September 23%, 2021

RE:

Protocol # |GG cotled: “A 16-

Week, Randomized, Double-Blind, Placebo-
Controlled, Parallel-Group, Proof-of-Concept
Study to Evaluate the Efficacy and Safety of
TEV-48574 in Adults with T2-low/non-T2
Severe Uncontrolled Asthma”

Letter of Indemnification

Dear,

This letter is solely for use by Fakultni
nemocnice Hradec Kralové (‘“Provider”) as
set forth in Section 10.1. of that certain
Clinical Study Agreement (“Agreement”),
between ICON Clinical Research Limited
(“CRO”) and Provider, and solely in
connection with the Agreement. All terms
used herein and not otherwise defined shall
have the meaning set forth in the Agreement.
Except as set forth in this letter, Sponsor shall
have no further obligations to Provider or
Investigator. Teva Branded Pharmaceutical
Products R&D, Inc. (“Sponsor”) hereby agrees
to the following:

(D) Indemnification by Sponsor.
Sponsor shall indemnify, defend, and hold
harmless Provider, Investigator and their respective
personnel (collectively, the “Provider

Indemnitees”) from and against any and all
liabilities, damages, losses, claims, or expenses,
including court costs and reasonable attorneys’ fees
(“Losses”) resulting from any third party claims,
actions or proceedings seeking compensation for
bodily injury or death of any research Study
Subject enrolled in the Study, to the extent that
such injury or death was directly caused by the
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Véc:  Prohlaseni o odSkodnéni

Protokol ¢ NN nozvany:

,,Sestnactitydenni, randomizovana, dvojité
zaslepena, placebem Kkontrolovana studie typu
proof-of-concept s paralelnimi skupinami pro
vyhodnoceni ucinnosti a bezpecnosti pripravku
TEV-48574 u dospélych S tézZkym
nekontrolovanym astmatem typu T2-low/non-T2¢

Vézena pani / Vazeny pane,

toto prohldseni je uréeno pouze pro pouZiti
Fakultni nemocnice @ Hradec Kralové
(,,poskytovatel), jak je stanoveno v casti 10.1
pfislusné smlouvy o provedeni klinické studie
(,,smlouva®), uzaviené mezi ICON Clinical
Research Limited (,,CRO%) a poskytovatelem, a
vyhradné v souvislosti se smlouvou. VSechny
pojmy, které jsou zde wuvedeny a nejsou
definovany jinak, budou mit vyznam stanoveny
ve smlouvé. S vyjimkou piipadii uvedenych v

tomto  prohldSeni nema zadavatel Vvici
poskytovateli ani zkouSejicimu Zzadné dalsi
zavazky. Teva Branded Pharmaceutical

Products R&D, Inc. (,,zadavatel) timto souhlasi s
niZe uvedenym:

(D) Odskodnéni zadavatelem: Zadavatel
odskodni, zbavi odpovédnosti a bude hajit
poskytovatele, zkouSejictho a jejich pfisluSny
persondl (souhrnné ,,0dSkodnéné osoby
poskytovatele®) pted vSemi zavazky, Skodami,
ztratami, naroky nebo vydaji, vcetn¢ soudnich

nakladd a prfiméfenych poplatkti za pravni sluzby
(,,ztraty*), vyplyvajicimi z jakychkoli ndrokd, kroki
nebo fizeni tfetich stran poZadujicich ndhradu za
Ujmu na zdravi nebo smrt jakéhokoli subjektu
hodnoceni zatfazeného do studie, pokud takovd djma
na zdravi nebo smrt byla piimo zplsobena



Study Drug provided by Sponsor and used in
compliance with this Agreement, the Protocol, and
the Informed Consent, but solely to the extent that
such Losses do not arise out of or are not in
connection with any: (i) Provider Indemnitee’s
failure to follow any applicable federal, state or
local laws, regulations, and guidelines, or to
conform to reasonable and prudent clinical
practices, including GCPs as applicable to drug
studies; (ii) Provider Indemnitee’s wrongful or
negligent acts or omissions, or willful malfeasance
or misuse of the Study Drug; (iii)) Provider
Indemnitee’s failure to follow the Protocol or other
written recommendations or instructions provided
by Sponsor unless the Investigator deviates from
the Protocol in the event that the Investigator
reasonably considers that such deviation is
necessary to deal with a patient emergency and
such deviation is immediately notified to Sponsor,
ICON and the IEC and/or SUKL in writing thereof,
or (iv) treatment of a Study Subject prior to
initiation of the Study; or (v) intellectual property
infringement. In the event that it has not been
demonstrated that Sponsor has an indemnification
obligation pursuant to this Letter, Sponsor shall
have no obligation to reimburse Provider for all or
any part of its Losses.

