CLINICAL STUDY AGREEMENT
017/0Vz/23/066-P

SMLOUVA O PROVADENI KLINICKEHO HODNOCENI{
017/0Vz/23/066-P

THis CLINICAL STUDY AGREEMENT (this “Agreement”) is effective
as of the date of signature of the last Party hereto and
effective as of the date of publication in contract registry
(the “Effective Date”) by and between ImmunoGen, Inc., a
Massachusetts corporation having a place of business at 830
Winter Street, Waltham, MA 02451, VAT number: 04-
2726691 (“ImmunoGen”); Fakultni nemocnice Ostrava, with
a place of business at 17. listopadu 1790, 708 52 Ostrava,
Czech Republic, ID Number: 00843989, VAT ID Number:
Cz00843989, Deed of Foundation of the Ministry of Health
of 25th November 1990 File No. OP-054-25.11.90 in matters
of this Agreement is authorized to act and sign:

(the “Institution”), and
, with place of performance at Department of
Gynecology and Obstetrics , Fakultni nemocnice Ostrava,
with place of bussiness at 17. listopadu 1790, 708 52
Ostrava, Czech Republic (“Investigator”), each a “Party” and
collectively the “Parties.”

TATO SMLOUVA O PROVADENI KLINICKEHO HODNOCENi (dale jen
~Smlouva“) nabyva platnosti k datu podpisu posledni Smluvni
strany a ucinnosti dnem uverejnéni v registru smluv v souladu se
zakonem €. 340/2015 Sb., o registru smluv, v platném znéni
(,,Datum Géinnosti“) a uzavira se mezi spole¢nosti ImmunoGen,
Inc., registrované v Massachusetts se sidlem 830 Winter Street,
Waltham, MA 02451, DIC 04-2726691 (,lmmunoGen“) a
zdravotnickym zafizenim Fakultni nemocnice Ostrava, se sidlem
17. listopadu 1790, 708 52 Ostrava, Ceska republika IC:
00843989, DIC: CZ00843989, Zfizovaci listina MZ CR ze dne 25.
listopadu 1990 ¢.j. OP-054-25.11.90ve vécech této smlouvy je
opravnén jednat a podepisovat:

(,,Zdravotnické zatizeni"),

s pracovisttm na adrese Gynekologicko-porodnicka klinika,
Fakultni nemocnice Ostrava, , se sidlem 17. listopadu 1790, 708
52 Ostrava, Ceska republika, (,Zkousejici“), kazdy samostatné
jako ,,Smluvni strana“ a spole¢né jako ,,Smluvni strany*.

WHEREAS, ImmunoGen is sponsoring an interventional
clinical study of its proprietary investigational new drug
Mirvetuximab soravtansine IMGN853 (the “Study Drug”)
entitled GLORIOSA: Randomized, multicenter, open-label,
Phase 3 study of mirvetuximab soravtansine in combination
with  bevacizumab versus bevacizumab alone as
maintenance therapy for patients with FRa-high recurrent
platinum-sensitive epithelial ovarian, fallopian tube, or
primary peritoneal cancers who have not progressed after
second-line platinum-based chemotherapy  plus
bevacizumab (the “Study”), with Protocol No. IMGN853-
0421 (the “Protocol™);

Spole¢nost ImmunoGen je zadavatelem intervenéniho
klinického hodnoceni svého chranéného hodnoceného nového
pripravku Mirvetuximab soravtansine IMGN853 (,,Hodnoceny

pfipravek") s ndzvem GLORIOSA: Randomizovane,
multicentrické, oteviené klinické hodnoceni faze3 s

mirvetuximab soravtansinem v kombinaci s bevacizumabem
versus samotnym bevacizumabem jako udrzovaci lé¢ba pro
pacientky s vysokou hodnotou FRa u recidivujicich, na platinu
senzitivnich nadorovych onemocnéni epitelu ovarii nebo
vejcovodu, nebo u primarnich peritonedlnich nadorovych
onemocnéni, které neprogredovaly po druhé linii chemoterapie
na béazi platiny a bevacizumabu. (,Studie“), €. protokolu
IMGN853-0421 (,,Protokol”);

WHEREAS ImmunoGen has appointed ImmunoGen, Inc.,
located at 6th Floor, 2 Grand Canal Square, Dublin 2, Ireland,
D02 A342, to act as its EU legal representative.

Spole¢nost ImmunoGen poveéfila ImmunoGen, Inc. se sidlem 6th
Floor, 2 Grand Canal Square, Dublin 2, Ireland, DO2 A342 aby
jednala jako jeji zakonny zastupce v Evropské Unii.

WHEREAS, the Institution conducts clinical studies for
research purposes;

Zdravotnické zafizeni provadi klinické studie pro vyzkumné
Ucely.

WHEREAS, the Investigator, an employee of Institution, is
experienced in the conduct of clinical studies of
investigational new drugs; and

Zkousejici, ktery je zaméstnancem Zdravotnického zafizeni, ma
zkuSenosti s provadénim klinickych studii novych hodnocenych
pfipravka; a

WHEREAS, ImmunoGen desires that the Institution and the
Investigator conduct the Study at the Institution, and the
Institution and the Investigator desire to conduct the Study
sponsored by ImmunoGen.

Spole¢nost ImmunoGen si preje, aby Zdravotnické zafizeni a
Zkousejici provadeéli Studii ve Zdravotnickém zafizeni, a
Zdravotnické zafizeni a ZkouSejici IékaF si preji provadét Studii,
jejimz zadavatelem je spole¢nost ImmunoGen.
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WHEREAS, ImmunoGen has authorized IQVIA Biotech Ltd.
with the registered office at 3 Forbury Place, 23 Forbury
Road, Reading, United Kingdom, RG1 3JH, company
registration number 03299057, VAT number GB 450315485
(“CRO”), together with its affiliates to act on behalf of
ImmunoGen to arrange and administer the Study (as
defined below), and ImmunoGen may by written notice
subsequently designate another organization for this
purpose.

ImmunoGen povéfil spole€nost IQVIA Biotech Ltd. Se sidlem na
adrese 3 Forbury Place, 23 Forbury Road, Reading, Velka
Britanie, RG1 3JH, IC 03299057, DIC GB 450315485 (dale ,,CRO*)
véetné jejich pridruzenych subjektd, aby pro néj zajistovala a
spravovala Studii (definice viz déle), stim, Ze na zakladé
pisemného oznameni mliZze ImmunoGen v budoucnu pfipadné
povéfit pInénim tohoto Gcelu jinou organizaci.

Now, THEREFORE, in consideration of the mutual promises
and covenants contained herein, and for other good and
valuable consideration, the receipt and sufficiency of which
are hereby acknowledged, ImmunoGen, the Institution and
the Investigator hereby agree as follows:

Po zvAZeni vzajemnych pfislibdl a zavazk(l uvedenych v této
Smlouvé a za pfimérené a hodnotné protipInéni, jehoz pfijeti a
dostatecnost jsou timto potvrzeny, se spolecnost ImmunoGen,
Zdravotnické zafizeni a ZkouSejici dohodli na uzavieni Smlouvy
v tomto znéni:

1. Study Terms and Conditions. Budget and Payment | 1. Podminky Studie. Rozpocet a rozpis plateb.
Schedule.
(@) Payments. In consideration of the conduct of the | (a) Platby. Spole€¢nost ImmunoGen se zavazuje dat pokyn

Study, ImmunoGen agrees to instruct its provider, CRO to
make quarterly payments to the Institution upon receipt of
a respective invoice and correctly completed CRFs, in
accordance with the terms stipulated in Exhibit B. CRO is
managing the Study for ImmunoGen, but shall not be liable
to Institution or Investigator for any costs associated with
performing this Study. ImmunoGen is fully responsible for

svému dodavateli, organizaci CRO, aby hradila ¢tvrtletni platby
Zdravotnickému zafizeni za provadéni Studie po obdrZeni
prislusné faktury a spravné vyplnénych zaznamd CRF v souladu
s podminkami stanovenymi v Priloze B. CRO Fidi Studii pro
ImmunoGen, ale neponese viéi Zdravotnickému zafizeni ani
Zkousejicimu odpovédnost za hrazeni Zzadnych néakladd
spojenych s provadénim Studie. Za uhrazeni veSkerych plateb

all payments to the Institution. Zdravotnickému  zafizeni odpovida v plném  rozsahu
ImmunoGen.
(b) Terms of Payment. The payments referred to in | (b) Platebni podminky. Platby, na néZ odkazuje tento

this Section shall be subject to the following terms:

Clanek, se budou Fidit nize uvedenymi podminkami:

(0 The Institution and Investigator shall
endeavour to enrol 2-3 evaluable Subjects in the Study by
December 2025. ImmunoGen must approve in advance any
increase in the total number of Subjects enrolled in the
Study. Payments in respect of any additional Subjects
entered into the Study will not exceed the per Subject
amounts set forth in Exhibit B.

Estimated duration of the Study is from the signing
of this contract until November 2027. Any deviation of
actual duration from the expected duration exceeding this
period by more than 6 month requires an amendment to
this contract in the form of a written amendment.

() Zdravotnické zafizeni a ZkouSejici budou
usilovat o zafazeni 2-3 vyhodnotitelnych Subjekt(i do Studie do
prosince 2025. Pfipadné zvy3eni celkového poctu Subjektl
zarazovanych do Studie musi ImmunoGen pfedem schvalit.
Platby souvisejici se Subjekty pfipadné zafazenymi do Studie
navic nepfesahnou ¢astky za Subjekt stanovené v Pfiloze B.

PFedpokladana doba trvani Studie je od podpisu této
smlouvy do listopadu 2027. Pfipadna odchlyka skutecné doby
trvani od pfedpokladané doby trvani pfesahujici tuto dobu o vice
nez 6 mésicd vyZaduje zménu této smlouvy ve formé pisemného
dodatku.

(i) In the event that a Subject withdraws or is
withdrawn from the Study for reasons beyond the
Institution's or the Investigator’s control (but after
commencing the dosing regimen and in accordance with the
Protocol), payment shall be made pro rata (based on the
number of visits completed) in respect of that Subject
provided all data in respect of that Subject up to the time of

(ii) V pfipadg, Ze Subjekt Gcast ve Studii ukonci
nebo z ni bude vyfazen z ddvod(, které Zdravotnické zafizeni ani
Zkousejici nemohou nijak ovlivnit (avSak po zahajeni rezimu
podavani pfipravku a v souladu s Protokolem), bude odména za
tento Subjekt vyplacena vpomérné vySi (podle poctu
uskutecnénych navstév), avsak s tim, Ze museji byt shromazdény
vSechny Udaje tykajici se tohoto Subjektu aZ do doby, kdy tento
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that Subject's withdrawal from the Study have been
completed and sent to and accepted by ImmunoGen.

Subjekt ukongil UCast ve Studii, a odeslany spole€nosti
ImmunoGen, ktera je schvali.

(iii) Screen failures shall be reimbursed at the
rate and on the basis set out in Exhibit B.

(iif) Uhrady za Subjekty, které neprojdou
vstupnimi vySetfenimi, budou hrazeny v sazbé a na zakladé
podminek uvedenych v Pfiloze B.

(iv) For the avoidance of doubt, audits shall be
supported at no cost by the Investigator and Personnel (as
defined below) members.

(iv) Aby se zamezilo pochybnostem, Zkousejici a
Persondl (dle definice nize) budou poskytovat bezplatné
soucinnosti pri auditech.

() Financial obligations of the Institution and the
Investigator. The payments specified in this Section shall
constitute the Institution’s and Investigator's sole
remuneration for the conduct of the Study. The Institution
and Investigator shall be both responsible for the payment
of all taxes and other fees possibly accruing, levied, or
payable in addition to the payments set forth below. In the
event that ImmunoGen has not given its prior express
written approval regarding any costs or expenses, the
Institution and the Investigator shall be responsible for all
costs and expenses arising from the conduct of the Study,
including but not limited to, the remuneration of all
Personnel, pharmacy fees and laboratory tests.

The payment of remuneration set out in this Agreement and
in Exhibit B represent sole and exclusive method of proper
compensation between the contracting parties. Immunogen
hereby declares that it has not concluded and will not
conclude a separate agreement with the Principal
investigator which includes remuneration for the
performance of the Study. The remuneration will be divided
between the Institution, Investigator and study team after
deducting the expenses according to the internal
regulations of the Institution.

(c) Finanéni  zavazky  Zdravotnického zafizeni a
Zkousgjiciho.  Platby uvedené vtomto Clanku budou
predstavovat jedinou odménu néleZejici Zdravotnickému
zarizeni a ZkouSejicimu za provadéni Studie. Zdravotnické
zarizeni a ZkouSejici ponese vyhradni odpovédnost za platby
veskerych dani a dalsich poplatk(, které mohou vzniknout,
mohou byt uvaleny nebo mohou byt splatné navic k platbam
uvedenym niZe. V pfipadé, Ze spole¢nost ImmunoGen pfedem
vyslovné a pisemnou formou neschvalila jakékoli naklady a
vydaje, budou Zdravotnické zafizeni a Zkou3ejici odpovédni za
Ghradu veskerych nakladd a vydajl vyplyvajicich z provadéni
Studie, zejména za vyplatu odmény viem ¢Elenlm Personalu,
poplatkd 1ékarné a za laboratorni testy.

Platby odmény uvedené v této smlouvé a Pfiloze B predstavuji
jediny a vyluény zplsob fadného finanéniho vyporadani mezi
smluvnimi stranami. ImmunoGen timto prohlaSuje, Ze neuzavrel
a neuzavie se Zkousejicim sepéaratni smlouvu na odménu za
provedeni klinického hodnoceni. Odmeéna bude mezi
Zdravotnické zafizeni a ZkouSejiciho a Personal rozdélena po
odeéteni naklad( podle vnitinich predpist Zdravotnického
zafizeni.

(d) Each Party represents and warrants to the others
that the payment of the fees related to the conduct of the
Study (including payments to subcontractors, consultants,
or other agents working on behalf of the Institution/the
Investigator or as part of the Institution’s and/or
Investigator’s services to ImmunoGen, as applicable) (i)
represents the fair market value for the conduct of the
Study, (ii) has not been determined in any manner that takes
into account the volume or value of any referrals,
reimbursements or business between the Institution and/or
the Investigator and ImmunoGen, and (iii) is not offered or
provided, in whole or in part, with the intent of, directly or
indirectly, implicitly or explicitly, influencing or encouraging
the recipient to purchase, prescribe, refer, sell, arrange for
the purchase or sale, or recommend favorable formulary
placement of a ImmunoGen product or as a reward for past
behavior.

(d) Smluvni strany prohlasuji a vzdjemné se zaruCuji, Ze
poplatky, které budou hrazeny za provadéni Studie (vCetné
plateb subdodavateltim, poradciim a dal$im osobam jednajicim
jménem Zdravotnického zafizeni/ZkouSejiciho a plateb v ramci
sluzeb poskytovanych spole¢nosti ImmunoGen Zdravotnickym
zafizenim a/nebo ZkousSejicim) (i) pfedstavuji priméfenou trzni
odménu za provadéni Studie, (i) nebyly stanoveny
s prihlédnutim k mnoZstvi nebo hodnoté doporuéeni, Uhrad
nebo obchodnich transakci mezi Zdravotnickym zafizenim
a/nebo Zkousejicim a spole€nosti ImmunoGen a (iii) nejsou
nabizeny ani poskytovany zcela nebo ¢astecné s tmyslem p¥imo,
nepfimo, skryté nebo oteviené ovlivnit jejich pfijemce nebo ho
nabadat ktomu, aby nakupoval vyrobky spoleCnosti
ImmunoGen, pfedepisoval je, odkazoval se na n&, prodaval je,
zarizoval jejich nakup ¢i prodej ani doporucoval jejich vyhodné
umisténi v lékopisu, a nejsou nabizeny nebo poskytovany ani
jako odmeéna za takové jednani v minulosti.
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(e) This Agreement establishes the general terms and
conditions applicable to Institution’s and Investigator’s
performance of the Study hereunder.

