AMENDMENT NO. 2 TO CLINICAL TRIAL

IQVIA

DODATEK €. 2 KE SMLOUVE O KLINICKEM

AGREEMENT
By and Among

IQVIA RDS Czech Republic s.r.o.
(formerly Quintiles Czech Republic, s.r.o.)
With a business address at: Pernerova 691/42, 186 00

Praha 8, Czech Republic

Companies’ Register ID Number:

247 68 651
Tax ldentification number:
CZ247 68 651

Represented by: | GTGTczNE

(hereinafter referred to as ,CRO")
and

Fakultni nemocnice v Motole
state allowance organization
With a business address at: V Uvalu 84, 150 06 Praha
5, Czech Republic
Companies’ Register ID Number:
000 64 203
Tax Identification number:
CZ00 064 203

represented by | EGTGczNNEG

(hereinafter referred to as “Institution”)

is effective as of its publication in the Register of
Agreements, but the parties agree to be bound by the
rights and obligations arising from this Amendment from
22 April 2019 (hereinafter “Effective Date”).

WHEREAS, Sponsor has requested the Institution to
conduct a clinical study entitled “A Phase 2, Multicenter,
Randomized, Parallel-Arm, Placebo-Controlled Study of
LY3074828 in Subjects with Active Crohn's Disease
(SERENITY)” (hereinafter referred to as “Study” or
“Clinical Trial”) sponsored by Eli Lilly and Company, with
its registered office at Lilly Corporate Center,
Indianapolis, IN46285, United States (hereinafter
referred to as “Lilly” and/or “Sponsor”), according to
protocol I6T-MC-AMAG (“Protocol’);

HODNOCENI
Mezi

IQVIA RDS Czech Republic s.r.o.
(dfive Quintiles Czech Republic, s.r.o.)
Se sidlem: Pernerova 691/42, 186 00 Praha 8, Ceska
republika
IC: 247 68 651

DIC: CZ247 68 651

zastoupenou: || GTGIGNEG

(dale jen ,CRO")
a

Fakultni nemocnici v Motole
statni pfispévkovou organizaci
Se sidlem: V Uvalu 84, 150 06 Praha 5, Ceska
republika
IC: 000 64 203

DIC: CZ00 064 203

zastoupenou NN

(dale jen ,poskytovatel zdravotnich sluzeb“ nebo
.poskytovatel*)

se uzavird s ucinnosti ode dne uvefejnéni v registru
smluv, avS§ak smluvni strany si pfeji byt Upravou prav a
povinnosti obsazenou v tomto Dodatku vazany jiz od
22. dubna 2019 (dale jen ,Den u€innosti®).

VZHLEDEM K TOMU, ZE zadavatel pozadal
poskytovatele, aby proved! klinické hodnoceni nazvané
L~Multicentrické, randomizované, placebem
kontrolované klinické hodnoceni faze 2 s paralelnimi
skupinami posuzujici pfipravek LY3074828 u pacientt
S aktivni Crohnovou nemoci (SERENITY)* (dale jen
,studie® nebo ,klinické hodnoceni“) zadavatele,
spole¢nosti Eli Lilly and Company, se sidlem Lilly
Corporate Center, Indianapolis, IN46285, Spojené staty
americké (dale jen ,Lilly* nebo ,zadavatel), podle
protokolu I6T-MC-AMAG (dale jen ,protokol);
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WHEREAS, CRO and Institution entered into the clinical
trial agreement on 19 May 2017, as amended by
Amendment No.1 dated 05.06.2019 (the “Agreement”);
and

WHEREAS, CRO and Institution desire to amend the
Agreement;

NOW THEREFORE, for exchange of the mutual promises
contained herein and for other good and valuable
consideration, the receipt and adequacy of which is
hereby acknowledged, the parties hereto agree as
follows:

1. The parties agreed that the payment table in Exhibit
2 “Payment Terms and Budget”, paragraph C. “Per
visit Budget” of the Agreement is deleted and
replaced with the following:

Visit Payment
for Pharmacy
services
(including
overhead) in CZK

Visit

Visit 1
Visit 2
Visit 3
Visit 4
Visit 5
Visit 6
Visit 7
Visit 8
Visit 9
Visit 10
Visit 11
Visit 12
Visit 13
Visit 14
Visit 15
Visit 16
Visit 17
Visit 18
Visit 19

IQVIA

VZHLEDEM K TOMU, ZE CRO a poskytovatel uzavrely
dne 19. kvétna 2017 Smlouvu o klinickém hodnoceni,
kterou zménily dodatkem €. 1 uzavfenym dnem 05. 06.
2019 (dale oznacovana jen jako ,Smlouva®); a

VZHLEDEM K TOMU, ZE CRO a poskytovatel si preji
zmeénit Smlouvu;

PROTO NYNIi, vzhledem kvzajemnym prislibiim
obsazenym v tomto Dodatku a vzhledem k jiné dobré a
hodnotné Uplaté, jejiz obdrzeni a dostate€nost se timto
potvrzuji, se smluvni strany tohoto Dodatku dohodly takto:

