance with the protocol /
Opakované/dodatetné RTG vysetieni hrudniku provedené v souladu s protokolem

916

Repeat/additional blood draw for central labs if performed in accordance with the
protocol; price includes prep and ship to central lab /

Opakovany/dodate¢ny odbér krevnich vzorkl pro vy$etfeni v centralni laboratofi
provedeny v souladu s protokolem; véetné zpracovani a odeslani

423

Repeat/additional Urine Pregnancy (local lab) if performed in accordance with the
protocol /

Opakovany/dodate¢ny téhotentsky test z mo&i provedeny lokalni laboratofi v souladu
s protokolem

237

Repeat/additional Stool Culture, C. difficile testing, Fecal calprotectin and exploratory
fecal biomarkers, if performed in accordance with the protocol; price includes collect
and ship to Central Lab /

Opakované/dodateéné vysetieni stolice cilené na prikaz C. difficile, fekalniho
kalprotektinu a exploratornich fekalnich biomarkerii provedené v souladu s
protokolem; cena zahrnuje odbér vzorku a odeslani do centralni laboratore

990

Repeat/additional urine collection for central labs (Urinalysis) if performed in

accordance with the protocol; price includes prep and ship to central lab /

Opakovany/dodatecny odbér vzorku moéi pro vy$etieni v centralni laboratofi
rovedeny v souladu s protokolem; véetné zpracovani a odeslani

150

Additional Supply Stool Collection Kit and instruction if performed in accordance with

the protocol.

DodateCna sada pro odbér stolice s pokyny, pokud jsou provadény v souladu s
rotokolem.

237

Repeat/additional Symptom-directed physical exam if performed in accordance with
the protocol /

Opakované/dodatecne télesné vysetfeni zaméfené na ptiznaky provedené v souladu
S protokolem

1012
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Repeat/additional Evaluation for EIMs if performed in accordance with the protocol.
Opakované / dodate¢né hodnoceni pro EIM, pokud je provadéno v souladu s
protokolem.

118

Repeat/additional Vital signs (T, PR, BP, Weight) completed outside of a Physical
Exam, if performed in accordance with the protocol /

Opakované/dodatecné vysetieni vitalnich funkci (T, PR, BP, Weight) provedené
mimo télesné vy$etieni a v souladu s protokolem

375

Repeat/additional 12-lead ECG if performed in accordance with the protocol /
Opakované/dodatecné 12-svodové EKG vysetieni, pokud provedeno v souladu
s protokolem

979

Repeat/additional eCOA Device Coordination (Tablet or Diary) if performed in

accordance with the protocol

Opakovana/dodatecna manipulace se eCOA zafizenim (tablet nebo denik), pokud je
rovadéna v souladu s protokolem

474

Additional Study drug administration by site personnel if the patient or caregiver is
not able to administer the injection; price includes subcutaneous injection /
Dodate¢né podani hodnoceného légiva &leny fesitelského tymu, pokud pacient nebo
opatrovatel nemohou injekci podat sami; cena zahrnuje subkutanni injekci

332

Repeat Endoscopy/SES-CD with Biopsies at Screening if performed at investigator's
discretion and in accordance with the protocol; price includes all endoscopy-related
items and services, moderate sedation, tissue prep and ship to Central Lab /
Opakované endoskopické vy$etieni/SES-CD s odbé&rem bioptického vzorku
provedeneé pii Screeningu a v souladu s protokolem; cena zahrnuje v8echny polozky
a Ukony potfebne pro provedeni endoskopie, podani stfedni sedace, pfiprava vzorku
a odeslani do centralni laboratofe

33214

Reimbursement of locally-sourced medication(s) if used in accordance with the
protocol and not paid by the patient's private/national insurance for patients enrolled
in an industry-sponsored clinical trial; requires third-party receipts, reimbursement of
actual expenses.

Uhrada Ik poskytovana lokalné, pokud jsou pouzivany v souladu s protokolem a
nejsou hrazeny pacientovym pojiténim za pacienty zafazené do klinického
hodnoceni sponzorovaného primyslovym odvétvim: vyZaduje fakturu od tfeti strany,
uhrada skute¢nych vydaji

Site Rater Training (C-SSRS); MAXIMUM of one (1) Rater /
Proskoleni hodnotitele (8kala C-SSRS); Lilly uhradi progkoleni maxialné
jednoho (1) hodnotitele

1691

Site Time and Effort for sourcing central laboratory supplies when they are not
available from the Lilly-designated vendor; price is per hour, maximum of 5 hours per
site, excludes travel time.