(e) Tato Smlouva ustavuje obecné podminky platné pro
provadéni pfedmétné Studie Zdravotnickym zafizenim a
Zkousejicim podle této Smlouvy.

U] The accrual period and payments due from
ImmunoGen shall be articulated in the Budget and Payment
Terms, attached hereto as Exhibit B.

U] Doba splatnosti a platby splatné ze strany ImmunoGen
budou uvedeny vRozpoftu a platebnich podminkach,
pripojenych k této Smlouvé jako Pfiloha B.

2. Protocol; Conduct of the Study.

2. Protokol; provadéni Studie.

(@ The Institution and Investigator shall
conduct the Study in accordance with (i) the Protocol, as
amended from time to time, (ii) the established timetable
for the Study, and (iii) any additional written instructions
reasonably provided by ImmunoGen or its agents to the
Institution or the Investigator arising during the course of
the Study which could not have been anticipated at the
outset. Institution or Investigator may deviate from the
Protocol without the consent of ImmunoGen only in
emergency circumstances where required to protect the
safety, health, or rights of a Study Subject. ImmunoGen shall
be informed immediately of any such Protocol deviation.
Furthermore, the Institution and Investigator shall not alter
or amend, or permit any Personnel (as defined below) to
alter or amend, the Protocol in any way without the prior
written consent of ImmunoGen, unless required by law to
protect the safety, health, or rights of the Study Subjects, in
which case ImmunoGen shall be informed immediately of
any such Protocol alteration or amendment.

(@ Zdravotnické zafizeni a ZkouSejici budou
provadét Studii v souladu (i) s Protokolem a jeho pfipadnymi
budoucimi dodatky, (ii) se stanovenym harmonogramem Studie
a (i) sveskerymi dalsimi pisemnymi pokyny od{vodnéné
vydanymi spolecnosti ImmunoGen nebo jejimi zastupci
Zdravotnickému zafizeni nebo ZkouSejicimu, které vzniknou
v pribéhu Studie a které nebylo mozné predvidat na jeho
pocatku. Zdravotnické zafizeni nebo ZkouSejici se mohou od
Protokolu odchylit bez souhlasu spole¢nosti ImmunoGen pouze
za naléhavych okolnosti, kdy je nutné chranit bezpe¢nost, zdravi
nebo prava Subjektu studie. Spole€nost ImmunoGen musi byt
ojakékoli takové odchylce od Protokolu neprodlené
informovana. Zdravotnické zafizeni a ZkouSejici dale nebudou
meénit ani upravovat, ani nedovoli kterémukoli ¢lenu Personéalu
(definovanému nize) jakkoli ménit €i upravovat Protokol bez
pfedchoziho pisemného souhlasu spole€nosti ImmunoGen,
pokud to neni vyZadovano ze zdkona k ochrané bezpecnosti,
zdravi nebo prav Subjektd studie; v takovém piipadé musi byt
spole¢nost ImmunoGen o jakékoli takové zmeéné ¢i Upravé
Protokolu neprodlené informovana.

(b) The Parties affirm that entering into this
Agreement is not intended to, and in no way shall, influence
their business operations including, but not limited to, the
procurement transactions of the Institution and
Investigator. In addition, the Institution and Investigator
affirm that prescriptions are and shall be written based
solely on medical indications and, furthermore, this
Agreement shall not influence prescriptions written by
Investigator now or in the future.

(b) Smluvni strany potvrzuji, Ze Gcelem uzavreni
této Smlouvy neni ovlivnit jejich komeréni provoz a Ze jej Zadnym
zplsobem neovlivni, mimo jiné véetné uUkonl nékupu
Zdravotnického zafizeni a Zkou3ejiciho. Zdravotnické zafizeni a
Zkousejici také potvrzuji, Ze predpisy jsou a budou vystavovany
vyhradné na z&kladé zdravotnich indikaci, a dale, Ze tato Studie
neovlivni pfedepisovani IéCiv ZkouSejicim nyni ani v budoucnu.

(c) The Investigator and the Institution
acknowledge that ImmunoGen and its affiliates need to
adhere to the provisions of (i) the Bribery Act 2010 of the
United Kingdom (Bribery Act); (ii) the Foreign Corrupt
Practices Act 1977 of the United States of America (FCPA)
and (iii) any other applicable anti-corruption legislation
(together the “Applicable Anti-Corruption Legislation”). A
summary of the key principles underlying the Bribery Act
and the FCPA is set out in Exhibit A. The Institution and the
Investigator shall not and shall not permit or induce
employees, agents, consultants or other representatives,
whether directly or indirectly, to engage in any activity that

(c) ZkouSejici a Zdravotnické zafizeni berou na
védomi, Ze spole€nost ImmunoGen a jeji pfFislusné pfidruzené
subjekty musi dodrzovat (i) britsky zakon proti korupci z roku
2010 (,,Protikoruptni zakon“), (i) zdkon USA o z&kazu
korupcnich praktik v zahrani¢i zroku 1977 (,FCPA“) a (iii)
pripadné dalsi protikorupéni pravni predpisy (spole¢né ,,Platné
protikorupéni zakony“). Struény prehled zakladnich princip(
Protikorupéniho zdkona a FCPA je uveden v Pfiloze A.
Zdravotnické zafizeni a ZkousSejici nesméji umoznit ani nabadat
zaméstnance, zprostfedkovatele, konzultanty nebo jiné
zastupce, at jiz pfimo €i nepfimo, aby se podileli na jakékoli
ginnosti, které je dle Platnych protikorupénich zakon(l zakazana,
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is prohibited by the Applicable Anti-Corruption Legislation
including bribery, kickbacks, payoffs or other corrupt
business practices. Furthermore, the Institution and the
Investigator shall conduct the Study in accordance with all
national and supranational legislation, regulations and
guidance notes relevant to the jurisdiction in which the
Study is being conducted, including, but not limited to:

vCetné poskytnuti Uplatku, provize, nedovolenych plateb i
jakychkoli jinych korupénich praktik. Zdravotnické zafizeni a
Zkousejici budou dale provéadét Studii v souladu s veSkerou
narodni a nadnarodni legislativou, pFedpisy a pravidly platnymi
pro pravni fad, v némz Studie probihd, a to zejména:

() the Declaration of Helsinki of the World
Medical Association, "Ethical Principles for Medical
Research Involving Human Subjects™ as amended from time
to time,

(i) s Helsinskou deklaraci Svétové Iékarské
asociace, ,Etickymi zdsadami pro lékafsky vyzkum s G€asti
lidskych subjektd“ v platném znéni véetné pfipadnych
budoucich Uprav;

(i) any and all national legislation and
European directives and regulations applicable to the
conduct of trials as amended from time to time, especially
regulation Decree 536/2014 on clinical evaluations of
human medicinal products and on the repeal of Directive
2001/20/EC Text with significance for the EEA, by Act
378/2007 Coll., on medicinal products as amended by Act
66/2017 Act. No 372/2011 Health Services as amended, Act.
No 110/2019 Coll. on the processing of personal data as
amended and regulation Decree No. 463/2021 Coll. On
detailed conditions for conducting clinical evaluations of
human medicinal products.

(i) s veSkerou narodni legislativou, evropskymi
nafizenimi a predpisy platnymi pro provadéni Kklinickych
hodnoceni v platném znéni vEetné pfipadnych budoucich Gprav;
zejm.  nafizenim €. 536/2014, o klinickych hodnocenich
humannich Ié€ivych pfipravkl a o zruseni smérnice 2001/20/ES
Text s vyznamem pro EHP, zdkonem ¢&. 378/2007 Sh., o IéCivech
ve znéni zakona 66/2017, zdkonem ¢&. 372/2011 Sb., o
zdravotnich sluzbach, v platném znéni, zdkonem ¢. 110/2019
Sh., 0 zpracovani osobnich Gdajd, v platném znéni a vyhlaskou
€. 463/2021 Sh., o blizSich podminkach provadéni klinickych
hodnoceni humannich IéGivych pripravka.

(iii) the guidelines and standards on good
clinical practice (e.g., ICH and/or FDA rules), as amended
from time to time,

(iii) se smérnicemi a normami spravné klinické
praxe (napf. pravidly ICH a/nebo FDA) v platném znéni véetné
pripadnych budoucich Gprav;

(iv) any and all national legislation of Czech
Republic and European directives and regulations
concerning data protection,

(iv) sveskerou narodni legislativou Ceské
republiky, evropskymi nafizenimi a pfedpisy ohledné ochrany
Gdaji;

(V) and any and all other applicable
directives, laws and regulations governing the conduct of a
clinical Study by which is Czech republic bounded, as
amended from time to time,

(V) s veSkerymi dalSimi prisluSnymi smérnicemi,
zakony a predpisy upravujicimi provadéni Studie, kterymi je CR
vazana, v platném znéni véetné pripadnych budoucich Gprav;

(vi)

the applicable industry codes of ethics;

(vi)

s pFislusnymi oborovymi etickymi pravidly.

(together the “Applicable Laws and Regulations”).

(dale spoletné jen ,,Platné zakony a predpisy*).

(d) The Study shall be conducted under the
supervision and with the approval of an Ethics Committee
(an “EC”).

(d) Studie bude provadéna pod dohledem a se
souhlasem Etické komise (,,EK").

(0 ImmunoGen shall be responsible for
ensuring all approvals have been obtained from the EC and
State Institute for Drug Control (including approval of the
Protocol, the ICF, and any advertisements pertaining to the

() ImmunoGen bude zodpovédny za zajiSténi
vSech schvaleni EK a Statniho Gstavu pro kontrolu IéCiv jesté
pred zahajenim Studie (vCetné schvaleni Protokolu, formulare
informovaného souhlasu a pfipadnych inzeratd tykajicich se
zafazovani Subjekt( studie).
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enrollment of Study Subjects in the Study) before
implementing the Study.

(i) ImmunoGen shall notify the Institution
and Investigator of any changes to the Protocol or ICF
requested by the EC. Except as expressly provided in Section
2(a) hereof, all such changes must be reviewed in advance
by ImmunoGen.

(i) ImmunoGen je povinnen oznamit
Zdravotnickému zafizeni a ZkouSejicimu veSkeré zmény
Protokolu nebo formulare informovaného souhlasu poZzadované
ze strany EK. S vyjimkou pfipadd vyslovné uvedenych v Clanku
2(a) této Smlouvy musi vSechny tyto zmény pfedem posoudit
spole¢nost ImmunoGen.

(iii) ImmunoGen shall provide the Institution
and Investigator with information about the composition of
the EC, copies of EC approval, and all relevant
correspondence with the EC. ImmunoGen shall notify the
Institution and Investigator of any modification, refusal,
withdrawal, or suspension of EC approval promptly, but in
no event later than forty-eight (48) hours following
ImmunoGen'’s receipt of such information or notification.

(iii) ImmunoGen je povinnen  poskytnout
Zdravotnickému zafizeni a ZkouSejicimu a jejim zastupclim
informace o slozeni EK, kopie souhlasu EK a veSkerou relevantni
korespondenci sEK. ImmunoGen je povinnen neprodlené
oznamit Zdravotnickému zafizeni a ZkouSejicimu veSkeré
pripadné Upravy, zamitnuti, odnéti nebo pozastaveni souhlasu
EK; oznameni musi byt v kazdém pfipadé podano nejpozdéji
Ctyficet osm (48) hodin od doruleni takové informace nebo
oznameni spolecnosti ImmunoGen.

(e) The Institution and Investigator shall not
commence recruitment of Study Subjects to participate in
the Study unless and until the Investigator (i) is notified by
ImmunoGen or its agents that all approvals, authorizations,
and documentation necessary to conduct the Study at the
Institution have been obtained, and (ii) has signed this
Agreement and the Protocol, thereby agreeing to perform
all responsibilities and assume all obligations detailed
therein.

(e) Zdravotnické zafizeni a ZkouSejici nezahdji
nabor Subjektd k Géasti ve Studii, dokud Zkousejici (i) nedostane
od spoleénosti ImmunoGen nebo jejich zastupcl oznameni, Ze
byly ziskany vSechny souhlasy, povoleni a dokumentace
potfebné k provadéni Studie ve Zdravotnickém zafizeni; a (ii)
nepodepide tuto Smlouvu, a dokud nepodepise Protokol, ¢imz se
zavaze plnit vSechny povinnosti a pfevzit veskeré zavazky v ném
uvedené.

4] The Institution and Investigator shall not
administer a Study Drug, placebo, or any other therapeutic
being used in a control arm or in combination with a Study
Drug, or perform any Study-related procedures on a Study
Subject unless and until (i) the Study Subject has received,
reviewed, and executed an ICF for the Study, such form will
be prepared and submitted to the Institution by
ImmunoGen.

® Zdravotnické zafizeni a ZkouSejici nebude
podavat Hodnoceny pfipravek, placebo €i jiné léCivo uzivané
v kontrolnim rameni nebo vkombinaci sHodnocenym
pripravkem ani u Subjektu studie provadét jakékoli postupy
souvisejici se Studif, dokud (i) Subjekt studie neobdrZi, neprecte
a nepodepiSe formulaf informovaného souhlasu pro Studii,
stim, Ze tento formul&F vypracuje a predloZi Zdravotnickému
zafizeni ImmunoGen.

(@ The Institution and Investigator shall,
comply with all adverse event reporting requirements,
including, but not limited to those requirements (i) set forth
in the Protocol, (ii) set forth in regulations regarding
investigational new drug applications or clinical study
exemptions, (iii) established by applicable local rules or
regulations, and (iv) established by the EC, copies of which,
if applicable, shall be provided to the Investigator and
Institution by ImmunoGen. Without limiting the generality
of the foregoing, the Institution and Investigator shall
promptly report, in writing, to ImmunoGen’s (or its
authorized agent’s) drug safety group, as identified in the
Protocol, any and all Serious Adverse Events (as defined in
the Protocol).

(9) Zdravotnické zafizeni a Zkousejici jspu povinni
se Fidit vSemi poZadavky tykajicimi se oznamovani nezadoucich
prihod, zejména pozadavky (i) stanovenymi Protokolem, (ii)
stanovenymi pfedpisy tykajicimi se uZivani hodnocenych novych
pripravkd nebo vyjimek ohledné klinickych hodnoceni, (iii)
ustavenymi platnymi mistnimi pravidly nebo predpisy a (iv)
ustavenymi EK. Jejich pFipadné kopie spole¢nost ImmunoGen
poskytne Zdravotnickému zafizeni a ZkouSejicimu . Aniz by tim
byla omezena obecna platnost vySe uvedeného, Zdravotnické
zafizeni a ZkouSejici okamzité pisemné uvédomi oddéleni
bezpecnosti [&Civ  spoleCnosti  ImmunoGen (nebo jejiho
opravnéného zastupce) dle stanoveni Protokolu o veSkerych
Zéavaznych nezadoucich pfihodach (definovanych v Protokolu).

(h) ImmunoGen shall inform the Institution
and Investigator of new observations discovered by or

(h) Spole¢nost  ImmunoGen  je  povinna
Zdravotnické zafizeni a ZkouSejiciho informovat o novych
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reported to ImmunoGen and important safety information
concerning the Study Drug. ImmunoGen further agrees to
promptly, but in no event later than five (5) business days,
notify the Institution and Investigator of (i) findings (such as
Study results or findings from a Study monitoring visit) that
may affect the safety or medical care of Study Subjects or
(i) any information that ImmunoGen deems likely to (X)
affect a Study Subject’s willingness to continue participation
in the Study, (y) influence the conduct of the Study, or (2)
alter the EC’s approval of the Study.

poznatcich, které spole€nost ImmunoGen zjistila, nebo které ji
byly oznameny, a o dUlezitych skutecnostech tykajicich se
bezpecnosti Hodnoceného pripravku. Spole¢nost ImmunoGen
déle souhlasi, Ze neprodleng, v kazdém pfipadé vSak nejpozdéji
do péti (5) pracovnich dnl Zdravotnické zafizeni a Zkousejici
uvédomi o (i) zjisténich (napfiklad vysledcich Studie nebo
ZjiSténich z monitorovacich navstév béhem Studie), ktera by
mohla mit dopad na bezpecnost Ci zdravotni péci Subjektd
studie, nebo (ii) veSkerych informacich, u nichz ImmunoGen
povazuje za pravdépodobné, Ze (x) budou mit dopad na ochotu
Subjektu studie pokracovat v UCasti ve Studii, (y) ovlivni
provadéni Studie nebo (z) zméni rozhodnuti EK o schvaleni
Studie.