1. Strany se dohodly, ze platebni tabulka uvedena
v Priloze 2 ,,Platebni podminky a rozpocet” v
odstavci C. ,,Per visit budget“ Smlouvy se rusi a
nahrazuje se nasledujicim znénim:

Platba za
navstévu (vcetné
rezijnich nakladl)
v Ké

Navstéva

1.navstéva

2.navstéva

3.navstéva

4 .navstéva

5.navstéva

6.navstéva

7.navstéva

8.navstéva

9.navstéva

10.navstéva

11.navstéva

12.navstéva

13.navstéva

14.navstéva

15.navstéva

16.navstéva

17.navstéva

18.navstéva

19.navstéva
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Visit 20

IQVIA

Visit 21

20.navstéva

Visit 22

21.navstéva

Visit 23

22.navstéva

Visit 24

23.navstéva

Visit 25

24 .navstéva

Visit 26

25.navstéva

Visit 27

26.navstéva

Visit 28

27.navstéva

Visit 29

28.navstéva

Visit 30

29.navstéva

Visit 31

30.navstéva

Visit 32

31.navstéva

Visit 33

32. navstéva

Visit 34

33. navstéva

Visit 35

34. navstéva

Visit 36

35. navstéva

Visit 37

36. navstéva

Visit 38

37. navstéva

Visit 39

38. navstéva

Visit 40

39. navstéva

Visit 41

40. navstéva

Visit 42

41. navstéva

Visit 43

42. navstéva

Visit 44

43. navstéva

Visit 45

44, navstéva

Visit 46

45. navstéva

Visit 47

46. navstéva

Visit 48

47. navstéva

Visit 49

48. navstéva

Visit 50

49. navstéva

Visit 51

50. navstéva

Visit 52

51. navstéva

Visit 53

52. navstéva

Visit 54

53. navstéva

Visit 55

54. navstéva

Visit 56

55.. navstéva

Visit 57

56. navstéva

Visit 801

57. navstéva

Visit 802

801.navstéva

Visit 803

802.navstéva
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Maximum Total
Cost Per
Completed
Patient
(including
overhead)

These amounts include all applicable taxes.

2. The Pharagraph “Invoiced Procedures” in
Exhibit 2 “Payment Terms and Budget” is
amendmented as follows:

Addendum 12, visit 57 additional | Total in CZK
activities

These amounts include all applicable taxes

All other terms and conditions of the Agreement shall
remain in full force.

5. AGREEMENTS REGISTER

Notwithstanding the foregoing, Sponsor and CRO
hereby acknowledge that the Institution is obliged to
publish this Amendment pursuant to Act No. 340/2015
Coll., on Agreements Register, and Section 1.D of the
Agreement and the Institution shall inform CRO of
publishing this Amendment through email sent to the

following email address: || GczNN:L.

The estimated value of financial payment under the
Agreement, as amended, shall be approximately
CZK 89 323.00.

IQVIA

804.

Maximalni
celkova ¢astka
za
dokonéeného
pacienta
(v&etné rezijnich
nakladl)

Tyto €astky zahrnuji v8echny pfislusné dané

2. Odstavec ,Fakturovatelné polozky“, uvedeny
v Priloze ¢. 2 ,,Platebni podminky a rozpocet”,
se doplnuje o nasledujici znéni:

Addendum 12, navstéva 57
- DalSi aktivity

Celkem v K¢

Tyto €astky zahrnuji vSechny pfislusné dané

VSechny ostatni podminky Smlouvy zlstavaji v plné
platnosti.

3. REGISTR SMLUV

Bez ohledu na vySe uvedené, zadavatel a CRO timto
potvrzuji, Zze poskytovatel je povinny uvefejnit tento
Dodatek podle zakona &€. 340/2015 Sb., o registru
smluv, a €lanku I.D Smlouvy s tim, Ze o zvefejnéni bude
poskytovatel informovat CRO skrze e-mailovou adresu

Predpokladana hodnota Smlouvy ve znéni tohoto
Dodatku je priblizné 89 323.00 K¢.
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IN WITNESS WHEREOF, the parties hereto have caused NA DUKAZ CEHOZ nechaly smluvni strany
this Amendment to be executed by their duly authorized k poslednimu nize uvedenému datu tento Dodatek

representatives as of the date last signed below:
CRO:
Name:

Function:

Signature:

(Signature of Authorized Official)

Date:

AGREED AND ACCEPTED:
Fakultni nemocnice v Motole

Name: INEEEEEE

Signature:

(Signature of Authorized Official)

Date:

Acknowledged and agreed by:

Name: NS

Position: Investigator

Date:

Signature:

podepsat svymi fadné zmocnénymi zastupci:
CRO:
Jmeéno:

Funkce:

Podpis:

(Podpis autorizované osoby)

Datum:

SOUHLASIM A PRIJIMAM:
Fakultni nemocnice v Motole

Jmeno: NN

Podpis:

(Podpis autorizované osoby)

Datum:

Pro uznani a prijeti:
Jméno: I

Funkce: zkou3ejici

Datum:

Podpis:

Dodatek €. 2 ke Smlouvé o klinickém hodnoceni / Amendment No. 2 to CTA

Eli Lilly and Company, Protocol: 16T-MC-AMAG
Fakultni nemocnice v Motole,
V2, 09.05.2019