Cas a usili personalu pfi zajistovani dodavek pro centralni laboratof, pokud nejsou k
dispozici od dodavatele uréeného spoleénosti Lilly; cena je za hodinu, maximalné 5
hodin, nezahrnuje dobu cesty.

474

Site Travel Reimbursement for use of a personal vehicle to source central laboratory
supplies when they are not available from the Lilly-designated vendor; price is
intentionally left blank and will be reimbursed per the government-set business travel
rate for actual site-to-site distance traveled (round-trip).

Uhrada cestovnich vydaju za pouziti osobniho vozidla pfi zajidtovani dodavek pro
centralni laboratof, pokud nejsou k dispozici od dodavatele uréeného spoleCnosti
Lilly; cena je zamérné ponechana prazdna a bude vracena podle vladou stanovené
sazby za pracovni cestu pro skutednou ujetou vzdalenost mezi misty (zpateéni).

Reimbursement for I6T-MC-f Pre-Screening activities that occur during the
enrollment period for the trial. Payment is based on receipt of the completed Pre-
screening Log demonstrating work performed:; price is per month.

Nahrada za aktivity spojené s pre-screeningem pacientl pro zafazeni do klinického
hodnoceni I6T-MC-AMAM bé&hem obdobi naboru. Narok na mési¢ni platbu vznika na
zakladé doloZzeného vykazu prace - predlozeni vypInéného Pre-screening Logu;
Castka je za jeden mésic

16 925
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In relation to study participation, the subject will
receive a financial reimbursement for
transportation, parking, meals, inconveniences
and other items outlined in patient information
and informed consent form approved by ethics
committee. Financial reimbursement will be
dispensed to subject by Investigator via the
Greenphire platform.

V souvislosti s Ggasti ve studii obdrZi subjekt jako
nahradu za vydaje spojené s dopravou,
parkovanim, stravovanim, nepohodlim a dal§imi
polozkami definovanymi v dokumentu informace
pro pacienta a informovaného souhlasu
schvalenem etickou komisi finan&ni nahradu.
Finantni nahrada bude subjektu poukazéana
zkousejicim prostfednictvim platformy
Greenphire.

Start-Up Fee

Zahajovaci poplatek

" The parties have further agreed that Lilly shall pay to
Investigator a start-up fee, in an amount of

CZK 15 000,-

for the activities related to the initiation of the Study |
| (start-up phase). ’

The fee shall be paid based on an invoice issued by
| Investigator after the full execution of this Agreement
| and shall come in due within 30 days after the receipt

. za ukony souvisejici se zahajenim klinického
| hodnoceni (start-up faze).

Tato cena je splatna na zakladé faktury vystavené

Smluvni strany se dale dohodly, ze Lilly uhradi |
zkousejicimu zahajovaci poplatek ve vysi

15 000,- K&

zkous$ejicim po uzavieni této smlouvy, a to ve |hité
30 dnl ode dne doruéeni faktury Lilly.

Close-Out Fee

Poplatek za uzavieni centra

Lilly shall pay Investigator a site close-out fee for
| completion and archiving of documentation and
| related administrative tasks per Lilly's requirements
| in an amount of 1

- CZK 5 000,-

. The fee shall be paid based on an invoice issued by
| Investigator after the Close-Out visit at site and shall
| come in due within 30 days after the receipt of the |
invoice by Lilly. =

Lilly zaplati zkou$ejicimu jednorazovy poplatek za
uzavreni centra, kompletaci a dokumentace véetné |
administrativnich tkon( dle pozadavkd Lilly, a to ve |
vyS§i

| 5000,- K&

Poplatek je splatny na zakladé faktury vystavené
zkousejicim po provedeni zavéretné navstévy a

| uzavfeni centra, a to ve |haté 30 dnl ode dne

doru&eni faktury Lilly.
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Exhibit 1B: Budget for Institution

Pfiloha 1B. Rozpocet pro poskytovatele

Payment Scheme For Subjects Who Will Be Enrolled (Randomized) Into The Study
Rozpis plateb za subjekty, které budou zafazeny (randomizovany) do studie