(0 ImmunoGen shall register the Study and
post all Study results on a publicly accessible website
(www.clinicaltrials.gov) to the extent required by and in
accordance with Applicable Laws and Regulations.

() Spole€nost ImmunoGen zaregistruje Studii a
da jeji vysledky kdispozici na vefejné pfistupném webu
(www.clinicaltrials.gov) v rozsahu uloZzeném Platnymi zakony a
predpisy a v souladu s nimi.

) ImmunoGen shall comply with Applicable
Laws and Regulations to the extent they are applicable to it
as the sponsor of the Study. ImmunoGen has obtained all
necessary governmental and regulatory approvals to
conduct the Study and provide the Material (defined below)
including, without limitation, all applicable regulatory
approvals, and all such approvals shall be in full force and
effect during the Study.

) Spole¢nost ImmunoGen je povinna dodrZovat
Platné zakony a predpisy v rozsahu, v jakém se na ni vztahuji jako
na zadavatele Studie. Spole¢nost ImmunoGen ziskala vSechna
povoleni nezbytna k provadéni Studie od statnich i kontrolnich
Uradll a zajisti Material (definovany niZe), zejména vsechna
prislusna povoleni kontrolnich Uradl, a vSechna tato povoleni
museji byt béhem Studie pIné platné a G¢inna.

3. Investigator/Personnel.

3. Zkousejici/Personal.

(@) The Investigator hereby declares that
he/she has undergone the necessary training and has the
required qualifications, experience and means for
conducting the Study. The Investigator shall ensure to
supervise and is responsible for the performance of the
Study. If the Investigator cannot carry out his/her duties
with respect to the Study, leaves the Institution, or notifies
the Institution that he/she is likely to leave, the Institution
and/or the Investigator shall notify ImmunoGen within five
(5) business days. The Institution may nominate a
replacement for the Investigator. ImmunoGen, at its sole
discretion, may approve or reject such replacement. The
Institution acknowledges that it shall not enrol any
additional Study Subjects, nor continue ongoing visits in the
absence of a designated Investigator. If InmunoGen rejects
the proposed replacement and a mutually agreeable
replacement cannot be agreed upon by the Parties, either
Party may terminate the Study at the Institution by
termination upon thirty (30) days’ notice.

@ Zkousejici timto prohlaSuje, Ze ZkouSejici
prodel/a nezbytnym Skolenim a ma pozadovanou kvalifikaci,
zkuSenosti a prostfedky pro provadéni Studie. ZkousSejici zajisti
dohled na provadeéni Studie a a bude za ni zodpovidat. Nebude-
li ZkouSejici moci své povinnosti ve Studii vykonavat, odejde ze
Zdravotnického zafizeni nebo Zdravotnickému zafizeni oznami,
e m& vumyslu odejit, ozndmi to Zdravotnické zafizeni
spoleénosti ImmunoGen do péti (5) pracovnich dnd.
Zdravotnické zafizeni mlzZe za Zkousejictho nominovat nahradu.
Spolegnost ImmunoGen miZe takovou vyménu na zékladé
vlastniho uvazeni schvélit nebo odmitnout. Zdravotnické
zafizeni potvrzuje, Ze pfi absenci povéreného Zkousejiciho
nebude zafazovat dalsi Subjekty studie ani pokraCovat
v probihajicich navstévach. Pokud spole¢nost ImmunoGen
navrhovanou nahradu odmitne a Smluvni strany se nebudou
schopny dohodnout na vzajemné pfijatelné nahradé, mize
kazda ze Smluvnich stran Studii ve Zdravotnickém zafizeni
ukoncit vypovédi s tficeti (30) denni vypovédni dobou.

(b) Each investigator on the study shall
execute Representations and Warranties as per Exhibit B-2.

(b) Kazdy ZkousSejici ve Studii musi podepsat
ProhlaSeni a zaruky podle PFilohy B-2.

() The Institution and Investigator shall
engage qualified personnel (together the “Personnel”)

(c) Zdravotnické zafizeni a  ZkouSejici zapoji
kvalifikovany personal (spoleCné dale ,Personal”) nezbytny
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necessary to support their obligations with respect to a
Study. The Institution and Investigator shall ensure that all
Personnel are fully informed of and properly trained on the
Study and Protocol and that all Personnel fulfil their
obligations for such Study. The Institution and Investigator
will ensure that all Personnel, including the Investigator and
any co-investigators or sub-investigators, are subject to
confidentiality obligations at least as restrictive as those
applicable to the Institution hereunder, and have signed
agreements or are subject to Institutional policies that give
ownership of any rights in the results of their work to
Institution and/or the Investigator and that permit the
Institution and/or the Investigator to assign those rights to
ImmunoGen. The Institution and the Investigator shall
provide to ImmunoGen and its agents information
concerning the Personnel assisting with a Study on behalf of
and under the supervision and control of the Institution and
the Investigator, as necessary to comply with Applicable
Laws and Regulations. Institution and Investigator shall be
responsible for all acts and omissions of their respective
Personnel.

k zajisténi jejich povinnosti ohledné Studie. Zdravotnické
zafizeni a ZkousSejici zajisti, aby byl Persondl pIné informovéan a
fadné vyskolen ohledné Studie a Protokolu a aby vSichni ¢lenové
Personalu plnili své povinnosti ve Studii. Zdravotnické zafizeni a
Zkousejici zajisti, aby vSichni ¢lenové Personalu vcetné
Zkousejiciho a pFipadnych spoluzkousejicich splfiovali povinnosti
micenlivosti, které budou pfinejmensim stejné restriktivni jako
povinnosti podle této Smlouvy, jeZ se vztahuji na Zdravotnické
zafizeni, a aby podepsali smlouvy nebo podléhali zdsaddm
Zdravotnického zafizeni, které pfipisuji vlastnictvi veSkerych
prav k vysledk(m jejich prace Zdravotnickému zafizeni a/nebo
ZkouSejicimu a které umoznuji Zdravotnickému zafizeni a/nebo
ZkouSejicimu prevést tato prava na ImmunoGen. Zdravotnické
zafizeni a Zkousejici poskytnou spole¢nosti ImmunoGen a jejim
zéstupclim Udaje o Personalu podilejicim se na Studii za
Zdravotnické zafizeni a ZkouSejiciho a pod jejich dohledem a
kontrolou, které jsou potfebné k dodrzeni Platnych zakond
a predpistl. Zdravotnické zafizeni a Zkousejici jsou zodpovédni za
vSechny skutky a opomenuti svého Personalu ve vztahu ke
Studii.

(d) Institution and Investigator may not
subcontract any of the services to be performed under this
Agreement without prior written consent from
ImmunoGen. In the event that ImmunoGen provides such
consent, then any agreement entered into by Institution
and/or Investigator with the permitted third-party
subcontractor shall have similar provisions as the current
agreement and, at a minimum, provide for ownership and
allocation of intellectual property rights, obligations of
confidentiality of information, record-keeping and rights to
data that, in each case, are consistent with the intent and
terms of this Agreement. Institution and Investigator shall
remain liable for the performance of any obligations that are
delegated to a permitted third-party subcontractor. The
subcontractor personnel shall at all times be placed under
the oversight of the Investigator as part of the Study
Personnel.

(d) Zdravotnické zafizeni a ZkouSejici nesmi na
Zadné sluzby, které maji byt provedeny na zakladé této Smlouvy,
uzavfit smlouvu se subdodavatelem bez pfedchoziho pisemného
souhlasu spole¢nosti ImmunoGen. V pfipadé, Ze spole¢nost
ImmunoGen takovy souhlas poskytne, musi jakakoli smlouva
uzaviena mezi Zdravotnickym zafizenim a/nebo ZkousSejicim a
timto schvalenym externim subdodavatelem obsahovat
minimalné podobnd ustanoveni jako tato smlouva, zajiStovat
vlastnictvi a udéleni prav na duSevni vlastnictvi, povinnosti
ohledné ddvérnosti informaci, uchovavani zaznamu a prava na
Gdaje, jez budou ve viech pfipadech odpovidat zamérdim a
podminkdm této Smlouvy. Za pInéni veSkerych povinnosti
delegovanych na schvaleného externiho dodavatele budou
nadale odpovidat Zdravotnické zafizeni a ZkouSejici. Personal
subdodavatele bude vidy pod dohledem Zkou3ejiciho jako
soucast Persondlu Studie.

(e) As of the Effective Date, the Institution
and the Investigator both represent that both the Institution
and the Investigator (i) have not been debarred,
disqualified, or banned from conducting clinical studies and,
to the best of Institution’s and Investigator’s knowledge
after due inquiry, is not under investigation by any
regulatory authority for debarment, disqualification, or any
similar regulatory action, (ii) have not been found guilty of
fraud, misrepresentation, or any other actionable cause in
connection with conducting clinical studies and, to the best
of Institution’s and Investigator’s knowledge after due
inquiry, is not currently facing allegations of any such
conduct. The Institution and the Investigator further
represent and warrant that the Institution and the
Investigator shall not engage, in any capacity, in connection
with any services to be performed under this Agreement,

(e) Zdravotnické zafizeni a Zkousejici prohladuji,
Ze k Datu G€innosti Zdravotnické zafizeni a Zkou3ejici (a) nebyli
zbaveni prislusného opravnéni, nebyla mu uloZzena sankce
zékazu vykonu ¢innosti klinickych studii a Ze podle nejlepsiho
védomi Zdravotnického zafizeni a ZkouSejictho po Ffadném
Setfeni nejou vySetfovani Z&dnym kontrolnim Gfadem, kdy
vysledkem takového Setfeni &i Fizeni mlze byt uloZeni sankce
zdkazu vykonu Cinnosti €i odebrani opravnéni, (ii) nebylo
shledano vinnym z podvodu, zkresleni Gdajd nebo z jakéhokoli
jiného Zalovatelného ¢inu v souvislosti s provadénim klinickych
studii a podle nejlepsiho védomi Zdravotnického zafizeni a
ZkouSejiciho po Fadném Setfeni vsouCasné dobé neceli
obvinénim z takového jednani. Zdravotnické zafizeni a Zkousejici
dale prohlasuji azaruCuji se, Ze vZadné funkci nenajme
v souvislosti s jakymikoli sluzbami provadénymi na zakladé této
Smlouvy zadnou fyzickou osobu, ktera (i) byla zbavena licence na
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any individual who (i) has been debarred pursuant to the
Food, Drug, and Cosmetics Act or been otherwise
disqualified or banned from conducting trials, (ii) has
violated any applicable anti-kickback or false claims laws or
regulations or has been found to have committed
misconduct in the context of conducting a clinical study by
any professional regulatory authority. During the term of
this Agreement and for three (3) years after its expiration or
termination, Institution and Investigator agree to
immediately inform ImmunoGen in writing upon becoming
aware that any person who is performing services
hereunder is debarred or disqualified, or that any action,
suit, claim, investigation, or legal or administrative
proceeding is pending, or, to the best of the Institution’s and
the Investigator’s knowledge, threatened, relating to the
debarment or disqualification of the Institution, the
Investigator or any Personnel.

z&kladé Zakona o potravinach, lécich a kosmetice nebo byla jinak
prohlasena za nezpUsobilou €i ji byl zakazan vykon Klinickych
hodnoceni, (ii) porusila jakékoli zakony ¢i pFedpisy k zamezeni
UplatkarFstvi nebo zakony €i predpisy o nepravdivych tvrzenich
nebo ji bylo jakymkoli kvalifikovanym kontrolnim Ufadem
prokazano pochybeni v souvislosti s provadénim klinické studie.
Béhem doby platnosti této Smlouvy a po dobu tfi (3) let po
uplynuti doby jeji platnosti nebo po jejim ukonceni se
Zdravotnické zafizeni a Zkousejici zavazuji neprodlené pisemné
informovat spolecnost ImmunoGen poté, co zjisti, Ze jakakoli
osoba, kterd poskytuje sluzby na zékladé této Smlouvy, byla
zbavena prislusného opravnéni nebo ji byla zakdzana ¢innost,
nebo Ze v souvislosti s ni probiha jakakoli Zaloba, soudni pre,
stiznost, vySetfovani nebo soudni nebo spravni fizeni, nebo
pokud podle nejlepsiho védomi Zdravotnického zafizeni a
Zkousejiciho v souvislosti se zbavenim opravnéni nebo zakazem
¢innosti Zdravotnického zafizeni, ZkouSejiciho nebo jakéhokoli
¢lena Personélu takové Fizeni hrozi.

(] The Institution and Investigator shall at all times
maintain evidence to demonstrate adequate quality
management systems and controls are in place to ensure
reliability, quality and integrity of all data.

(f) Zdravotnické zafizeni a ZkouSejici jsou povinni vést po celou
dobu zdznamy, kterymi budou moci doloZit pouZivani
pfiméfenych systém( a kontrol Fizeni jakosti zarudujicich
spolehlivost, kvalitu a integritu veskerych Gdajd.

()] The Institution and the Investigator shall report any
breaches or potential breaches of the Applicable Laws and
Regulations and/or the Protocol immediately and in any
event within three (3) days of the breach having been
identified.

(9 Zdravotnické zafizeni a ZkouSejici jsou povinni
neprodlené a v kazdém pripadé oznamit veSkera poruseni nebo
potencialni poruseni Platnych zakond a predpisd a/nebo
Protokolu do t¥i (3) dnli od zji$téni takového poruseni a zajisti,
aby tak Cinil rovnéz Zkousejici.

4. ImmunoGen Property.

4, Majetek spolec¢nosti ImmunoGen.

(@) ImmunoGen shall provide the Institution,
at no cost, with such quantities of Study Drug, placebos,
and/or any other therapeutic required under the Protocol,
as applicable (collectively, “Material”), as may be required
for the Study pursuant to the Protocol, and will be delivered
to Institution’s pharmacy:  XXXXXXXXXXXX —~ XXXXXX,
Institution’s Pharmacy, 17. listopadu 1790, 70852 Ostrava —
Poruba, Czech Republic. The Institution and Investigator
shall have no liability for any failure to fulfill its obligations
under this Agreement as a result of the unavailability of
necessary Material. ImmunoGen represents that the Study
Drug has been manufactured in accordance with Applicable
Laws and Regulations and that it has disclosed all known
relevant information about the Study Drug.

(@ Spole¢nost  ImmunoGen  Zdravotnickému
zafizeni a ZkouSejicimu bezplatné doda takové mnozstvi
Hodnoceného pfipravku, placeba a/nebo jiného Ié¢iva pfipadné
poZadovaného podle Protokolu (spolené ,,Material”), jaké
bude vyZadovano pro Studii na zakladé Protokolu, na adresu
Iékarny Zdravotnického zafizeni:  XXXXXXXXXXXX  XXXXXX,
Lékarna FNO, 17. listopadu 1790, 70852 Ostrava- Poruba, Ceska
republika, soznaenim ,Clinical trial IMGN853-0421“
Zdravotnické zafizeni a ZkouSejici neponese odpovédnost za
jakékoli nesplnéni svych zavazkd vzniklé v disledku
nedostupnosti nezbytného Materialu. Spole¢nost ImmunoGen
prohladuje, Ze Hodnoceny pfipravek byl vyroben v souladu
s Platnymi zdkony a pfedpisy a Ze zpfistupnila vSechny zndmé
podstatné informace o Hodnoceném pfipravku.

