AMENDMENT NO 3 TO CLINICAL
TRIAL AGREEMENT

This Amendment 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
1 January 2020, (“Effective Date”), and is
entered into by and among:

Thomayerova nemocnice, located at
Videniska 800, 140 59 Praha 4 — Kr¢, Czech
Republic, Identification number: 00064190,
Tax identification number: CZ00064190, state
contributory organization established by the
Ministry of Health of the Czech Republic, full
text of foundation deed No. MZDR 17268-
IV/2012, registered in Companies Registry by
Municipal Court in Prague, Section PR, inlet
1043 represented by doc. MUDr. Zden¢k
Benes CSc., Director (the “Institution”), and

I (i Investigator”),
and

IQVIA RDS Czech Republic s.r.0., having a
place of business at Pernerova 691/42, 186 00

Praha 8 - Karlin, Czech Republic,
Identification number: 247 68651, Tax
identification number: CZ247 68 651,
represented by

(“IQVIA”), and

Respivant Sciences GmbH, having a place of
business at Viaduktstrasse 8, CH-4051 Basel,
Switzerland, Identification number: CHE-
474.278.607 (“Sponsor™)

WITNESSETH:

WHEREAS, IQVIA and Sponsor and the
Instituion and the Investigator are parties to an
agreement entitled Clinical Study Agreement
effective as of 16 May 2019 (the “Agreement”)
relating to the conduct of the clinical research
(the “Study”) described in the protocol entitled
“Randomized, Double-Blind, Placebo-

DODATEK & 3 KE SMLOUVE O
KLINICKEM HODNOCEN(

Tento Dodatek, ktery se uzavira s ucinnosti
ode dne uvefejnéni v registru smluv, avsSak
smluvni strany si pieji byt upravou prav a
povinnosti obsazenou v tomto Dodatku vazany
jiz od 1. ledna 2020 (dale jen ,,Datum
ucinnosti*), mezi sebou uzaviraji tyto strany:

Thomayerova nemocnice, se sidlem
Videfiskd 800 140 59 Praha 4 - Kr¢, Ceskd
republika, Identifika¢ni ¢islo: 000 64 190,
Danové identifika¢ni ¢islo: CZ00064190,
staitni  pfispévkovd  organizace  ziizend
Ministerstvem zdravotnictvi CR, upIné znéni
ziizovaci listiny ¢.j. MZDR 17268-1V/2012,
zapsana v obchodnim rejstitku u Méstského
soudu v Praze, oddil Pr, vl. 1043, zastoupena
doc. MUDr. Zdenkem BeneSem, CSc.,
feditelem (,,Zdravotnické zarizeni*), a

I (.. Zkousejici”), a

IQVIA RDS Czech Republic s. r. 0., se
sidlem Pernerova 691/42, 186 00 Praha 8 —
Karlin, Ceska republika, Identifikagni &islo:
24768651, Danové identifikacni  Cislo:
CZ24768651, zastoupena
,IQVIAY), a

Respivant Sciences GmbH, se sidlem
Viaduktstrasse 8, CH-4051 Basel, Svycarsko,
Identifikac¢ni ¢islo: CHE-474.278.607
(,,Zadavatel*)

POTVRZUJI NASLEDUJICI:

Spole¢nost IQVIA a Zadavatel a Zdravotnické
zatizeni a Zkousejici, jsou smluvnimi stranami
smlouvy s nazvem Smlouvy o0 klinickém
hodnoceni s u¢innosti ode dne 16. kvétna 2019
(dale jen ,,Smlouva®) tykajici se provadéni
klinického hodnoceni (dale jen ,,Studie®)
popsaného v  protokolu s  ndzvem
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Controlled, Dose-Ranging, Efficacy and Safety
Study with Inhaled RVT-1601 for the
Treatment of Persistent Cough in Patients with
Idiopathic  Pulmonary  Fibrosis  (IPF):
SCENIC Trial”, Protocol No. RVT1601-CC-04
(the “Protocol”), as amended by Amendment
No. 1 dated 12 August 2019 and by
Assignment and Amendment No. 2 dated 22
November 2019 and the parties desire to
amend such Agreement;

NOW THEREFORE, in consideration of the
mutual promises and covenants set forth
herein, and other good and valuable
consideration, the receipt and sufficiency of
which is hereby acknowledged, the parties
hereby agree to amend the Agreement as
follows:

1. Attachment A Budget & Payment
Schedule is hereby amended and the below
section is added:

All terms and conditions of the Agreement not
expressly amended by this Amendment remain
in full force and effect.