Visit No.
Cislo navstévy

Fees CZK
Platha za navstevu K¢

Notes
Poznamky

Screening / Provéfovaci obdobi

1 | 14 505 |
Period 1/ Obdobi 1
2 5217
3 954 Telephone — based / Telefonicka
4 4 940
5 (Telephone) 954 Telephone — based / Telefonicka
6 4 642
7 14 403
Period 2 / Obdobi 2
8 4 609
9 4044
10 2821
" 3194
12 2573
13 2 821
14 2573
15 2912
16 2 641
17 12 808
Post Treatment Follow Up / Obdobi sledovéni po léc¢bé
801 Completed only by Subjects not
1209 participating in I6T-MC-AMAX Trial /
802 Podstoupené pouze subjekty, ktefi se
1386 nezucastni klinického hodnoceni 16T-
Total / Celkem
Completed Subject not participating
in I6T-MC-AMAX Trial /
AN cikaT 6l 208 Dokonceny subjekt nedéastnici se
klinického hodnoceni I6T-MC-AMAX
Completed Subject Rolled-Over
Total / Celkem 6611 0 IbI-MAC-AMAX ghier VISl Mo 171
Dokonéeny subjekt neiéastnici se
klinického hodnoceni I6T-MC-AMAX
Early Termination /
PfedCasné ukonéeni 2418
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Payment Scheme For Subjects Who Will Be Screening Failures
Rozpis plateb za subjekty, které budou vyfazeny pied randomizaci (nesplnily kritéria pro

zarazeni)
Visit No. / Fees CZK/ Notes /
Cislo névstévy Platba za navstévu K¢ Poznamky
Screen Failure - Visit 1 10 879
Payment is in addition to Visit 1/
3913 Nad rémec platby za provedeni
Screen Failure - Visit 2 Navstevy 1

Items To Be Paid By Invoice by Institution
PoloZky vyzadujici vystaveni zvlastni faktury poskytovatelem

Fees CZK/
Procedure name / Nazev vysetreni Platba za
proceduru Ké

Repeat/Additional TB test (Local Lab, PPD skin test, Quantiferon-TB Gold, or T-
SPOT.TB); includes Read PPD skin test 48-72 hours later, if applicable/
Opakovany/dodatecnytuberkulinovy test (lokalni laboratof. PPD skin test,
Quantiferon-TB Gold, nebo T-SPOT.TB) zahrnuje Read PPD skin test 0 48-72

hodin pozdé&ji, pokud je to moZzné 352
Visit 997 if performed in accordance with the protocol; price is per visit and includes
AE, ConMeds, Research Time & Effort. 1720

Navstéva 997, pokud se provadi v souladu s protokolem; cena je za navétévu a
zahrnuje neZadouci udalosti, soub&Zné Iécby, ¢as a usili personalu

Repeat/additional chest x-ray if performed in accordance with the protocol / 262
Opakované/dodatecné RTG vySetfeni hrudniku provedené v souladu s protokolem

Repeat/additional blood draw for central labs if performed in accordance with the
protocol; price includes prep and ship to central lab / 121
Opakovany/dodate¢ny odbér krevnich vzork( pro vy$etfeni v centraini laboratofi
provedeny v souladu s protokolem; véetné zpracovani a odeslani

Repeat/additional Urine Pregnancy (local lab) if performed in accordance with the
protocol / 68
Opakovany/dodatecny téhotentsky test z moci provedeny lokaini laboratofi v
souladu s protokolem

Repeat/additional Stool Culture, C. difficile testing, Fecal calprotectin and
exploratory fecal biomarkers, if performed in accordance with the protocol; price
includes collect and ship to Central Lab / 283
| Opakované/dodate¢né vysetieni stolice cilené na prikaz C. difficile, fekalniho
kalprotektinu a exploratornich fekalnich biomarkerii provedené v souladu s
rotokolem; cena zahrnuje odbér vzorku a odeslani do centralni laboratore

Repeat/additional urine collection for central labs (Urinalysis) if performed in
accordance with the protocol; price includes prep and ship to central lab / 43
Opakovany/dodate¢ny odbér vzorku moéi pro vy3etieni v centralni laboratofi
provedeny v souladu s protokolem; véetné zpracovani a odeslani

Additional stool testing (local lab) if performed at investigator's discretion and in
accordance with the protocol; price includes Examination for ova and parasites /
Dodate&né vySetieni stolice provedené lokalni laboratofi na zakladg indikace 570
zkouSejiciho a v souladu s protokolem; cena zahrnuje vySetfeni na pfitomnost
vajicek a parazit(

Additional Supply Stool Collection Kit and instruction if performed in accordance
with the protocol. 68
DodateCna sada pro odbér stolice s pokyny, pokud jsou provadény v souladu s
protokolem.

Repeat/additional Symptom-directed physical exam if performed in accordance with
the protocol / 289
Opakované/dodatecné télesné vySetieni zaméfené na pfiznaky provedené v
souladu s protokolem

Repeat/additional Evaluation for EIMs if performed in accordance with the protocol.