(b) Shipment of the Material shall be subject
to the Protocol. The Institution and Investigator shall not use
the Material for any purpose other than pursuant to and in
accordance with the Protocol, without the prior written
consent of ImmunoGen. The study drug will comply with
regulation No.226/2008 Coll., on Good Clinical Practice and
detailed conditions of clinical trials on medicinal products as
amended, it will be stored in the pharmacy of the Institution
who agrees to comply with the Good Pharmacy practice,

(b) Dodavky Materialu se budou Fidit Protokolem.
Zdravotnické zafizeni a ZkousSejici bez pfedchoziho pisemného
souhlasu spole¢nosti ImmunoGen nepouziji Material pro
jakékoli jiné Gcely nez na zakladé ave shodé s Protokolem.
Hodnoceny pfipravek bude v souladu s vyhlaskou €. 226/2008
Sh., o spravné klinické praxi a blizSich podminkach klinického
hodnoceni léGivych pipravkd, v platném znéni, uskladnén v
Iékarné Zdravotnického zafizeni, kterd se zavazuje dodrzovat
podminky spravné Iékarenské praxe, souvisejici pokyny Statniho
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related instructions of the State Institute of Drug Control,
and guarantees the handling of the Study drug will be done
only by authorized persons. The Pharmacy of Institution will
be responsible for the receipt and delivery of the Study drug
to Investigator or his representative. The study drug which
will not be used at clinical trial will be returned to
Immunogen by Institution or Investigator. This Agreement
also applies to all drugs that have expired supplied by
ImmunoGen in the Study. At the conclusion or termination
of the Study, the Institution and/or Investigator shall
account for all quantities of the Material provided to it by
ImmunoGen. In the case of noncompliance with this
Agreement, ImmunoGen may require the Institution and/or
Investigator to return all unused Material immediately. The
Institution and/or Investigator shall maintain records on the
receipt and disposition of all Material, including dates,
quantity, and use by Study Subjects. If requested by
ImmunoGen, all empty Material containers shall be retained
and returned to ImmunoGen or ImmunoGen’s designee, at
ImmunoGen’s expense. Neither Institution nor Investigator
shall charge any Study Subject or any third party payor for
the Study Drug, nor shall Institution or Investigator include
the cost of the Study Drug in any cost reported to third party
payors.

Gstavu pro kontrolu IéCiv a zaru€uje manipulaci s Hodnocenym
pfipravkem  pouze  oprdvnénymi  osobami.  Lékarna
Zdravotnického zafizeni bude zodpovidat za pfijem a vydej
zasilky Hodnoceného pfipravku ZkouSejicimu nebo jim povérené
osobé. Hodnoceny pfipravek, ktery nebude pouZit v rdmci
klinického hodnoceni, vrati Zdravotnické zafizeni a ZkouSejici
ImmunoGen. Toto ujednéni se vztahuje i na veSkerd léCiva
dodana ImmunoGen v ramci klinického hodnoceni, u nichz
ubéhla doba poutzitelnosti. Po dokonéeni nebo ukonéeni Studie
provede Zdravotnické zafizeni a/nebo ZkouSejici inventuru
veSkerého Materidlu, ktery mu spole¢nost ImmunoGen
poskytla. V pfipadé nedodrzeni této Smlouvy miZe spoleénost
ImmunoGen poZadovat, aby Zdravotnické zafizeni a/nebo
Zkousejici veSkery nepouZity Materidl okamZité vrétili.
Zdravotnické zafizeni a/nebo ZkouSejici jsou povinni vést
z&dznamy o pfijeti a nakladani s veSkerym Materialem vCetné dat,
mnozstvi a uzivani Subjekty studie. Na Zadost spolecnosti
ImmunoGen museji byt vSechny prazdné obaly od Materialu
uchovany a na néaklady spole¢nosti ImmunoGen vraceny
spolecnosti ImmunoGen nebo ji povéfenému zastupci.
Zdravotnické zafizeni ani ZkouSejici nesmé&ji Hodnoceny
pfipravek UCtovat Z&dnému Subjektu studie ani externimu plétci,
a stejné tak nesméji zahrnout néklady na Hodnoceny pfipravek
do zadnych nakladd hlasenych externim platctm.

(c) All Material and any other equipment or
tangible property that ImmunoGen may provide in
connection with the Study (collectively, “ImmunoGen
Property”) shall remain the exclusive property of
ImmunoGen, unless otherwise agreed to in writing. The
Institution and Investigator agree that they shall use
ImmunoGen Property only in connection with the conduct
of a Study, only pursuant to and in accordance with the
Protocol and the terms of this Agreement and separate loan
agreement. The Institution and Investigator shall safeguard
such ImmunoGen Property with the same degree of care
used for its own property and shall return or otherwise
dispose of all such ImmunoGen Property in its possession as
directed by ImmunoGen or its agents, at ImmunoGen’s
expense.

(c) Veskery Materidl a jakékoli jiné vybaveni nebo
hmotny majetek, ktery spole¢nost ImmunoGen pfipadné
poskytne v souvislosti se Studii (spole¢né ,,Majetek spoleénosti
ImmunoGen“), zdstanou vyhradnim majetkem spolenosti
ImmunoGen, pokud nebude pisemné dohodnuto jinak.
Zdravotnické zafizeni a ZkousSejici se zavazuji, Ze budou Majetek
spole€nosti  ImmunoGen  pouZivat pouze v souvislosti
s provadénim Studie, vsouladu spoZadavky Protokolu a
podminkami této Smlouvy a separatni smlouvy o vypUjcce.
Zdravotnické zafizeni a ZkouSejici zabezpeci Majetek spolecnosti
ImmunoGen se stejnou péci, jakou vénuji vlastnimu majetku, a
veSkery Majetek spole¢nosti ImmunoGen ve svém drZeni
nasledné vrati nebo ho podle pokyn( spoleénosti ImmunoGen
nebo jejich zastupcl na naklady spoleénosti ImmunoGen
zlikviduije.

5. Study Results and Records.

@ The Institution and the Investigator shall
maintain complete and accurate records of the status and
progress of the Study, including, but not limited to, Case
Report Forms (CRFs), signed ICFs, and all other records
required by Applicable Law and Regulations or the Protocol,
and shall provide such records to ImmunoGen and its agents
upon request. The Institution and/or Investigator shall
retain one (1) copy of all printed and electronic data related
to the Study for the period required by Applicable Laws and
Regulations or twenty-five (25) years following the
completion of the Study, whichever is longer. At the end of
such period, the Institution and/or Investigator shall notify
ImmunoGen of its intent to destroy any such records.
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5. Vysledky Studie a Zaznamy.

(@) Zdravotnické zafizeni a Zkousejici jsou povinni
uchovavat UpIné a presné zaznamy o stavu a priibéhu Studie,
zejména Zaznamy subjektu hodnoceni (CRF), podepsané
formulare informovaného souhlasu a vSechny dalsi zaznamy
poZadované na zakladé Platnych zakonll a predpisti nebo
Protokolu a na vyZadani poskytne tyto zdznamy spole¢nosti
ImmunoGen a jejim zastupclim. Zdravotnické zafizeni a/nebo
Zkousejici jsou povinni uchovat jednu (1) kopii vSech Udajd
souvisejicich se Studii v tiSténé a elektronické podobé po dobu
vyZadovanou Platnymi zdkony a predpisy nebo po dobu
dvacetipéti (2
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ImmunoGen shall have thirty (30) days to respond to the
Institution’s and/or Investigator’s notice, and ImmunoGen
shall have the opportunity to preserve such records at its
own expense.

tyto zaznamy zlikvidovat. ImmunoGen bude mit t¥icet (30) dnd
na odpovéd na oznadmeni Zdravotnického zafizeni a/nebo
Zkousejici a bude mit moznost tyto zaznamy uchovat na vlastni
naklady.

(b) ImmunoGen and its agents shall have
access to all information resulting from the Study. The
Institution and Investigator shall permit ImmunoGen and its
agents, during normal business hours and at mutually
agreeable times, and subject to Institution’s internal policies
regarding the protection of Personal Data (as defined
below), to (i) inspect and make abstracts of records and
reports collected and generated by the Institution and/or
the Investigator in the course of conducting the Study, (ii)
inspect the facilities of Institution at which the Study is
conducted for the purposes of verifying compliance with
this Agreement and the Protocol, and (iii) verify the accuracy
of information provided by the Institution or the
Investigator to ImmunoGen in connection with the Study.
The Institution and Investigator shall make themselves and
any other appropriate Personnel reasonably available to
ImmunoGen and its agents to discuss and resolve any
questions relating to such records and reports. At the
request of ImmunoGen or its agents, the Institution and
Investigator shall correct any errors or omissions in such
records and reports. Notwithstanding the foregoing,
Institution and Investigator shall not alter Study Subject
medical records in any manner inconsistent with generally
accepted medical record practices.

(b) Spole¢nost ImmunoGen a jeji zastupci budou
mit pfistup ke vSem informacim, jeZ budou vysledkem Studie. Ve
vzajemné dohodnutém Case v ramci b&zné pracovni doby a na
zékladé svych internich postupd ohledné ochrany Osobnich
Gdajd (definovanych niZze) umozni Zdravotnické zafizeni a
Zkousejici spolecnosti ImmunoGen a jejim zastupctim (i) provést
kontrolu a pofizeni vyfatku ze zaznamd a zprav shromazdénych
a vypracovanych Zdravotnickym zafizenim a ZkouSejicim
v pribéhu provadéni Studie, (i) prohlidku prostor, kde je Studie
ve Zdravotnickém zafizeni provadéna, kovéfeni plnéni
podminek této Smlouvy a Protokolu a (iii) ovéfeni presnosti
informaci  poskytovanych  Zdravotnickym  zafizenim a
Zkousejicim spolecnosti ImmunoGen v souvislosti se Studii.
Zdravotnické zafizeni a ZkouSejici umozni, aby byl veSkery dalsi
prislusny  Personal pfiméfenym  zplsobem  spolecnosti
ImmunoGen a jejim zastupctim k dispozici za Gcelem projednani
téchto zaznam0 a zprav a vyfeseni piipadnych otazek tykajicich
se téchto zaznamd a zprav. Na Zadost spole¢nosti ImmunoGen
nebo jejich zastupcd pak Zdravotnické zafizeni a Zkousejici
vtéchto zdznamech a zpravach opravi jakékoli chyby i
opomenuti. Bez ohledu na vySe uvedené nesmi Zdravotnické
zafizeni a Zkousejici zdravotni zaznamy Subjektll studie ménit
za4dnym zpusobem, ktery by byl v rozporu s obecné uznavanymi
postupy pro zdravotni zaznamy.

6. Inspections and Audits. 6. Kontroly a audity.
@ With regard to any inspection or audit by | (a) V pfipadé jakékoli kontroly nebo auditu

ImmunoGen or its agents, upon reasonable notice and at
mutually agreeable times, the Institution and Investigator
shall, and shall cause other appropriate Personnel or
subcontractors or agents, as applicable, to, fully cooperate
and make available to ImmunoGen and its agents (for
examination and duplication) all documentation, Study
Data, and information relating to the Study. Subject to
applicable privacy laws and patient authorizations, Study
Subject medical records shall be made available, where
appropriate, for the purpose of source document
verification as part of any such inspection or audit, with the
consent of the relevant Study Subjects as may be required
under Applicable Laws and Regulations. The Institution and
Investigator shall also make other appropriate Personnel
reasonably available to ImmunoGen and its agents to
explain and discuss such documentation, Study Data, and
information. At the request of InmunoGen or its agents, the
Institution and the Investigator shall immediately correct
any errors or omissions in such records and reports.

provadénych spole¢nosti ImmunoGen nebo jejimi z&stupci po
upozornéni v dostatetném predstihu a ve vzijemné
dohodnutém Case Zdravotnické zafizeni a ZkouSejici poskytnou
plnou spolupraci azpfistupnéni veSkeré dokumentace,
Studijnich dat a dajd ainformaci tykajicich se Studie
spoleénosti ImmunoGen a jejim zastupcdm (pro Gcely
prostudovani a okopirovani) a zajisti, aby tak ucinil i ZkouSejici
adalsi pfislusni clenové Persondlu nebo subdodavatelé Ci
pfipadni zastupci. V souladu s platnymi zakony na ochranu
soukromi a zmocnéni ze strany Subjektu studie budou
v pfisluSnych pfipadech zpfistupnény zdravotni zaznamy
Subjektu studie za Ggelem ovéfeni zdrojovych dokumentd
vramci dané kontroly nebo auditu se souhlasem pfislusnych
Subjektl studie, ktery mlze byt poZadovan podle Platnych
zdkonl a predpisd. Zdravotnické zafizeni a Zkousejici také
umozni, aby byl dal$f pFislusny Personal pfiméfenym zplisobem
spolegnosti ImmunoGen a jejim zastupclm k dispozici za Géelem
vysvétleni a projednani této dokumentace, Studijnich dat
a(dajl a informaci. Na Zadost spolecnosti ImmunoGen nebo
jejich zastupcl Zdravotnické zafizeni a Zkousejici v téchto
zaznamech a zpravach neprodlené opravi jakékoli chyby Ci
opomenuti.
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ImmunoGen or its representatives will perform a review of
the data in the electronic medical records system of the
Institution in accordance with the reasonable instructions of
the Institution and only under the supervision of Personnel,
using the information obtained only for the purposes of the
Study and in accordance with the relevant Applicable Laws
and Regulations. ImmunoGen or its agents will not have
direct access to the Institution’s electronic medical record
system.

ImmunoGen nebo jeho zastupci provedou kontrolu dat
v elektronickém systému lékafskych zdznami Zdravotnického
zarizeni v souladu s rozumnymi pokyny Zdravotnického zafizeni
a pouze za dohledu nékterého zPersonalu, kdy ziskané
informace pouZije pouze pro Ucely studie a vsouladu
s prislusnymi Platnymi zakony a predpisy. O provedeni kontroly
bude proveden zapis. ImmunoGen nebo jeho zastupci nebudou
mit primy pFistup do elektronického systému lékaFskych
zadznam{ Zdravotnického zafizen.

(b) With regard to any inspection or audit by
any regulatory or other governmental authority, the
Institution and Investigator shall cause Personnel to fully
cooperate and make all necessary Study Data and
documents available to such regulatory or other
governmental authority. If a regulatory or other
governmental authority provides notice to the Investigator
or the Institution that the Investigator, Institution, or EC will
be the subject of an inspection, investigation, or audit
related to any activities conducted pursuant to this
Agreement, the Institution and Investigator shall promptly
notify ImmunoGen thereof within a maximum of two (2)
business days and use best efforts to obtain approval for
ImmunoGen or its agents to be present at the inspection,
investigation, or audit, to the extent reasonably practicable
and permissible, and will provide ImmunoGen the
opportunity to participate in any proposed or actual
responses by Investigator or Institution to such
communications. In the event that no such notice is
provided by a regulatory or other governmental authority,
the Institution and the Investigator shall notify ImmunoGen
as soon as possible after the commencement and in any
event within one (1) business day, of such inspection
investigation, or audit. Study Subject medical records shall
be made available, where required, for source document
verification as part of any such audit. The Institution and the
Investigator shall make other appropriate Personnel
including subcontractors or agents as applicable, available
to the regulatory authority to explain and discuss such
documentation, Study Data, and information.