AGREEMENTS REGISTER

Institution, Sponsor, Investigator and IQVIA
hereby acknowledge that this Amendment
shall be published pursuant to Act no.
340/2015 Sb., on Agreements Register. As and
between the Parties, Institution agrees to
publish the Amendment pursuant to the
foregoing. Any information which constitutes
trade secret of either Party is exempted from
such publication. For the purposes of this
Amendment, trade secrets include, but are not
limited to Budget and payment schedule.
Furthermore, personal data of the individuals
are also exempted from publication, unless

»~Randomizované, dvojité zaslepené, placebem
kontrolované klinické hodnoceni s riiznymi
rozsahy davek, zkoumajici ucinnost a
bezpecnost inhalovaného pripravku RVT-1601
pri lécbe pretrvavajiciho kasle u pacientii s
idiopatickou plicni fibrozou (IPF): klinickée
hodnoceni SCENIC “, <({islo protokolu
RVT1601-CC-04 (dale jen ,Protokol”), ve
znéni dodatku ¢.1 ze dne 12. srpna 2019 a ve
znéni Postoupeni a zmény 2 ze dne 22.
listopadu 2019 a pieji si tuto Smlouvu zménit;

NA TOMTO ZAKLADE po zvazeni
vzajemnych zévazkli uvedenych v této
Smlouvé a dalSich fadnych a hodnotnych
protiplnéni, jejichz pfijeti a dostateCnost je
timto potvrzena, se strany dohodly na zméné
Smiouvy takto:

1. Piiloha A Rozpocet a Rozpis plateb se
dopliuje o nasledujici ¢lanek:

Vsechna ustanoveni a podminky Smlouvy,
které nejsou vyslovné zménény timto
Dodatkem, ziistavaji v plném rozsahu platné a
ucinné.

REGISTR SMLUV

Zdravotnické zafizeni, Zadavatel, Zkousejici a
IQVIA berou na védomi, ze tento Dodatek
bude uvefejnén podle zdkona ¢. 340/2015 Sb.,
0 registru smluv. Vramci ujednani mezi
smluvnimi stranami se Zdravotnické zatizeni
zavazuje uvefejnit tento Dodatek v souladu
s vySe uvedenym. Jakékoli informace, které
jsou obchodnim tajemstvim kterékoli strany,
predstavuji vyjimku z povinnosti uvefejnéni.
Pro ucely tohoto Dodatku se obchodnim
tajemstvim rozumi zejména Rozpocet a rozpis
plateb. Kromé¢ toho predstavuji vyjimku
Z uvetejnéni také osobni udaje jednotlivych
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they have been previously published in another
public register. The version of this
Amendment intended for publication is
attached hereto as Attachment A. The
Institution is obliged to publish this
Amendment in accordance with the article
herein above. The Institution will inform
IQVIA of publishing the Amendment in the
Agreements Register by designating the
following email address:
I s cmail address to
which a notification of publication in the
Agreements register shall be sent. Should the
Institution fail to publish this Amendment
within 5 working days from the date of the last
signature hereof, it may be published by the
Sponsor or IQVIA.

The estimated maximum value of financial
payment under the Agreement, as amended,
shall be approximately CZK 758,144.00.

In case of any dispute between Czech and
English language version of this Amendment,
Czech language version has a priority and shall
prevail.

osob, pokud jiz nebyly dfive uvefejnény
Vjiném vefejném registru. Verze tohoto
Dodatku urcena pro uveiejnéni tvoii Pfilohu
A. Zdravotnické zatfizeni je povinno uvefejnit
tento Dodatek v souladu s vyse uvedenym
Clankem.  Zdravotnické  zafizeni  bude
spolecnost IQVIA informovat o uvetejnéni
Smlouvy v registru smluv tak, ze uvede e-
mailovou adresu: || GGG -0
e-mailovou adresu, na kterou ma byt zaslano
oznameni o uvetfejnéni Smlouvy v registru
smluv. Pokud  Zdravotnické  zafizeni
neuveiejni tento Dodatek do 5 pracovnich dni
od data posledniho podpisu, muze ji uvefejnit
Zadavatel nebo spolecnost IQVIA.

Odhadovand maximalni finan¢ni hodnota
Smlouvy, ve znénitohoto Dodatku, bude
pfiblizné 758.144,- K¢

V ptipad¢ rozporu mezi ¢eskou a anglickou
verzi tohoto Dodatku, méa ptednost a je
rozhodujici verze Ceska.
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ACKNOWLEDGED AND AGREED BY IQVIA RDS Czech Republic s.r.o. / NA
DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE IQVIA
RDS Czech Republic s.r.o.

By / Podepsal(a):

Title / Funkce:

Signature / Podpis:

Date / Datum:

ACKNOWLEDGED AND AGREED BY Thomayerova nemocnice / NA DUKAZ
SOUHLASU PRIPOJUJE PODPIS OPRAVNENY ZASTUPCE Thomayerovy
nemocnice:

By / Podepsal(a): doc. MUDr. Zdenék Benes, CSc.

Title / Funkce: Director / Feditel
(must authorized to sign on Institution's behalf) / (musi se jednat o0 osobu opravnénou
k podepisovani jménem Zdravotnického zatizeni):

Signature / Podpis:

Date / Datum:

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR / NA DUKAZ
SOUHLASU PRIPOJUJE SVUJ PODPIS ZKOUSEJICi

Name / Jméno: |

Signature / Podpis:

Date / Datum:

ACKNOWLEDGED AND AGREED BY Respivant Sciences GmbH / NA DUKAZ
SOUHLASU PRIPOJUJE PODPIS Respivant Sciences GmbH

Name / Jméno:

Signature / Podpis:

Date / Datum:
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