I6T-MC-AMAM_CZ_AMDT1_3rty_861_Stepek_22April2021_final
Page 7 of 14



Tripartite Institution Contract Amendment
OUS Lilly LoA Amendment Template
Global Version: 01 2018

Affiliate Version: April 2018

Opakované / dodate¢né hodnoceni pro EIM, pokud je provadéno v souladu s
protokolem.

34

Repeat/additional Vital signs (T, PR, BP, Weight) completed outside of a Physical
Exam, if performed in accordance with the protocol /

Opakované/dodatecné vy3etfeni vitalnich funkci (T, PR, BP, Weight) provedené
mimo télesné vySetieni a v souladu s protokolem

107

Repeat/additional 12-lead ECG if performed in accordance with the protocol /
Opakované/dodate¢né 12-svodové EKG vysetfeni, pokud provedeno v souladu
s protokolem

280

Repeat/additional eCOA Device Coordination (Tablet or Diary) if performed in
accordance with the protocol

Opakovana/dodate¢na manipulace se eCOA zafizenim (tablet nebo denik), pokud
je provadéna v souladu s protokolem

135

Additional Study drug administration by site personnel if the patient or caregiver is
not able to administer the injection; price includes subcutaneous injection /
Dodatecné podani hodnoceného IéCiva ¢leny fesitelského tymu, pokud pacient
nebo opatrovatel nemohou injekci podat sami; cena zahrnuje subkutanni injekci

95

Repeat Endoscopy/SES-CD with Biopsies at Screening if performed at
investigator's discretion and in accordance with the protocol; price includes all
endoscopy-related items and services, moderate sedation, tissue prep and ship to
Central Lab /
Opakovane endoskopické vySetfeni/SES-CD s odbé&rem bioptického vzorku
provedené pfi Screeningu a v souladu s protokolem; cena zahrnuje véechny
polozky a ukony potfebné pro provedeni endoskopie, podani stfedni sedace,
fiprava vzorku a odeslani do centralni laboratofe

9,490

Local pathology review of biopsy samples if performed at investigator’s discretion
and in accordance with the protocol /

VySetfeni bioptického vzorku provedené lokalni laboratofi na procedu indikace
zkouSejiciho a v souladu s protokolem

3756

Reimbursement of locally-sourced medication(s) if used in accordance with the
protocol and not paid by the patient's private/national insurance for patients
enrolled in an industry-sponsored clinical trial; requires third-party receipts,
reimbursement of actual expenses.

Uhrada Iék(i poskytovana lokaln, pokud jsou pouZivany v souladu s protokolem a
nejsou hrazeny pacientovym poji§ténim za pacienty zafazené do klinického
hodnoceni sponzorovaného primyslovym odvétvim; vyZaduje fakturu od tfeti
strany, Uhrada skuteCnych vydaja.

Reimbursement of locally-sourced 0.2 inline IV Filters if performed in accordance
with the protocol; reimbursement of actual expenses up to the budgeted limit based
on third-party receipts. Price is per filter /

Uhrada skuteénych nakladd spojenych s lokalnim zakoupenim 0.2 in-line 1V filtru
pouziteho v souladu s protokolem; cena je maximalni a za jeden filtr, astka bude
uhrazena proti dodanému uéetnimu dokladu

110

Site Time and Effort for sourcing central laboratory supplies when they are not
available from the Lilly-designated vendor; price is per hour, maximum of 5 hours
per site, excludes travel time.

Cas a Usili personalu pi zajistovani dodavek pro centralni laboratof, pokud nejsou
k dispozici od dodavatele uréeného spole&nosti Lilly; cena je za hodinu, maximalné
S hodin, nezahrnuje dobu cesty.

135

Site Travel Reimbursement for use of a personal vehicle to source central
laboratory supplies when they are not available from the Lilly-designated vendor;
price is intentionally left blank and will be reimbursed per the government-set
business travel rate for actual site-to-site distance traveled (round-trip).

Uhrada cestovnich vydajl za pouziti osobniho vozidla pfi zajistovani dodavek pro
centraini laboratof, pokud nejsou k dispozici od dodavatele uréeného spole&nosti
Lilly; cena je zamérné ponechana prazdna a bude vracena podle viadou stanovené
sazby za pracovni cestu pro skute¢nou ujetou vzdalenost mezi misty (zpateéni).
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Start-Up Fee

Poplatek za Start-Up

The parties have further agreed that the Lilly shall pay j
. to the Institution a one-off non-return Start-Up Fee, in |

. an amount of

' CZK 20 000,-

for the activities related to the initiation of the Study

(Start-Up phase).

The fee shall be paid based on an invoice issued by
the Institution after the full execution of this Agreement

and shall come in due within 30 days after the receipt

| of the invoice by Lilly.