(b) V pfipadé kontroly nebo auditu provadénych
jakymkoli kontrolnim nebo jinym statnim Gfadem, budou
Zdravotnické zafizeni a ZkouSejici plné spolupracovat a
zpfistupni veskera nezbytna Studijni data a daje a dokumenty
tomuto kontrolnimu nebo jinému statnimu Ufadu a zajisti, aby
tak ucinil i Personal. Pokud kontrolni nebo jiny statni Gfad
ZkouSejicimu ¢&i Zdravotnickému zafizeni ozndmi, Ze u
Zkousejiciho, Zdravotnického zafizeni nebo Etické komise bude
provedena kontrola, Setfeni nebo audit ve vztahu k jakymkoli
¢innostem provadénym na zakladé této Smlouvy, bude o tom
Zdravotnické zafizeni a ZkouSejici neprodlené nejpozdéji do
dvou (2) pracovnich dnl informovat spoleénost ImmunoGen.
Z&roveri i vynaloZi veSkeré Usili kziskani povoleni, aby
spole¢nost ImmunoGen nebo jeji zastupci mohli byt pfi kontrole,
Setfeni nebo auditu v dlivodné pozadovaném a pfipustném
rozsahu pritomni, a umozni spole¢nosti ImmunoGen podilet se
na veSkerych navrhovanych nebo faktickych reakcich
Zkousejiciho nebo Zdravotnického zafizeni na tato sdéleni. V
pripadé, ze kontrolni nebo jiny statni Gfad Zadné takové
oznameni nezaSlou, uvédomi Zdravotnické zafizeni a Zkou3ejici
spole¢nost ImmunoGen co nejdfive po zahajeni takové kontroly,
Setfeni nebo auditu, vkazdém prfipadé do jednoho (1)
pracovniho dne. V pfipadech, kdy to bude nutné k ovéreni
zdrojové dokumentace v ramci auditu, budou zpfistupnény také
zdravotni zaznamy Subjektu studie. Zdravotnické zafizeni a
Zkousejici umozni, aby byl dalsi pFislusny Personal vCetné
pripadnych subdodavatell nebo zastupcl kontrolnimu Gradu
k dispozici za Gfelem vysvétleni a projednani této dokumentace,
Studijnich dat a Gdajl, a informaci.

7. Confidentiality. 7. Divérnost.
@ Except as expressly authorized in this | (a) S vyjimkou pfipadd v této Smlouvé, kdy je to

Agreement or in writing by ImmunoGen or required by
Applicable laws and regulations, the Institution and the
Investigator shall not disclose to any third party, or use for
the benefit of the Institution, the Investigator, or any third
party, any Confidential Information (as defined in Section
7(b) below), and shall limit access to Confidential
Information to those persons who reasonably require the
information for purposes described in this Agreement. The
Institution and the Investigator shall take all practicable
steps to ensure that such persons are bound by obligations
of confidentiality and non-use with respect to Confidential
Information at least as restrictive as those that apply to the

vyslovné dovoleno, nebo kdy s tim bude spolenost ImmunoGen
pisemné souhlasit nebo to vyZaduji Platné zakony a predpisy,
nesméji Zdravotnické zafizeni a Zkousejici sdélovat Davérné
informace (definice ve Clanku 7(b) nize) tfetim osobam a
nesméji je ani vyuZivat ve svlj prospéch nebo ve prospéch
tfetich osob a pfistup k Davérnym informacim umozni pouze
osobam, které budou tyto informace potfebovat pro ucely
uvedené vtéto Smlouvé. Zdravotnické zafizeni a ZkousSejici
pfijmou veskera proveditelna opatfeni, aby zajistili, Ze takové
osoby budou vazany pfinejmenSim stejné pfFisnymi zavazky
zachovani miléenlivosti a nepouziti ohledné Duvérnych
informaci, jaké plati pro Zdravotnické zarizeni a ZkouSejiciho
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Institution and the Investigator under this Agreement.

podle této Smlouvy. Dlvérné informace jsou, stanou se,

Confidential Information is, shall become, and shall remain, | respektive zlistanou vyluénym vlastnictvim spole¢nosti
as applicable, the exclusive property of ImmunoGen. ImmunoGen.
(b) “Confidential Information” means and | (b) »,Duvérné informace” zahrnuji a rozuméji se
includes: jimi;

() all non-public and proprietary information 0) veSkeré nevefejné a chranéné informace

provided by or on behalf of ImmunoGen in connection with
this Agreement or the Study, including, but not limited to,
the investigator brochure, the Protocols, and other Study
documents;

poskytnuté spole€nosti ImmunoGen nebo jejim jménem
v souvislosti s touto Smlouvou nebo Studii, zejména Soubor
informaci pro zkousejiciho Iékare, Protokoly a daldi Studijni
dokumenty;

(i) the provisions of this Agreement,
including any exhibits from time to time attached hereto;

(i) ustanoveni této Smlouvy vcetné veskerych
pripadnych budoucich pfiloh;

(iii) all Study Data;

(iii)

vSechna Studijni data a Udaje;

(iv) cumulative data, results, and reports from
all investigative sites conducting the Study; and

(iv) kumulativni data, vysledky a zpravy ze vSech
vyzkumnych center provadgjicich Studii; a

Inventions.

v)

(V) Objevy.

(c) The restrictions in this Section 7 on
Confidential Information shall not apply to information that
the Institution or the Investigator is able to demonstrate by
competent documentary evidence:

(c) Omezeni tohoto Clanku 7 o DGvérnych
informacich se nevztahuji na informace, u nichz mohou
Zdravotnické zafizeni nebo ZkouSejici pFesvédCivé pisemné
dolozit, Ze:

(0 was rightfully in the possession of the
Institution or the Investigator prior to receipt from
ImmunoGen;

() je zakonnym zplsobem vlastnili uz pred jejich
prijetim od spole¢nosti ImmunoGen;

(i) is now, or hereafter becomes, part of the
public domain through no act or failure to act on the part of
the Institution (or its directors, trustees, officers,
employees, representatives, consultants, advisors, or
collaborators) or the Investigator;

(i) jsou nebo se vbudoucnu stanou vefejné
znamymi jinak nez jednanim ¢i opomenutim Zdravotnického
zafizeni (nebo ¢lenll jeho statutarniho organu, jeho spravcd,
vykonnych Fidicich pracovnikl, zaméstnancl, zastupcd,
konzultant(, poradcl nebo spolupracovnik() nebo Zkousejiciho;

(iii) becomes known to the Institution or the
Investigator through disclosure by a third party with the
legal right to possess and disclose such information;

(iii) Zdravotnické zafizeni nebo Zkousejici je ziskaji
od tfeti osoby, ktera ma zékonné pravo takové informace
vlastnit a sdélovat; nebo

(iv) was independently developed by the
Institution or the Investigator without the aid, application,
use, or benefit of Confidential Information disclosed under
this Agreement; or

(iv) je nezavisle vytvori Zdravotnické zafizeni nebo
ZkouSejici bez pomoci, uplatnéni, pouZiti nebo pfispéni
Davérnych informaci sdélenych na zakladé této Smlouvy;

(v) must be disclosed to potential Study
Subjects during the recruitment process or to Study Subjects
who are or were enrolled in the Study, or their lawful
representatives, in order to obtain and maintain informed
consent or as the information relates to their health, safety,
or diagnosis; provided, however, that the use or disclosure
of Confidential Information for such purpose shall be
permissible only to the extent necessary to adequately

(v) museji byt sdéleny potencialnim Subjektlim
studie béhem naboru nebo Subjektlim studie, ktefi jsou nebo
byli zafazeni do Studie, nebo jejich zdkonnym zéastupclim za
Ucelem ziskani a zachovani informovaného souhlasu, nebo
pokud se informace tykaji jejich zdravi, bezpecnosti ¢i diagndzy,
avsak za predpokladu, Ze pouziti nebo zpfistupnéni Divérnych
informaci pro tento Ucel je pfipustné pouze v mife nezbytné
k pfiméfenému informovani a péci o Subjekty studie a tyto
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inform and care for Study Subjects and shall not lose its
confidential protection generally or for other purposes.

informace neztraceji ochranu jako ddivérné obecné ani pro jiné
Ucely.

(d) The obligations of confidentiality set forth
in this Agreement shall not prohibit the Institution or the
Investigator from disclosing any part of the Confidential
Information that is required (i) to be used or disclosed by the
Institution or the Investigator for medical treatment or
counseling of Study Subjects; provided, however, that the
Parties acknowledge and agree that such use or disclosure
of Confidential Information shall be strictly limited to that
required to adequately inform and care for Study Subjects,
or (ii) by law, regulation, rule, act, or order of any
governmental authority or agency to be disclosed; provided,
however, that the Institution or the Investigator, whenever
practicable and legally permissible, gives ImmunoGen
sufficient advance written notice to permit ImmunoGen to
seek a protective order or other similar order to obtain
confidential treatment with respect to such Confidential
Information and thereafter discloses only the minimum
Confidential Information required.

(d) Zavazky zachovavani ddvérnosti podle této
Smlouvy nezakazuji Zdravotnickému zafizeni ani Zkousejicimu
sdélovat Dlvérné informace nebo jejich ¢ast v piipadé, Ze (i) je
musi Zdravotnické zafizeni nebo ZkouSejici vyuZivat nebo
sdélovat, aby mohli Ié&Cit Subjekty studie nebo jim davat
doporuceni, avsak spolecnost ImmunoGen a smluvni strany
berou na védomi a souhlasi stim, Ze sdélovani Dlvérnych
informaci bude vtakovém pripadé pfisné omezeno na
informace, které budou nezbytné kradnému informovani
Subjektl studie a k Fadné péci o n&, nebo (ii) jejich sdéleni je
vyZadovano ze zakona, podle platnych smérnic, predpis( nebo
nafizeni statni spravy i statnich Gradl, avSak stim, Ze
Zdravotnické zafizeni nebo Zkou3ejici v takovém pripadé budou
muset, kdykoli to bude proveditelné a prévné pfipustné,
spole¢nosti  ImmunoGen zaslat v dostateCném Casovém
predstihu pisemné upozornéni, aby méla moznost pozadat
o predbézné opatfeni nebo jiny podobny prostfedek k zajisténi
divérného nakladani s takovymi DOvérnymi informacemi,
aDOvérné informace budou moci poté sdélit pouze
v minimalnim rozsahu nezbytném k dodrzeni pozadavku.

(e) Upon the termination or expiration of this
Agreement, Institution and Investigator shall promptly (i)
return to ImmunoGen any and all parts of the Confidential
Information in documentary form, including all copies and
other tangible embodiments thereof made by Institution
and Investigator and (ii) destroy all Confidential Information
in Institution’s and Investigator’s possession and stored in
then-accessible electronic or other media; provided,
however, that Institution and Investigator may retain one
(1) copy of the Confidential Information in its confidential
files for archival purposes, subject to ongoing obligations of
nondisclosure and nonuse.

(e) Po ukong&eni nebo uplynuti doby platnosti této
Smlouvy Zdravotnické zafizeni a Zkou3ejici neprodlené (i) vrati
spoleénosti  ImmunoGen  veskeré Dlvérné informace
v dokumentarni podobé vcetné vSech kopii a jejich dalSich
hmotnych podob vytvofenych Zdravotnickym zafizenim a
Zkousejicim a (i) zni¢i veskeré Dlvérné informace v drzeni
Zdravotnického zafizeni a ZkouSejiciho uloZené na tehdy
dostupnych elektronickych ¢i jinych médiich, av3ak s tim, Ze
Zdravotnické zafizeni a ZkouSejici si mohou ponechat jednu (1)
kopii DGvérnych informaci ve svych dlvérnych slozkach pro
Ucely archivace, pfitemz bude nadale dodrzovat zakaz jejich
zpfistupnéni a uzivani.

U] The Institution and Investigator
acknowledge that disclosure of Confidential Information in
violation of the terms of this Agreement may cause
irreparable harm for which damages at law may not be an
adequate remedy, and the Institution and Investigator agree
that ImmunoGen shall have, in addition to any other rights
or remedies available to it at law or in equity, the right to
seek injunctive relief or specific enforcement of the
provisions of this Section 7 by a court of competent
jurisdiction.

U] Zdravotnické zafizeni a ZkouSejici si jsou
védomi toho, 7e sdélenim Dlvérnych informaci v rozporu
s ustanovenimi této Smlouvy mize zplsobit nenahraditelnou
Gjmu, pro niz ndhrada $kody podle platnych pravnich pfedpist
nemusi pfedstavovat odpovidajici ndpravu, a proto Zdravotnické
zafizeni a Zkousejici souhlasi s tim, Ze spoleCnost ImmunoGen
bude mit vedle pfipadnych dalsich prav a pravnich prostiedkd ze
zékona nebo podle prava ekvity navic pravo pozadat pfislusny
soud o nafizeni predbézného opatfeni nebo pInéni ustanoveni
tohoto Clanku 7.

8. Data Ownership. 8. Vlastnictvi udaja.
@ All right, title, and interest in and to (i) all | (a) Veskera prava, naroky a podily a (i) veSkeré

data and information prepared, generated, created, or
collected, and databases generated, by the Institution,
Investigator, or Personnel in connection with this
Agreement or in the performance of a Study, (ii) all

Udaje ainformace vypracované, vzniklé, vytvofené nebo
shromazdéné a databaze vytvorené Zdravotnickym zafizenim,
Zkousejicim nebo Personélem v souvislosti s touto Smlouvou
nebo pfi provadéni Studie, (ii) vSechny kompilace dat souvisejici
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compilations of data related to a Study (including the
selection, coordination, or arrangement of such data) that
are created for a Study, and (iii) all case report forms and the
data contained therein, and other Study documents and
reports, including copyrights in any of the foregoing ((i)-(iii)
collectively the “Study Data”) is and shall remain the sole
and exclusive property of ImmunoGen. All medical records,
including source documents (as defined by ICH), that result
from the performance of the Study and ICFs executed in
connection with the Study shall remain the property of the
Institution. The Institution shall make originals of all such
records, consents, and authorizations available to
ImmunoGen for review and use, provided that such use isin
accordance with the Study Subjects’ signed ICF, HIPAA
Authorization form, and Applicable Laws and Regulations.

se Studii (vCetné vybéru, koordinace nebo uspofadani téchto
dat), které jsou vytvoreny pro Studii, a (iii) vSechny formulare
zdznamu subjektl hodnoceni a dalsi dokumenty a zpravy ke
Studii véetné autorskych prav kvySe uvedenému ((i)-(iii)
spoleéné ,,Studijni data a udaje”), jsou a zlstanou vyhradnim
vlastnictvim spole¢nosti ImmunoGen. VSechny zdravotni
zaznamy vCetné zdrojovych dokumentl (definovanych ICH),
které jsou vysledkem provadéni Studie, a formulafe
informovaného souhlasu podepsané v souvislosti se Studi,
zGstanou vlastnictvim Zdravotnického zafizeni. Zdravotnické
zarizeni spolecnosti ImmunoGen zpfistupni originaly vSech
téchto zaznaml, souhlasli a zmocnéni k prezkoumani a poufZiti
za predpokladu, Ze takové poufZiti bude v souladu s formulafem
informovaného souhlasu, formuldfem zmocnéni podle HIPAA
podepsanych Subjekty studie a Platnymi zakony a pfedpisy.

(b) ImmunoGen and its agents shall have the
exclusive right to use all Study Data and information relating
to the conduct of a Study; provided, however, InmunoGen
grants to Institution and Investigator a royalty-free, non-
exclusive license, with no right to sublicense the Study Data
for publication purposes and for the Institution’s and
Investigator’s own non-commercial, internal research,
training, patient care, or educational purposes, subject to
the terms and provisions of Sections 7 (Confidentiality) and
9 (Publication) of this Agreement. For clarity, such license
does not permit any sponsored research for which a third
party or commercial entity receives a license or option to
any resulting intellectual property.

(b) Spole¢nost ImmunoGen a jeji z&stupci maji
vyhradni prédvo pouZivat vSechna Studijni data a (daje a
informace tykajici se provadéni Studie za predpokladu, Ze
spolecnost ImmunoGen udéli Zdravotnickému zafizeni a
Zkousejicimu bezuplatnou nevyhradni licenci bez prava udéleni
sublicence k uZiti Studijnich dat a Gdajd pro Gcely zvefejnéni a
pro vlastni nekomeréni interni vyzkum, Skoleni, péci o pacienty
nebo vzdélavaci Gcely Zdravotnického zafizeni a ZkouSejiciho
v souladu s podminkami a ustanovenimi Clank{ 7 (Ddvérnost) a
9 (Publikovani) této Smlouvy. Aby se pfedeslo nejasnostem, toto
licen¢ni opravnéni nepfipousti Zadny sponzorovany vyzkum, na
néjz by licen¢ni pravo ¢i opci na vysledné duSevni vlastnictvi
obdrzela tfeti strana nebo komeréni subjekt.