2) Conditions of Indemnity. If
Provider Indemnitees claim a right of
indemnification or defense under this letter
agreement, then Provider shall provide Sponsor
prompt written notice of any such claim (in all
events within ten (10) calendar days of receipt),
including a copy thereof, served upon it, and shall
cooperate fully with Sponsor and its legal
representatives in the investigation of any matter
regarding the subject of indemnification, at
Sponsor’s expense. Sponsor shall have the right to
exercise sole control over the defense and
settlement of any such complaint or claims for
which indemnification or defense is sought,
including the sole right to select defense counsel
and to direct the defense or settlement of any such
claim or suit; provided that Sponsor shall not enter
into any non-monetary settlement or admit fault or
liability on Provider Indemnitees’s behalf without
the prior written consent of the Provider
Indemnitee, which consent shall not be
unreasonably withheld or delayed. The Provider
Indemnitees shall have the right to select and to

hodnocenym pfipravkem poskytnutym zadavatelem
vsouladu s touto smlouvou, protokolem a
formuldfem informovaného souhlasu, avsak pouze
pokud takové ztrity nesouvisely s: (i) nedodrzenim
platnych statnich ¢i mistnich zdkont, pfedpisi a
pokyni ze strany odSkodnéné osoby poskytovatele Ci
nedodrZzenim odpovidajicich klinickych postupt
platicich pro studie hodnocenych piipravkd, véetné
spravné klinické praxe; (ii) nedbalym ¢i protipravnim
jedndnim ¢ opomenutim nebo = zdmérnym
protipravnim jedndnim ¢i zneuzitim hodnoceného
piipravku ze strany odSkodnéné osoby poskytovatele;
(ii1)) nedodrZzenim protokolu nebo jinych pisemnych
doporuceni ¢i pokynil poskytnutych zadavatelem ze
strany odSkodnéné osoby poskytovatele, pokud
nedojde k nedodrZeni protokolu zkouSejicim v
piipadé, kdy zkouSejici rozumné povaZuje takové
nedodrZeni za nezbytné z hlediska naléhavého stavu
pacienta, a toto nedodrZeni je neprodlené pisemné
sdéleno zadavateli, spole¢nosti ICON, NEK a/nebo
SUKL; nebo (iv) 1é¢bou subjektu hodnoceni pied
zahdjenim studie; nebo (v) porusenim prav k
dusevnimu vlastnictvi. V ptfipad€, Ze nebude
prokdzano, 7e zadavatel ma povinnost odskodnéni
podle tohoto prohldSeni, zadavatel neni povinen
uhradit poskytovateli ztraty, at uz v celé nebo
pomé&rné Céstce.

2) Podminky odSkodnéni. Pokud si
odskodnéné osoby poskytovatele narokuji pravo na
odskodnéni nebo obhajobu podle tohoto prohldSent,
poskytovatel poskytne zadavateli neprodlen¢ pisemné
ozndmeni o jakémkoli takovém naroku (v kazdém
piipadé€ do deseti (10) kalendainich dnii od obdrZeni),
jenz mu bylo doruceno, a to véetné jeho kopie, a bude
na ndklady zadavatele pln€ spolupracovat se
zadavatelem a jeho pravnimi zdstupci pfi proSetieni
jakékoli zdleZitosti tykajici se pfedmétu odskodnéni.
Zadavatel ma vyhradni prdvo vést obhajobu a
vyrovndni ve véci takové stiZnosti nebo takovych
narokti, u nichZ je poZadovdno odSkodnéni nebo
obhajoba, v¢etné vylu¢ného prava zvolit si obhdjce a
fidit obhajobu ¢i vyrovndni jakéhokoli takového
ndroku nebo soudniho fizeni za ptedpokladu, Ze
zadavatel neuzavie zddné nepené€Zni vyrovndni ani
nepfiznd vinu ¢i odpovédnost jménem odSkodnénych
osob poskytovatele bez predchoziho pisemného
souhlasu odskodnénych osob poskytovatele, pficemz
tento souhlas nebude bezdGvodné odepfen nebo
opozdén. OdSkodnéné osoby poskytovatele maji
pravo zvolit si a ziskat zastoupeni samostatnym
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obtain representation by separate legal counsel at
its sole cost and expense.

3 Study Subject Injury.  Sponsor
agrees to reimburse Provider for reasonable and
necessary documented expenses incurred by Study
Subjects for injuries caused as a direct result of the
use of the Study Drug in accordance with the
Protocol and the Informed Consent, provided that,
(i) such costs are not covered by the Subject’s
medical or hospital insurance or by a governmental
agency providing such coverage (if applicable); (ii)
the injury is not attributable to negligence or
misconduct by Provider, Investigator, or any of
their agents or employees involved in the Study;
and (iii) the injury is not attributable to any
underlying illness, whether or not previously
diagnosed.

Sincerely,
S pozdravem

pravnim zastupcem na své vlastni ndklady.

3) Ujma na zdravi subjekti hodnoceni:
Zadavatel souhlasi s tim, Ze uhradi poskytovateli
pfiméfené a nezbytné dolozené vydaje vzniklé
subjektim hodnoceni v souvislosti s ijmou na zdravi
zptisobenou v piimém disledku pouZiti hodnoceného
piipravku v souladu s protokolem a formuldfem
informovaného souhlasu, pokud (i) takové ndklady
nejsou kryty zdravotnim pojiSténim subjektu nebo
vlddni agenturou poskytujici takové pojistné kryti (je-
li to relevantni); (ii) 4jmu na zdravi nelze pficist
nedbalosti nebo pochybeni ze strany poskytovatele,
zkousejictho nebo nékterého z jejich povéefenych
osob ¢i zaméstnancl zapojenych do studie; a (iii)
Ujmu na zdravi nelze pficist Zddnému zakladnimu
onemocnéni, bez ohledu na to, zda bylo ¢i nebylo
pred tim diagnostikovano.

ICON CLINICAL RESEARCH LIMITED

Date / Datum:

Name/Jméno: NNEENNNNENNNNNNN
Title / Funkee: |

Signature / Podpis:

On behalf of: / V zastoupeni za:

Teva Branded Pharmaceutical Products R&D, Inc.
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