20 000,- K¢

iza Ukony souvisejici
- hodnoceni a administrativni pfipravu vé. (start-up
proc).

. Up poplatek”) ve vysi

Smluvni strany se proc dohodly, Ze Lilly ubradi |
poskytovateli jednorazovy nevratny poplatek (“Start- |

se zahajenim Kklinického

Tato cena je splatna na procedu faktury vystavené
poskytovatelem po uzavieni této smlouvy, a to ve

__Ihaté 30 dnh ode dne doruceni faktury Lilly.

Administrative Fee for Amendment

Administrativni poplatek za zpracovani
dodatku

 Lilly shall pay the Institution a one-time administrative
of

CZK 5 000,-

| The fee shall be paid based on an invoice issued by
. the Provider after the full execution of Amendment to
- this Agreement and shall come in due within 30 days
| after the receipt of the invoice by Lilly.

fee for each amendment to this contract in an amount |

Lilly zaplati poskytovateli jednorazovy administrativni :
poplatek za kazdy dodatek k této smlouvé ve vysi

5000,- K&

Poplatek je splatny na procedu faktury vystavené
poskytovatelem po uzavieni dodatku k této smlouve, |
a to ve lhaté 30 dnl ode dne dorudeni faktury Lilly.

Archiving Fee

Poplatek za uchovavani dokumentace

| Lilly shall pay the Institution a one-off non-return '

- archiving fee in an amount of
| CZK 15 000,-

for archiving the study documentation for 15 years.

. The fee shall be paid based on an invoice issued by |

the Institution after the Close-Out visit at site and shall

| come in due within 30 days after the receipt of the

__invoice by Lilly.

za archivaci studijni dokumentace po dobu 15 let.

' Poplatek je splatny na procedu faktury vystavené

Lilly zaplati poskytovateli jednorazovy nevratny
archivacni poplatek ve vysi

15 000,- K&

poskytovatelem po provedeni zavéreéné procedur a

| uzavfeni centra, a to ve lhité 30 dnd ode dne
| doru&eni faktury Lilly.

Local Laboratory Fee

Poplatek za sluzby laboratore

- Lilly shall pay the Institution a one-time non-return fee

to cover the costs related to services of local

! laboratory in an amount of

| CZK 8 000 ,-

invoice by the Lilly.

The fee shall be paid based on an invoice issued by
Institution upon execution of the Agreement and shall -
come in due within 30 days after the receipt of the |

| Spoleénost Lilly uhradi poskytovateli jednorazovy

nevratny poplatek k uhradé nakladu spojenych s
poskytovanim sluZeb lokalni laboratofe, a to ve vys§i

8 000,- K¢

Tato cena je splatna na procedu faktury vystavené
poskytovatelem po uzavieni této Smlouvy, a to ve
Ihaté 30 dnii ode dne doruceni faktury Lilly.

Pharmacy Services Fees

Platby za sluzby Iékarny

(i) Initiation Fee

(U}

Odména za iniciaci
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| in an amount of
CZK 5 000,-

The fee shall be paid based on an invoice issued by

the Institution upon execution of the Agreement and |
| shall come in due within 30 days after the receipt of

- the invoice by Lilly.

| Pharmacy Initiation fee is applicable in the event there
| is no subject enrolled at site but the costs related to

| administrative tasks needed for Study initiation

' occurred.

Lilly zaplati poskytovateli jednorazovy poplatek za |

'~ iniciaci lekarny, a to ve vy$i

- 5000,- K&.

Poplatek je splatny na procedu faktury vystavené |

. poskytovatelem po uzavieni Smlouvy, a to ve lhité 30

dnl ode dne doruéeni faktury Lilly.

Zahajovaci poplatek se vyplaci | tehdy, kdy neni
zafazen Zadny pacient, jelikoz lékamné proced vznikly |
naklady za administrativni Ukony souvisejici s

. jednanimi pfed zahajenim klinického hodnoceni.

(1) Study Drug Shipment Receipt Fee

(1) Odména =za pfijeti zasilky studijni

medikace

! Lilly shall pay the Institution a fee for receipt of each
- study drug shipment in an amount of

CZK 800,- / per receipt of one shipment of Study
| drugs at the Institutional Pharmacy.

The fee shall be paid based on an invoice issued by
. the Institution at frequency of payments for visits and

shall come in due within 30 days after the receipt of
_the invoice by Lilly,

| 800,- K¢& za pfijeti proce zasilky studijni medikace.