(c) Warranty Disclaimer. Except as expressly
provided herein, Institution and Investigator make no
representations as to the marketability of the Study Data or
that the Study Data do not infringe upon any third-party
property rights.

(© Odmitnuti_zaruky. Svyjimkou pfipadd touto
Smlouvou vyslovné stanovenych, neposkytuje Zdravotnické
zafizeni a Zkousejici Zadné zaruky ohledné prodejnosti Studijnich
dat a udajl, ani Ze Studijni data a (daje neporusuji Zadna
vlastnickd prava tfetich stran.

9. Publication.

9. Publikovani.

@ Following the completion of the Study, no
publication or disclosure shall be made by the Institution or
the Investigator until the earlier of the following: (i) the
results from all centers have been received and analyzed, as
described in the Protocol, the duration of which analysis
shall not exceed twelve (12) months from the date of Study
completion at all sites; or (ii) the Study has been abandoned
at all centers (the “Delay Period”). At the end of the Delay
Period, the Institution or the Investigator may publish or
otherwise disclose the data, methods, and results of the
Study for non-commercial purposes, subject to the other
terms and conditions of this Section 9, unless a committee
of investigators is formed for publication of results of the
Study. In such case, any separate publication by the
Institution or the Investigator shall be delayed until twelve
(12) months following the expiration of the Delay Period.
Notwithstanding the foregoing, the Institution and

(@) Po dokonceni Studie, nejsou Zdravotnické
zafizeni ani ZkouSejici opravnéni publikovat ani zpfistupnovat
situaci: (i) dokud nebudou pfedany a analyzovany vysledky ze
v3ech center, jak je popsano v Protokolu, pficemz trvani této
analyzy nepfesahne dvanact (12) mésicd od data dokondeni
Studie ve vSech centrech; nebo (ii) dokud nebude od Studie ve
viech centrech upusténo (,Doba odkladu®). Na konci Doby
odklady mohou Zdravotnické zafizeni nebo Zkousejici publikovat
nebo jinak zpfistupnit Udaje, metody a vysledky Studie pro
nekomercni GCely v souladu sdaldimi podminkami tohoto
Clanku 9, pokud nebude za Géelem publikovani vysledki Studie
ustavena komise zkousSejicich. V takovém pfipadé bude jakékoli
samostatné publikovani Zdravotnickym zafizenim nebo
Zkousejicim odloZzeno do uplynuti dvanacti (12) mésict od
vyprseni Doby odkladu. Bez ohledu na vySe uvedené
Zdravotnické zafizeni a ZkouSejici vzadném pripadé
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Investigator shall in no event disclose any of ImmunoGen’s
Confidential Information, other than the data, methods, and
results of the Study. All publications or disclosures made by
the Institution or Investigator pursuant to this Section 9
must comply with all Applicable Laws and Regulations and
must be limited to scientific findings.

nezpfistupni zadné jiné DOvérné informace spolenosti
ImmunoGen nez Udaje, metody a vysledky Studie. VeSkeré
publikace nebo zpfistupnéni Gdaji ze strany Zdravotnického
zafizeni nebo Zkousejiciho podle tohoto Clanku 9 museji byt
v souladu s Platnymi zakony a pFedpisy a museji se omezit na
védecké poznatky.

(b) A manuscript of any proposed publication
or public disclosure (a “Manuscript”) shall be given to
ImmunoGen for review at least sixty (60) days prior to
submission or disclosure to any third party (the “Review
Period”). The Institution and Investigator agree to consider
in good faith any written comments received from
ImmunoGen during such Review Period. Publications shall
be made in compliance with International Committee of
Medical Journal Editors (the “ICMJE”) requirements for the
review of Manuscripts.

(b) Spole¢nosti ImmunoGen musi byt pfedlozen
rukopis jakékoli navrhované publikace i vefejné prezentace
(..,Rukopis®) pro Ucely posouzeni ve Ihité alespori Sedesati (60)
dnll pfed predloZenim nebo zpfistupnénim jakékoli treti strané
(,Lhata na posouzeni“). Zdravotnické zafizeni se zavazuje, Ze
v dobré vife zvazi veSkeré pisemné pfipominky, které obdrzi od
spoleénosti ImmunoGen béhem uvedené Lhity na posouzeni.
Publikovéani se bude provadét v souladu s Jednotnymi poZadavky
na rukopisy Mezinarodni komise editord lékafskych Casopisti
(,JCMJE*) na posuzovani Rukopis(.

() If ImmunoGen determines that any
Manuscript submitted to it in accordance with this Section
9 describes one or more potentially patentable Inventions,
ImmunoGen shall provide notice to the Institution and the
Investigator (who shall immediately notify all other authors)
that it has made such a determination prior to the expiration
of the Review Period. ImmunoGen shall have sixty (60) days
from the date it delivers such notice to file patent
applications on any Inventions described in the notice and
neither the Institution nor the Investigator shall submit the
Manuscript to a third party for publication or review until (i)
each applicable patent application has been filed by
ImmunoGen, (ii) the conclusion of such sixty (60) day period,
or (iii) all information on the potentially patentable
Invention(s) has been deleted from the Manuscript,
whichever should occur first.

() Jestlize spoleCnost ImmunoGen dospéje
k zavéru, 7e Rukopis pfedlozeny podle tohoto Clanku 9 popisuje
néjaky Objev, pro néjz by mohlo byt mozné ziskat patentovou
ochranu, oznami Zdravotnickému zafizeni a ZkouSejicimu (a
bude o tom neprodlené informovat vSechny dalsi autory) tento
svij zavér pred uplynutim Lhdty na posouzeni. Od data dorugent
tohoto oznameni bude mit spoleénost ImmunoGen Ih{itu
Sedesati (60) dnll na podani patentové prihlasky k pripadnym
Objeviim popisovanym v oznameni. Zdravotnické zafizeni ani
Zkousejici |€kaF neposkytnou Rukopis tfeti osobé ke zverfejnéni
nebo posouzeni, dokud (i) spole¢nost ImmunoGen nepoda
vSechny patentové prihlaSky, které bude chtit podat, (ii)
neuplyne Ihdta Sedesati (60) dn(i nebo (iii) nebudou z Rukopisu
odstranény veskeré informace o Objevech, pro néZ by mohlo byt
mozZné ziskat patentovou ochranu, podle toho, ktery
z uvedenych okamzik(l nastane dfive.

(i) If ImmunoGen determines that any
Manuscript submitted to it in accordance with this Section
9 contains any Confidential Information other than the data,
methods, and results of the Study, ImmunoGen shall inform
the Institution and/or Investigator in writing and identify
such Confidential Information. The Institution and
Investigator shall not disclose Confidential Information and
shall remove such Confidential Information from the
Manuscript. Notwithstanding anything to the contrary
herein, ImmunoGen shall permit the Institution and
Investigator to disclose certain background information that
may be Confidential Information, provided that
ImmunoGen, the Institution and Investigator mutually agree
that the disclosure of such information is necessary to
include in a publication or presentation of Study results.

(i) Jestlize spoleCnost ImmunoGen zjisti, Ze
néktery Rukopis, jen? ji byl podle tohoto Clanku 9 predlozen,
obsahuje jiné Dvérné informace nez Gdaje, metody a vysledky
Studie, ozndmi to pisemné Zdravotnickému zafizeni a/nebo
Zkousejicimu a tyto DOvérné informace oznaéi. Zdravotnické
zafizeni a Zkousejici nesméji Dlvérné informace zvefejnit a
Z Rukopisu je odstrani. Bez ohledu na pfipadna odchylna
ustanoveni této Smlouvy umoZni spole¢nost ImmunoGen
Zdravotnickému zafizeni a ZkouSejicimu zverejnit urcité zakladni
informace, které mohou byt Ddavérnymi informacemi, za
predpokladu, Ze se ImmunoGen, Zdravotnické zafizeni a
ZkouSejici vzajemné dohodnou, Ze zpfistupnéni takovych
informaci je nutné zahrnout do publikovani nebo prezentace
vysledkd Studie.

() Any such publication or disclosure must comply
with all Applicable Laws and Regulations and must be
limited to scientific findings. Such publications or disclosures

(c) Veskeré takové publikace nebo zpfistupnéni Gdajl
museji byt v souladu s Platnymi zakony a pfedpisy a museji se
omezit na védecké poznatky. Tyto publikace nebo zvefejnéné
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must, in particular, not constitute promotion under the
Applicable Laws and Regulations.

materialy zejména nesméji predstavovat propagaci dle Platnych
zékon( a predpisC.

ImmunoGen and its agents may use, refer to and
disseminate reprints of scientific, medical and other
published articles which disclose the name of the Institution
and/or the Investigator consistent with applicable copyright
laws. Neither the Institution nor the Investigator shall
disclose the existence of this Agreement or its association
with ImmunoGen, or use the name of ImmunoGen or its
agents in any press release, article or other method of
communication, without the express prior written approval
of the party whose name is the subject of the potential
disclosure. Provided, however, that in order for the
Institution and Investigator to satisfy its reporting
obligations, they may identify ImmunoGen as the Study
sponsor and disclose the amount of funding received for the
Study, but it shall not include in any such report any
information that identifies any product by name or the
therapeutic area(s) involved in the Study, except as
otherwise required by the Applicable Laws and Regulations.
The Institution, the Investigator and Personnel shall not use
the name of ImmunoGen or its agents or any information
that identifies the Study Drug or Study in any social media.

Spole¢nost ImmunoGen a jeji z&stupci sméji pouZivat, odkazovat
na a rozSifovat kopie védeckych, IékaFskych a jinych
publikovanych ¢lankd, které prozrazuji nazev Zdravotnického
zarizeni a/nebo jméno Zkousejiciho v souladu s platnymi zakony
o0 autorskych pravech. Zdravotnické zafizeni ani Zkousejici
nebudou v 7adné tiskové zpravé, clanku nebo jingm zpdsobem
komunikace informovat o existenci této Smlouvy ani o svém
spojeni se spolecnosti ImmunoGen, ani pouZivat nazev
spolegnosti ImmunoGen & jména/nazvy jejich zastupcli bez
vyslovného predchoziho pisemného souhlasu strany, jejiz
jméno/nazev jsou predmétem pripadného zverejnéni. Za
Gcelem spInéni svych ohlaSovacich povinnosti vSak mizZe
Zdravotnické zafizeni a Zkousejici ve svych hldSenich oznacit
spole¢nost ImmunoGen jako Zadavatele studie a uvést ¢astku
finanénich prosttfedk{ pfijatych pro potfeby Studie; do takovych
hlaSeni vSak nesmi zahrnovat Z&dné informace, které budou
oznacovat jakykoli pfipravek nazvem, ani terapeutickou oblast
(oblasti), jimiz se Studie zabyva, pokud to nebudou vyZadovat
Platné zakony a predpisy. Zdravotnické zafizeni, Zkousejici a
Persondl nebudou pouZivat nazev spole¢nosti ImmunoGen Ci
jména/nazvy jejich zastupcl ani Zadné informace, z nichz je
mozZné zjistit nazev Hodnoceného pfipravku nebo Studie,
v Zadnych sociélnich médiich.

ImmunoGen and its agents may use the Institution and the
Investigator contact details and Study status in study
specific newsletters and on the worldwide web for the
purpose of conducting this Study. Newsletters may be
distributed to all participating sites and postings to the
worldwide web are for the purpose of providing information
to potential Subjects regarding the Study giving them the
ability to contact participating sites. The contracting parties
agree that ImmunoGen will provide the Institution with a list
of publications related to the results of the Study upon its
completion and upon Institution’s request.

Spole¢nost ImmunoGen a jeji zastupci mohou pro Gcely
provadeéni této Studie pouzivat kontaktni (idaje Zdravotnického
zarizeni a Zkousejiciho a jejich postaveni ve Studii v informacnich
materialech pouzivanych specificky pro Studii a na internetu.
Informacni materidly mohou byt Sifeny do vSech za€astnénych
center a prispévky vkladané na internet slouZi k poskytovani
informaci o studii potencialnim Subjektdm, které jim umozni
obratit se na z(Castnéna centra.

Smluvni strany se dohodly, Ze ImmunoGen poskytne
Zdravontickému zafizeni po ukonceni klinického hodnoceni
seznam publikaci vztahujicich se k vysledkiim tohoto klinického
hodnoceni a to na zadost Zdravotnického zafizeni.

10. Inventions; Intellectual Property. 10. Objevy; dusevni vlastnictvi.
@ The Institution and Investigator | (a) Zdravotnické zafizeni a ZkouSejici berou na
acknowledge that the results of the Study, as well as any | védomi, Ze vysledky Studie i pfFipadné objevy, objevy

discoveries, inventions (whether or not patentable), and
other matters capable of intellectual property or similar
protection anywhere in the world (i) relating in any way to
the Study Drug, or any derivative, improvement, or use
thereof, (ii) resulting from use or reliance on Confidential
Information, or (iii) arising from this Agreement or the Study
(the “Inventions”) shall, subject to the provisions of this
Section, be owned by ImmunoGen. The Institution and the
Investigator each hereby irrevocably assigns, and shall
ensure that all Personnel assign, to ImmunoGen their
interest in or to any Invention, patent, or other intellectual

(patentovatelné &i nikoli) a dal$i zaleZitosti zpUsobilé k tomu, aby
pozivaly ochranu prav k duSevnimu vlastnictvi (nebo podobnou
ochranu kdekoli na svété (i) jsouci v jakémkoli vztahu
k Hodnocenému pripravku i k ¢emukoliv od néj odvozenému
nebo k jeho vylep3eni ¢i uZiti, (i) vychazejici z uziti nebo odkazu
na Dlvérné informace, nebo (iii) vyplyvajici z této Smlouvy nebo
ze Studie (,Objevy") budou podle ustanoveni tohoto Clanku
vlastnictvim spole¢nosti ImmunoGen. Zdravotnické zafizeni i
ZkouSejici  timto  neodvolatelné  postupuji  spole€nosti
ImmunoGen své naroky na prava kjakymkoli Objeviim,
patentim nebo jinému dusevnimu vlastnictvi bez jakychkoli
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property rights free of any obligation or consideration
beyond that provided for in this Agreement. The Institution
and the Investigator shall immediately notify ImmunoGen,
in writing, of any Inventions and shall provide such
information and cooperation, and shall ensure that
Personnel provide such information and cooperation, at
ImmunoGen’s expense, as ImmunoGen may reasonably
request to enable ImmunoGen to exercise its rights
hereunder, including, but not limited to, (i) perfecting
ImmunoGen’s ownership of such Inventions, (ii) the
preparation, filing, and prosecution of patent applications
related to such Inventions, and (iii) the enforcement of
patent and other rights to said Inventions.

dal$ich zavazk{ nebo plateb nad ramec uvedeny v této Smlouve.
Zdravotnické zafizeni a ZkouSejici budou spole¢nost
ImmunoGen neprodlené pisemné informovat o jakychkoliv
Objevech a na néklady spole€nosti ImmunoGen ji poskytnou
informace a soucinnost a zajisti, aby i Personal poskytl informace
a soutinnost, které miZe spoleénost ImmunoGen divodné
pozadovat k vykonu svych prav dle této Smlouvy, zejména k (i)
ziskani konetného vlastnictvi takovych Objev( spolecnosti
ImmunoGen, (ii) pfipravy, podani a vyfizeni patentovych
prihlasek tykajicich se takovych Objevl, a (iii) vymahani
patentovych a jinych prav k predmétnym Objevim.

(b) Institution and Investigator make no
warranty regarding the fitness or merchantability of any
such Invention for any purpose, and Institution and
Investigator do not warrant that any such Invention shall be
free from infringement of any patent or other third-party
rights. ImmunoGen assumes all risks associated with such
Invention’s use or exploitation of any Invention disclosed to
ImmunoGen by Institution and/or Investigator.