Lilly zaplati poskytovateli poplatek za pfijeti kazdé
zasilky studijni medikace v Iékarné poskytovatele, a to |
ve vysi

Poplatek je splatny na procedu faktury vystavené
poskytovatelem v intervalech plateb za procedur, a to |

__ve Ihaté 30 dni ode dne dorugeni faktury Lilly.

M L
|
(iii) Study Drug Storage Fee (iii) Poplatek za uchovavani

studijni |
medikace |

| storage

i CZK 500,- / per month of storage of study drug.

The fee shall be paid based on an invoice issued by
| the Institution at frequency of payments and shall
| come in due within 30 days after the receipt of the

_invoice by Lilly.

' Lilly shall pay the Institution for investigational product

| ve Ihaté 30 dnd ode dne dorugeni faktury Lilly.

studijni medikace, a to ve vysi i

| 500,- K& za mésic skladovani studijni medikace.

Poplatek je splatny na procedu faktury vystavené
poskytovatelem v intervalech plateb za procedur, a to

(iv) Study Drug Destruction Fee

(iv) Poplatek za destrukci studijni medikace

~ Lilly shall pay the Institution a one-time fee for study
drug destruction in an amount of

| CZK 1 000,-
| and
- CZK 11,-/ per 1 kg of destroyed study drug

' The fee shall be paid based on an invoice issued by
 the Institution and shall come in due within 30 days
 after the receipt of the invoice by Lilly.

| destrukci studijni medikace, a to ve vysi

1 1000,- K&

| a

| 11,- K¢ za destrukci 1 kg studijni medikace

' poskytovatelem, a to ve |hit& 30 dn0 ode dne
| doruceni faktury Lilly.

Lilly zaplati poskytovateli jednorazovy poplatek za |

Poplatek je splatny na procedu faktury vystavené |

Close-Out Fee

I6T-MC-AMAM_CZ_AMDT1_3rty_861_Stepek_22April2021_final
Page 10 of 14



Tripartite Institution Contract Amendment
QUS Lilly LoA Amendment Template
Global Version: 01 2018

Affiliate Version: April 2018

Lilly shall pay the Institution a pharmacy close-out fee |

for completion of documentation and related |
. administrative tasks per Lilly's requirements in an 5
. amount of
~ CZK 2 000,-

The fee shall be paid based on an invoice issued by
the Institution after the Close-Out visit at Pharmacy

| and shall come in due within 45 days after the receipt
. of the invoice by Lilly.

| 2000, K&

| Poplatek je splatny na procedu faktury vystavené
| poskytovatelem po provedeni zavére¢né procedur a
| uzavfeni lékarny, a to ve IhGté¢ 30 dnd ode dne
| doruceni faktury Lilly.

" Lilly zaplati poskytovateli jednorazovy poplatek za |

uzavieni lékarny, kompletaci a dokumentace véetng |

| administrativnich dkonu dle pozadavka Lilly, a to ve |
| vysi '

Exhibit 1C: Budget for Sub-Investigator
mijr. MUDr. Stanislav Mihola

Priloha 1C. Rozpocéet pro spoluzkousejiciho
mjr. MUDr. Stanislava Miholu

Payment Scheme For Subjects Who Will Be Enrolled (Randomized) Into The Study
Rozpis plateb za subjekty, které budou zafazeny (randomizovany) do studie

Visit No.
Cislo navstévy

Fees CZK
Platha za navstévu Ké

Notes
Poznamky

Screening / Provéfovaci obdobi

1 | 7 253 l
Period 1/ Obdobi 1
2 2609
3 477 Telephone — based / Telefonicka
4 2470
5 (Telephone) 477 Telephone — based / Telefonicka
6 2321
7 7202
Period 2 / Obdobi 2
8 2 305
9 2022
10 1411
11 1597
12 1286
13 1411
14 1286
15 1456
16 1320
17 6 404

Post Treatment Follow Up / Obdobi sledovani po lé¢bé

801 Completed only by Subjects not

605 participating in 16 T-MC-AMAX Trial /

802 Podstoupené pouze subjekty, kteii se

693 nezucéastni klinického hodnoceni 16T-

Total / Celkem
Completed Subject not participating
in I6T-MC-AMAX Trial /
Total / Celkem HEGRE Dokonéeny procedu nedéastnici se
klinického hodnoceni I6T-MC-AMAX
Completed Subject Rolled-Over
Total | Celkem 43307 to I6T-MC-AMAX after Visit No. 17 /

Dokonéeny procedu netié¢astnici se
klinického hodnoceni I6T-MC-AMAX
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Early Termination /
Predcasné ukonéeni 1209

Payment Scheme For Subjects Who Will Be Screening Failures

Rozpis plateb za subjekty, které budou vyfazeny pied randomizaci (nesplnily kritéria pro

zarazeni)
Visit No. / Fees CZK/ Notes /
Cislo névstévy Platba za navstévu Ké Poznamky
Screen Failure — Visit 1 5440
Payment is in addition to Visit 1/
1956 pro ramec platby za provedeni
Screen Failure — Visit 2 Navstévy 1

Items To Be Paid By Invoice by Sub-Investigator
Polozky vyZadujici vystaveni zvlastni faktury spoluzkousejicim

Procedure name / Néazev vySetieni

Fees CZK /
Platha za
procedure K¢

Repeat/Additional TB test (Local Lab, PPD skin test, Quantiferon-TB Gold, or T-
SPOT.TB); includes Read PPD skin test 48-72 hours later, if applicable/
Opakovany/dodatecnytuberkulinovy test (lokélni laboratof, PPD skin test,
Quantiferon-TB Gold, nebo T-SPOT.TB) zahrnuje Read PPD skin test o0 48-72
hodin pozdé&ji, pokud je to mozné

176

Visit 997 if performed in accordance with the protocol; price is per visit and includes
AE, ConMeds, Research Time & Effort.

Navstéva 997, pokud se provadi v souladu s protokolem; cena je za navétévu a
zahrnuje neZadouci udalosti, soubézné lécby, &as a Usili personalu

860

Repeat/additional chest x-ray if performed in accordance with the protocol /
Opakovane/dodatecné RTG vysetieni hrudniku provedené v souladu s protokolem

131

Repeat/additional blood draw for central labs if performed in accordance with the

protocol; price includes prep and ship to central lab /

Opakovany/dodatecny odbér krevnich vzorkil pro vy$etfeni v centrélni laboratofi
rovedeny v souladu s protokolem; v&etné zpracovani a odeslani

60

Repeat/additional Urine Pregnancy (local lab) if performed in accordance with the
protocol /

Opakovany/dodate¢ny téhotentsky test z mogi provedeny lokalni laboratofi v
souladu s protokolem

34

Repeat/additional Stool Culture, C. difficile testing, Fecal calprotectin and
exploratory fecal biomarkers, if performed in accordance with the protocol; price
includes collect and ship to Central Lab /

Opakované/dodatecné vySetreni stolice cilené na prikaz C. difficile, fekalniho
kalprotektinu a exploratornich fekalnich biomarkerd provedené v souladu s
protokolem; cena zahrnuje odbér vzorku a odeslani do centralni laboratofe

141

Repeat/additional urine collection for central labs (Urinalysis) if performed in
accordance with the protocol; price includes prep and ship to central lab /
Opakovany/dodate¢ny odbér vzorku moéi pro vysetieni v centralni laboratofi
provedeny v souladu s protokolem; v&etné& zpracovani a odeslani

21

Additional Supply Stool Collection Kit and instruction if performed in accordance
with the protocol.

Dodatecna sada pro odbér stolice s pokyny, pokud jsou provadény v souladu s
protokolem.

34

Repeat/additional Symptom-directed physical exam if performed in accordance with
the protocol /

Opakované/dodatecné télesné vysetieni zaméfené na ptiznaky provedené v
souladu s protokolem

145

Repeat/additional Evaluation for EIMs if performed in accordance with the protocol.
Opakované / dodate¢né hodnoceni pro EIM, pokud je provadéno v souladu s
protokolem.

17
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Repeat/additional Vital signs (T, PR, BP, Weight) completed outside of a Physical
Exam, if performed in accordance with the protocol /

Opakované/dodate&né vySetfeni vitalnich funkci (T, PR, BP, Weight) provedené 54
mimo télesné vySetieni a v souladu s protokolem

Repeat/additional 12-lead ECG if performed in accordance with the protocol /

Opakované/dodatecné 12-svodové EKG vySetfeni, pokud provedeno v souladu 140
s protokolem

Repeat/additional eCOA Device Coordination (Tablet or Diary) if performed in
accordance with the protocol

Opakovana/dodate¢na manipulace se eCOA zafizenim (tablet nebo denik), pokud 68
je provadéna v souladu s protokolem

Additional Study drug administration by site personnel if the patient or caregiver is
not able to administer the injection; price includes subcutaneous injection /

Dodatecné podani hodnoceného Iéciva ¢leny Fesitelského tymu, pokud pacient _ 47
nebo opatrovatel nemohou injekci podat sami; cena zahrnuje subkutanni injekci

Repeat Endoscopy/SES-CD with Biopsies at Screening if performed at
investigator's discretion and in accordance with the protocol; price includes all
endoscopy-related items and services, moderate sedation, tissue prep and ship to
Central Lab / 4745
Opakované endoskopické vySetieni/SES-CD s odb&rem bioptického vzorku
provedeneé pfi Screeningu a v souladu s protokolem; cena zahrnuje véechny
poloZky a Ukony potfebné pro provedeni endoskopie, podani stfedni sedace,
pfiprava vzorku a odeslani do centralni laboratofe

Reimbursement of locally-sourced medication(s) if used in accordance with the
protocol and not paid by the patient's private/national insurance for patients
enrolled in an industry-sponsored clinical trial; requires third-party receipts,
reimbursement of actual expenses.