(b) Zdravotnické zafizeni a Zkous3ejici nijak neruci
za pouZitelnost nebo prodejnost jakéhokoli takového Objevu
k jakémukoli Gcelu, a nezaruCuje ani, Ze u takového Objevu
nedojde k poruseni patentu nebo k uplatnéni jinych prav tfetich
stran. Spolecnost ImmunoGen pfijima vSechna rizika spojena
spouzivanim  nebo  vyuzivdnim  jakéhokoli  Objevu
zpfistupnéného  spolecnosti  ImmunoGen  Zdravotnickym
zarizenim a ZkouSejicim.

() Intellectual property that either Party
hereto owned prior to execution of this Agreement
(“Background 1P”) shall remain that Party’s separate
property and shall not be affected by this Agreement.
Except as otherwise expressly stated herein, neither Party
has any claims to or rights in the other Party’s Background
IP.

(c) Dusevni vlastnictvi, jez kterakoli ze Smluvnich
stran vlastnila pfed podepsénim této Smlouvy (,,Zakladni DV*),
z0stava samostatnym vlastnictvim této Smluvni strany a tato
Smlouva se na né nevztahuje. Pokud neni vtéto Smlouvé
vyslovné uvedeno jinak, nema zadna ze Smiluvnich stran zadné
naroky ani prava v souvislosti se Zakladnim DV druhé Smluvni
strany.

11. Financial Disclosure.

11. Informace o financnich vztazich.

(@) The Institution and  Investigator
acknowledge and agree that ImmunoGen may have certain
disclosure and reporting obligations pursuant to Applicable
Laws and Regulations and institutional policies, including,
but not limited to, the obligation to disclose the existence of
this Agreement and any and all fees and amounts payable
under this Agreement, and the Institution and Investigator
hereby authorize ImmunoGen to make such disclosures
without notice to the Institution and Investigator.

@ Zdravotnické zafizeni a ZkouSejici bere na
védomi a souhlasi s tim, Ze spole¢nost ImmunoGen miize mit na
z&kladé Platnych zakonl a predpisd a firemnich zasad urgité
povinnosti tykajici se poskytovani Gdajd a hlaseni, zejména
povinnost zverejnit existenci této Smlouvy a veSkeré poplatky a
platby splatné na zakladé této Smlouvy. Zdravotnické zafizeni a
Zkousejici timto opraviiuji spolecnost ImmunoGen k zvefejnéni
takovych informaci bez pfedchoziho oznameni Zdravotnickému
zafizeni a ZkousSejicimu.

(b) The Institution and Investigator shall
cause any co-investigator or sub-investigator who is directly
involved in the treatment or evaluation of any Study Subject
to submit financial disclosure information (for themselves,
their spouses, and their dependent children) to ImmunoGen
to allow ImmunoGen to fulfill its financial disclosure
obligations.

(b) Zdravotnické zafizeni a Zkousejici zajisti, aby
pripadni spoluzkousejici, ktefi se pfimo podileji na 1é¢bé nebo
hodnoceni Subjektll studie, predloZili informace o finanénich
vztazich (za sebe, manZelky/manzely a nezaopatfené déti)
spole¢nosti ImmunoGen, aby mohla dodrzet dodrzovat veSkeré
zavazky tykajici se poskytovani informaci o financnich vztazich.

(c) Institution and Investigator may disclose
the existence of this Agreement to the extent required by

(c) Zdravotnické zafizeni a ZkouSejici mohou
existenci této Smlouvy zvefejnit v rozsahu pozadovaném jeho
vlastnimi zasadami, aby dodrzelo své oznamovaci povinnosti.

ImmunoGen CTA I _'MGN853-0421_CZE_PI
Klat_final draft 08May2024_1QB17May24 _clean
22May?24 _redacted clean REDACTED

ImmunoGen CTA Il _'MGN853-0421_CZE_PI 18
Klat_final draft 08May2024_IQB17May24 clean
22May24 _redacted clean_REDACTED




Institution policy in order to comply with its reporting
obligations.

12. Term and Termination. 12. Doba platnosti a ukonceni.
(@ Term. This Agreement shall take effecton | (a) Doba platnosti. Tato Smlouva vstoupi

the Effective Date and shall continue until the data on which
the conduct of the Study is complete (the “Termination
Date”), except as otherwise provided below.

v platnost k Datu GCinnosti a bude v platnosti az do data
dokoncCeni provadéni Studie (,,Datum ukonéeni*), nebude-li nize
uvedeno jinak.

()

Termination.

(b)

Ukonceni.

() ImmunoGen, in its sole discretion, shall
have the right to terminate the conduct of the Study at the
Institution at any time upon written notice to the Institution
and Investigator. Upon receipt of such notice to terminate
the Study, the Institution and Investigator shall take all
reasonable steps to promptly cease conduct of the Study at
the Institution, as soon as medically practicable with respect
to the welfare of Study Subjects.

() Spole€nost ImmunoGen ma pravo kdykoli dle
vlastniho uvéaZeni ukong¢it provadéni Studie pisemnou vypovédi
Zdravotnickému zafizeni a ZkouSejicimu. Poté, co Zdravotnické
zafizeni a Zkou3ejici obdrzi ozndmeni o ukonCeni Studie,
podnikne s okamzitou Gcinnosti veSkeré primérené kroky
k ukonceni provadéni Studie ve Zdravotnickém zafizeni, co
nejdfive to bude zlékafského hlediska mozné s ohledem na
prospéch Subjektl studie.

(i) The Institution and Investigator shall have
the right to terminate the conduct of the Study at Institution
if necessary to protect the welfare of the Study Subjects; the
Investigator becomes incapacitated, unable, or unwilling to
continue participation in the Study, or terminates his or her
relationship with the Institution, and a suitable
replacement, agreeable to ImmunoGen, cannot be
identified; an amendment is made to the Protocol such that
the Institution and Investigator are unable or unwilling to
perform the Study as required by the amended Protocol; the
EC withdraws or suspends its approval of the Study; or if
ImmunoGen becomes debarred, disqualified, or banned
from conducting clinical studies or is found guilty of fraud,
misrepresentation, or any other actionable cause in
connection with conducting clinical studies.

(ii) Zdravotnické zafizeni a ZkouSejici maji pravo
ukonéit provadéni Studie, pokud je to nutné k ochrané
prospéchu Subjektll studie, Zkousejici se stane nezplsobilym
nebo neschopnym dalsi u¢asti ve Studii nebo k ni nebude déle
ochoten, nebo ukonéi svlj vztah se Zdravotnickym zafizenim a
neni mozno nalézt odpovidajici ndhradu, ktera by byla prijatelna
i pro spole¢nost ImmunoGen, vznikne dodatek Protokolu, jehoz
poZadavky na provadéni Studie nebudou Zdravotnické zafizeni a
Zkousejici schopni nebo ochotni plnit; EK odvold nebo pozastavi
svlij souhlas s provadénim Studie, nebo pokud bude spole¢nost
ImmunoGen zbavena pfislusného opravnéni, prohlasena
nezplsobilou k vykonu ¢&innosti nebo ji bude uloZen zékaz
provadét klinicka hodnoceni, nebo pokud bude nebylo shledana
vinnou z podvodu, zkresleni Gdaji nebo z jakéhokoli jiného
Zalovatelného €inu v souvislosti s provadénim klinickych studii.

(iii) In the event that the conduct of the Study
at the Institution is terminated prior to its completion,
ImmunoGen shall pay to the remuneration detailed in
Exhibit B hereto for the actual work performed as of the
date of termination and all reasonable and necessary non-
cancelable expenses. In the event ImmunoGen and/or its
agent has overpaid the Institution for work actually
performed up to the date of the termination of the Study,
the Institution shall refund to ImmunoGen and/or its agent,
as soon as reasonably practicable, but in no event later than
ninety (90) days after termination, any amounts already
paid by ImmunoGen and/or its agent that are in excess of
what the Institution is due.

(iii) Pokud  bude provadéni Studie ve
Zdravotnickém zafizeni ukonfeno pred jejim dokoncenim,
zaplati spole€nost ImmunoGen Zdravotnickému  zafizeni
odménu uvedenou v Pfiloze B této Smlouvy za skutetné
provedenou praci kdatu ukonéeni a vSechny pfiméfené a
nezruditelné naklady. V pfipadé, Ze ze strany spolecnosti
ImmunoGen a/nebo jejiho zastupce vznikne za préaci skutecné
provedenou Zdravotnickym zafizenim k datu ukonceni Studie
preplatek, vréati Zdravotnické zafizeni spoleCnosti ImmunoGen
a/nebo jejimu zastupci co nejdrive to bude mozné, ale v kazdém
pripadé nejpozdéji devadesat (90) dnd po ukonceni, veskeré
Castky jiz zaplacené spolecnosti ImmunoGen a/nebo jejim
zastupcem presahujici vySi odmény, ktera Zdravotnickému
zafizeni nalezi.

(iv) ImmunoGen shall have the right to
immediately terminate the Agreement in the event that the
Institution, the Investigator or the Personnel are found in

(iv) Spole¢nost ImmunoGen méa pravo Smlouvu
okam?Zité ukoncit v pfipadé, Zze bude shledano, Ze Zdravotnické
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breach of the Applicable Laws and Regulations including the
Applicable Anti-Corruption Legislation.

zafizeni, ZkouSejici nebo Personal porusuji Platné zakony a
predpisy véetné Platnych protikorupénich zakond.

(iv) Termination of the Study shall resultin the
termination of this Agreement.

(iv) V dlsledku ukonceni Studie bude ukonéena
platnost této Smlouvy.

(c) Sections 4 (ImmunoGen Property), 5
(Study Records and Audits), 6 (Inspections and Audits), 7
(Confidentiality), 8 (Data Ownership), 9 (Publications), 10
(Inventions; Intellectual Property), 11 (Financial Disclosure),
12 (Term and Termination), and 13 (Indemnification), 16
(Data Privacy) of this Agreement shall survive the expiration
or termination of the Study and this Agreement.

(c) Clanky 4 (Majetek spole¢nosti ImmunoGen), 5
(Zaznamy o Studii a audity), 6 (Kontroly a audity), 7 (DGvérnost),
8 (Vlastnictvi Gdajd), 9 (Publikovani), 10 (Objevy; duSevni
vlastnictvi), 11 (Informace o financnich vztazich), 12 (Doba
platnosti a ukongent), 13 (Nahrada $kody) a 16 (Ochrana tdajti)
této Smlouvy zUstavaji v platnosti i po uplynuti doby platnosti €i
ukonceni Studie a této Smlouvy.

13. Indemnification. 13. Nahrada Skody.

@ ImmunoGen shall indemnify, defend, and | (a) Spole¢nost ImmunoGen odskodni
hold harmless the Institution and Investigator and its | Zdravotnické zafizeni a ZkouSejiciho a jeho ¢leny
directors, trustees, officers, and employees, (each, an | pfedstavenstva, spravce, Ufedniky a zameéstnance (dale

“Indemnitee” and collectively, the “Indemnitees™) against
any loss, liability for any harm, including the death of the
Subject of Study, or expense, including reasonable
attorney’s fees and expenses of litigation (collectively,
“Losses™), incurred in connection with a claim, demand,
action, suit, or proceeding brought by a third party (a
“Claim”) (i) related to the Study Drug or any properly
performed Protocol required procedure; (ii) resulting from
ImmunoGen’s use of the Study Data; or (iii) asserting
ImmunoGen'’s use of the Study Drug in the Study infringes
upon their intellectual property rights. Notwithstanding the
foregoing, ImmunoGen shall not be liable for any Losses to
the extent the Claim is attributable to (x) any Indemnitee’s
failure to comply with the terms of this Agreement, the
Protocol, or any additional written instructions provided by
ImmunoGen (or its agents) to the Institution or the
Investigator, (y) any Indemnitee’s failure to comply with the
Applicable Laws and Regulations, or (z) any Indemnitee’s
negligence or willful or intentional misconduct. It is
acknowledged that failure to adhere to the Protocol due to
emergency circumstances in order to protect the welfare of
a Study Subject shall not deprive Institution of
ImmunoGen’s indemnification obligations under this
Agreement, except in the case where such failure leads to
actions that are deemed negligence, gross negligence, or
willful misconduct, and provided that ImmunoGen receives
notification of all such deviations pursuant to Section 2(a)
above.

jednotlivé ,,0dskodfovana osoba“ a spole¢né ,,0dSkodriované
osoby"), bude je hjjit a zbavi je odpovédnosti za jakoukoli Gjmu
vCetné smrti Subjektu Studie, ztratu, odpovédnost nebo néklady
priméfenych vydajd na pravni zastoupeni a néklad(i na soudni
fizeni (spolecné ,ztraty”“) vzniklé v souvislostinarokem,
pozadavkem, Zalobou, soudni pfi nebo fizenim uplatnénych ¢i
vedenych vagi nim tfeti osobou (dale jen ,N&rok“) (i)
v souvislosti s Hodnocenym  pfipravkem nebo spravné
provedenym postupem vyZadovanym  Protokolem, (i)
vyplyvajici  z pouzivani Studijnich dat a (daji spoleénosti
ImmunoGen nebo (i) na z&kladé tvrzeni, Ze poufZiti
Hodnoceného pfipravku spole¢nosti ImmunoGen ve Studii
porusuje jeji prava k duSevnimu vlastnictvi. Bez ohledu na vyse
uvedené neni spole¢nost ImmunoGen odpovédna za jakékoli
Ztraty vrozsahu, vnémZ je Narok zpUsoben (x) jakymkoli
nesplnénim podminek této Smlouvy, Protokolu nebo jakychkoli
dodateénych pisemnych pokyni udélenych spole¢nosti
ImmunoGen (nebo jeho zastupci) Zdravotnickému zafizeni nebo
ZkouSejicimu ze strany OdSkodnované osoby, (y) jakymkoli
nedodrzenim Platnych zakond a pFedpisi ze strany
Odskodrované osoby nebo (z) nedbalosti nebo imysinym nebo
zamérnym pochybenim OdSkodriované osoby. Smluvni strany
berou na védomi, Ze nedodrZeni Protokolu z divodu naléhavych
okolnosti za Ucelem ochrany prospéchu Subjektu studie
nezbavuje Zdravotnické zafizeni naroku na uplatnéni
odpovédnosti za $kodu vigi spolecnosti ImmunoGen podle této
Smlouvy s vyjimkou pfipadd, kdy takové nedodrZeni vede
k jednani, jez je povazovano za nedbalost, hrubou nedbalost
nebo Gmysiné pochybeni, a za pfedpokladu, ze spolecnost
ImmunoGen obdrzi ozndmeni o vSech takovych odchylkach
podle vy3e uvedeného Clanku 2(a).

(b) ImmunoGen'’s indemnification obligations
are subject to the following conditions:

(b) Zéavazek spolecnosti ImmunoGen poskytnout
odsSkodnéni podIéhéa nasledujicim podminkam:
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() ImmunoGen shall have received prompt
notice of a Claim or events likely to give rise to the Claim (in
any event within sufficient time so as not to prejudice the
defense of such Claim).

() Spole¢nost ImmunoGen neprodlené obdrzi
oznameni o Naroku nebo udalostech, v jejichz ddsledku
pravdépodobné dojde ke vzneseni Naroku (v kazdém pfipadé
v dostate¢ném Casovém predstihu na to, aby nebyla ohroZena
obhajoba proti Naroku).