Uhrada lékd poskytovana lokalné, pokud jsou pouzivany v souladu s protokolem a -
nejsou hrazeny pacientovym pojisténim za pacienty zafazené do klinického
hodnoceni sponzorovaného pramyslovym odvétvim; vyZaduje fakturu od tieti
strany, uhrada skutecnych vydaj.

Site Time and Effort for sourcing central laboratory supplies when they are not
available from the Lilly-designated vendor; price is per hour, maximum of 5 hours
per site, excludes travel time.

Cas a Usili personalu pfi zajistovani dodavek pro centralni laboratof, pokud nejsou 68
k dispozici od dodavatele uréeného spole&nosti Lilly; cena je za hodinu, maximalné
5 hodin, nezahrnuje dobu cesty.

Site Travel Reimbursement for use of a personal vehicle to source central
laboratory supplies when they are not available from the Lilly-designated vendor:
price is intentionally left blank and will be reimbursed per the government-set
business travel rate for actual site-to-site distance traveled (round-trip). -
Uhrada cestovnich vydaijii za pouZiti osobniho vozidla pfi zajiStovani dodavek pro
centralni laboratof, pokud nejsou k dispozici od dodavatele uréeného spole&nosti
Lilly; cena je zamérné ponechana prazdna a bude vracena podle vladou stanovené
sazby za pracovni cestu pro skute¢nou ujetou vzdalenost mezi misty (zpatecni).

Start-Up Fee Zahajovaci poplatek 1

The parties have further agreed that Lilly shall pay to Smluvni strany se dale dohodly, Ze Lilly uhradi

| Sub-Investigator a start-up fee, in an amount of | | spoluzkou8ejicimu zahajovaci poplatek ve vysi
CZK 3 000,- | 3000,- K¢

for the activities related to the initiation of the Study za Ukony souvisejici se zahajenim klinického |

| (start-up phase). | hodnoceni (start-up faze). |

The fee shall be paid based on an invoice issued by | Tato cena je splatnd na zakladé faktury vystavené |

Sub-Investigator after the full execution of this | spoluzkousejicim po uzavieni této smlouvy, a to ve |

Agreement and shall come in due within 30 days | Ihdte !

_after the receipt of the invoice by Lilly. | 30 dnl ode dne dorueni faktury Lilly. |
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2) This Amendment is made part of the
Agreement and is an integral part of it at the date
of its signature by all contracting parts.

3) This Amendment shall become effective on
the date of its publication in the Register of
Contracts.

4) As the tables in the section 1) of this
Amendment, represents Lilly’s trade secret, the
wording of these tables shall be eradicated for
the purposes of the publication in the Register of
Contracts.

5) As hereby amended, the Agreement remains
in full force and effect.

Eli Lilly Cork Limited

e

2 Ve

2) Tento Dodatek méni smlouvu a pfedstavuje jeji
nedilnou souc¢ast ke dni podpisu tohoto Dodatku
véemi smluvnimi stranami.

3) Tento Dodatek nabyva udinnosti dnem
uverejnéni Dodatku v registru smiuv.

4) Z duvodu, Ze tabulky uvedené v bodé 1) tohoto
Dodatku predstavuji obchodni tajemstvi Lilly,
bude obsah téchto tabulek, pro tcely uvefejnéni v
registru smluv, znecitelnén.

5) Mimo zmén Dodatkem provedenych zistava
smlouva v plné déinnosti a beze zmén.

@M

U

Senior manager, Clinical Trial Capabilities

Date / Datum: /2

(749  202{

AGREED AND ACCEPTED/SOUHLASI A PRIJIMA:

Institution/Poskytovatel:

plk. MUDr. Martin Stracar
Director/feditel

Date / Datum:

71 -05- 2021

Investigatorleouéﬁici:
i

\

Smlouvu zverejnit/peaveieinit v RS
Typ smiouvy
Evid. &fslo vefejné zakdzky

cona /127 50.000,— 41

MUDr. David Stépek

0 M- 257 4

Date / Datum:
f‘ L ;"‘L/
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