(i) ImmunoGen shall be given the
opportunity at all times to control the defense and
disposition of a Claim, with the cooperation and assistance
of the Institution, Investigator, and the Indemnitees seeking
indemnification if this procedure is not contrary to
Applicable Laws and Regulations. In no event shall
ImmunoGen be liable for any settlement or consideration
provided without its prior consent. ImmunoGen agrees not

(i) Spole¢nost ImmunoGen méla po celou dobu
moznost vést obhajobu a vypofadani Naroku ve spolupraci a
soucinnosti se Zdravotnickym zafizenim, ZkouSejicim a
Odskodnovanymi osobami Z&dajicimi o odSkodnéni, neni-li
tento postup v rozporu s Platnimi zakony a pfedpisy. Spolecnost
ImmunoGen v Zadn ém pfipadé nebude odpovédna za Zzadné
vyporadani ani Uhradu uskutecnéné bez jejiho predchoziho
pisemného souhlasu. Spole¢nost ImmunoGen souhlasi, Ze

to settle any Claim with an admission of liability or | nevypofdda Zadny N&rok pfFiznanim odpovédnosti nebo
wrongdoing by any of the Indemnitees without such party’s | pochybeni ze strany Od3Skodifiovanych osob bez jejich
prior written consent. predchoziho pisemného souhlasu.

(iii) If a Claim arises out of harm to a Study (iii) Jestlize Narok vznikne zdlvodu Skody

Subject, an ICF approved by ImmunoGen shall have been
properly signed by the Study Subject prior to his or her
participation in the Study.

zplisobené Subjektu studie, musel tento Subjekt studie pred
svou Ucasti ve Studii Fadné podepsat formular informovaného
souhlasu schvéaleny spole¢nosti ImmunoGen.

(iv) This indemnity will not inure to the
benefit of any Indemnitee’s insurer, by subrogation or
otherwise. The provisions of this Section 13 set forth the
Indemnitees’ sole and exclusive remedy against
ImmunoGen with respect to all Claims.

(iv) Toto odSkodnéni nebude vyplaceno ve
prospéch pojistitele OdSkodfiované osoby, regresem ani jinak.
Ustanoveni tohoto Clanku 13 zakladaji v souvislosti se viemi
Naroky vyhradni a jediny opravny prostfedek OdSkodinovanych
osob viigi spoleénosti ImmunoGen.

(c) Indemnitees retain the right to select and
to obtain representation by separate legal counsel. If any of
the Indemnitees exercises such right, all costs and expenses
incurred by the Indemnitees for such separate counsel shall
be borne by the applicable Indemnitee. In such instance,
ImmunoGen shall reasonably cooperate with such
Indemnitees and their counsel, it being understood that
ImmunoGen shall retain full authority to defend or settle the
Claim. Additionally, the Indemnitees reserve their right to
be given the opportunity to assume full responsibility to
investigate, prepare for, and defend against any such Claims
at their own expense, at which point ImmunoGen’s
obligations to indemnify any such Indemnitee shall cease.

(c) Odskodnované osoby si ponechavaji pravo
zvolit si svého vlastniho pravniho zastupce a nechat se jim
zastupovat. Pokud kterakoli z OdSkodnovanych osob takové
pravo uplatni, ponese veSkeré naklady a vydaje, které
Odskodnénym osobam za takového pravniho zastupce vzniknou,
prislusnd OdSkodfiovana osoba. V takovém pripadé bude
spole¢nost ImmunoGen pFiméfené spolupracovat s témito
Odskodnovanymi osobami a jejich pravnim zastupcem, pficem?
se rozumi, Ze spole¢nost ImmunoGen si ponechava plnou
pravomoc se proti Naroku branit nebo ho vyporadat.
Odskodrované osoby si také vyhrazuji pravo na to, aby dostaly
prileZitost prfevzit plnou odpovédnost za vySetfovani, pfipravu a
obranu proti veSkerym takovym Narokdm na vlastni naklady, a
v tomto okamZiku z&vazky spolefnosti ImmunoGen od3Skodnit
takovou Od3kodfovanou osobu zanikaji.

(d) Institution shall indemnify, defend, and
hold harmless ImmunoGen and its directors, officers, and
employees (each, an “ImmunoGen Indemnitee” and
collectively, the “ImmunoGen Indemnitees”) against any
Losses incurred in connection with a Claim directly related
to Institution’s or Investigator’s (i) failure to comply with the
material terms of this Agreement, the Protocol, or any
additional written instructions provided by ImmunoGen (or
its agents) to the Institution or the Investigator, (ii) failure to
comply with the Applicable Laws and Regulations or

(d) Zdravotnické zafizeni odSkodni spole€nost
ImmunoGen a jeho Cleny predstavenstva, spravce, Ufedniky a
zaméstnance  vcetné  ZkouSejicho  (dale  jednotlivé
»,Odskodfiovana osoba na strané ImmunoGen“ a spoletné
,»0dskodiiované osoby na strané ImmunoGen*), bude je hjjit a
zbavi je odpovédnosti za jakékoli Ztraty vzniklé v souvislosti
s Narokem v pfimém ddsledku (i) nedodrZeni podstatnych
podminek této Smlouvy, Protokolu, nebo jakychkoli
dodateénych pisemnych pokyn(i udélenych spole¢nosti
ImmunoGen (nebo jeho zastupci) Zdravotnickému zafizeni nebo
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standards of care, such as GCP, or (iii) negligence or willful
or intentional misconduct.

Zkousejicimu, (ii) nedodrZeni Platnych zakonl a piedpisti nebo
zasad péce, napriklad GCP, nebo (iii) nedbalosti nebo imysiného
¢i zamérného pochybeni ze strany Zdravotnického zafizeni nebo
Zkousejiciho.

(e) Health damage to the Study Subject. Immunogen will
reimburse the Institution for direct, reasonable and
necessary medical expenses incurred by the Institution that
are not covered by third-party in connection with the
treatment of any physical harm:

(e) Zdravotni Gjma Subjektu hodnoceni. ImmunoGen uhradi
Zdravotnickému zafizeni pfimé, pfiméfené a nezbytné IéCebné
vylohy, které vznikly Zdravotnickému zafizeni a které nejsou
hrazeny platci tfetich stran v souvislosti s Ié€bou jakékoli fyzické
Gjmy:

(@) as a result of an adverse reaction to a Study
Drug or;

(@) v dlsledku nezadouci reakce na Hodnoceny
pfipravek nebo

(b) caused by the treatment or procedures
required by the Protocol which the Study Subject
would not have suffered if he/she had not
participated in the Study, except when the cause of
such physical harmis:

(b) zplsobené IéCbou ¢Ci postupy poZzadované
Protokolem Studie, které by Subjekt Studie neutrpél,
pokud by se Studie neG&astnil, s vyjimkou pfipadd, kdy
je pri¢inou takové fyzické Gjmy:

(i) failure to comply by Institution,
Investigator or any of the Personnel with the
provisions of this Agreement, the Protocol,
ImmunoGen’s written instructions regarding the
Study, or regulations issued by regulatory
authorities; or

(0 nedodrZeni ustanoveni této Smlouvy,
Protokolu, pisemnych pokynd ImmunoGen tykajicich
se Studie nebo predpist vydanych kontrolnimi Grady ze
strany Zdravotnického zafizeni, ZkouSejiciho nebo
jakéhokoli z Personalu; nebo

(i) negligence or wilful misconduct on the
part of the Institution, Investigator, or any
Personnel.

(i) nedbalost ¢i zamérné pochybeni ze strany
Zdravotnického zafizeni, Zkou3ejiciho nebo kohokoliv z
Personélu.

ImmunoGen’s liability to indemnify the Institution under
this provision shall not be limited to the amount payable
under any insurance that ImmunoGen must have in place,
but shall be for the full amount of actual damages incurred
by the Institution as described above

Odpovédnost ImmunoGen vyplatit Zdravotnickému zafizeni
nahradu podle tohoto ustanoveni se nebude omezovat na
Castku splatnou v rdmci jakéhokoli pojisténi, které musi mit
ImmunoGen sjednano, ale bude se tykat pIné vySe skute¢nych
Skod vzniklych Zdravotnickému zafizeni, jak je popsano vyse.

] Insurance. The Institution warrant that it has
appropriate and adequate indemnity insurance to cover
claims or damages for which it and Principal Investigator
shall be liable under this Agreement and section 45 n) Act.
No0.372/2011 Coll. On health services as amended. The
Institution shall provide evidence of its insurance upon
request by ImmunoGen. ImmunoGen warrants that it has
insurance for the liability of damage under regulation 58
section 2 Act. No.378/2007 Coll. On Pharmaceuticals as
amended through which compensation in the event of the
death or in the event of damage to the health of the Study
Subject in the case of conduct of the Study ImmunoGen is
obliged to maintain the above insurance for the entire
duration of the Study.

U] Pojisténi. Zdravotnické zafizeni zarucuje, Ze uzavfelo
dle § 45 odst. 2 pism. n) zdkona ¢ 372/2011 Sh., o zdravotnich
sluzbach, v platném znéni odpovidajici a pfiméfené pojisténi
odpovédnosti za Gcelem kryti narok(l nebo $kod, za né:
Zdravotnické zafizeni a Hlavni zkouSejici podle této Smlouvy
odpovidaji. Na vyzadani spole¢nosti ImmunoGen poskytne
Zdravotnické zafizeni doklad o tomto pojiSténi. Spole¢nost
ImmunoGen zaru€uje, Ze bude mit pfi zahajeni Studie uzaviené
pojisténi odpovédnosti za Skodu dle ustanoveni § 58 odst. 2
z&kona €. 378/2007 Sb., o IéCivech v platném znéni, jeho?
prostfednictvim je zajiSténo i odSkodnéni v pripadé smrti
Subjektu Studie nebo v pfipadé Skody vzniklé na zdravi Subjektu
Studie v dlsledku provadéni Studie. ImmunoGen je povinen vyse
uvedené pojisténi udrzovat po celou dobu trvani Studie.
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14. IN NO EVENT SHALL EITHER PARTY BE LIABLE TO
THE OTHER PARTY FOR ANY SPECIAL, INCIDENTAL,
PUNITIVE, OR CONSEQUENTIAL DAMAGES THAT MAY ARISE
IN CONNECTION WITH THE EXECUTION AND/OR
PERFORMANCE OF THIS AGREEMENT, EVEN IF EITHER
PARTY IS INFORMED IN ADVANCE OF THE POSSIBILITY OF
SUCH DAMAGES AND EVEN IF THE REMEDIES PROVIDED
FOR IN THIS AGREEMENT FAIL OF THEIR ESSENTIAL
PURPOSE; PROVIDED, HOWEVER, THAT THE FOREGOING
LIMITATION OF LIABILITY SHALL NOT APPLY TO A PARTY’S
NEGLIGENCE OR WILLFUL MISCONDCUT, BREACH OF ITS
CONFIDENTILIATY OR INTELLECTUAL PROPERTY
OBLIGATIONS, OR ITS INDEMNIFICATION OBLIGATIONS
HEREIN.

14. ZADNA STRANA NEPONESE V ZADNEM PRIPADE
ODPOVEDNOST VUCI DRUHE STRANE ZA JAKOUKOLI ZVLASTNI,
PRUVODNI, REPRESIVNi NEBO NASLEDNOU SKODU VZNIKLOU
V SOUVISLOSTI  SUZAVRENIM A/NEBO PLNENIM TETO
SMLOUVY, A TO ANI TEHDY, KDYZ TAKOVA STRANA BYLA
PREDEM INFORMOVANA O MOZNOSTI TAKOVYCH SKOD, ANI
V PRIPADE, ZE OPRAVNE PROSTREDKY STANOVENE V TETO
SMLOUVE NESPLNi SVUJ ZAKLADNI UCEL AVSAK S TiM, ZE VYSE
UVEDENE OMEZENi ODPOVEDNOSTI SE NEVZTAHUJE NA
NEDBALOST, UMYSLNE POCHYBENIi, PORUSENi DUVERNOSTI
NEBO POVINNOSTI VE VZTAHU K DUSEVNIMU VLASTNICTVi
NEBO ZAVAZKUM STRANY POSKYTNOUT ODSKODNENi NA
ZAKLADE TETO SMLOUVY.

15. Notices.

15. Oznémeni.

(@ Any notice required or permitted to be given
hereunder by either Party shall be in writing and, if properly
addressed, shall be deemed given (i) on the date received, if
delivered personally or by facsimile (with acknowledgment
of a complete transmission) or email, (ii) five (5) business
days after mailing, if delivered by registered or certified mail
(return receipt requested, postage prepaid), or (i) one (1)
business day, following deposit with a nationally recognized
overnight courier service. Notices shall be deemed to be
properly addressed to a Party hereto if addressed to the
following addresses:

(@ VeSkera ozndmeni vyZadovanad nebo povolend podle
této Smlouvy, jeZ budou zasildna kteroukoli Smluvni stranou,
museji mit pisemnou formu a budou povaZovéna za dorucena (i)
dnem doruceni v pfipadé osobniho doruceni nebo faxem (s
potvrzenim uskute¢néni prenosu) nebo e-mailem, (ii) pét (5)
pracovnich dnd ode dne odeslani pfedplacenou doporuéenou
zasilkou nebo jinou predplacenou zésilkou (s doru¢enkou) nebo
(iii) jeden (1) pracovni den od okamZiku odevzdani zasilky
renomované expresni kuryrni sluzbé. Ozndmeni se povazuji za
Fadné adresovand Smluvni strang, budou-li odeslana na tyto
adresy:

If to the Institution:

V pripadé sdéleni pro Zdravotnické zafizeni:

Fakultni nemocnice Ostrava

Centrum klinickych studii

17. listopadu 1790/5, 708 52 Ostrava-Poruba
Czech Republic

Fakultni nemocnice Ostrava
Centrum klinickych studii
17. listopadu 1790/5, 708 52 Ostrava-Poruba

Ceska republika

Attention: XXXXXXXXXXXX XXXXXX K rukédm: XXXXXXKXKXKX XXXKXX
Telephone: XXXXXXXXXXXX XXXXXX Telefon: XXXXXXXXXXXX XXXXXX
Email: XXXXXXXXXXXX XXXXXX Email:  XXXXXXXXXXXX XXXXXX

If to Investigator:

Oznameni zasilana Zkousejicimu:

Fakultni nemocnice Ostrava
Gynekologicko-porodnicka klinika
Onkogynekologické oddéleni

17. listopadu 1790/5, 708 52 Ostrava-Poruba
Czech Republic

Fakultni nemocnice Ostrava
Gynekologicko-porodnicka klinika
Onkogynekologické oddéleni

17. listopadu 1790/5, 708 52 Ostrava-Poruba
Ceska republika

Attention: XXXXXXXXXXXX XXXXXX K rukédm: XXXXXXKXKXXX XXXXXX
Telephone: XXXXXXXXXXXX XXXXXX Telefon: XXXXXXXXXXXX XXXXXX
Email: XXXXXXXXXXXX XXXXXX Email:  XXXXXXXXXXXX XXXXXX

If to ImmunoGen:ImmunoGen, Inc.

Oznameni zasilana spole¢nosti ImmunoGen: ImmunoGen, Inc.

830 Winter Street

830 Winter Street

Waltham, MA 02451

Waltham, MA 02451

Attention: Legal Department

K rukdm: Legal Department
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(iii)  The Institution and the Investigator shall
ensure Personnel processing Research Data have
appropriate skills and training to handle personal data and
maintain its confidentiality.

(iiiy  Zdravotnické zafizeni a ZkouSejici zajisti, aby
Personal zpracovavajici Vyzkumné (daje mél odpovidajici
odbornost a prlpravu knakladani sosobnimi daji a
zachovavani jejich divérnosti.

(iv) Research Data must be kept confidential.
It shall not be disclosed or transferred to any third party
without prior written approval of ImmunoGen. In case such
disclosure includes personal data, the third party receiving
the data must have a valid ground under Applicable Laws
and Regulations to receive and process such data. Research
Data may be disclosed where required by Applicable Laws
and Regulations or when requested by a data protection
authority.

(iv) Musi byt zachovana ddvérnost Vyzkumnych
Gdajd. Nebudou zpFistupnény ani pfedany 7adné teti strané bez
predchoziho pisemného souhlasu spolecnosti ImmunoGen.
V pripadé, ze takové zpfistupnéni zahrnuje osobni Udaje, musi
mit tfeti strana pfijimajici Udaje k pfijimani a zpracovani téchto
Udajl pFesvédEivy dlivod na zakladé Platnych zakond a pFedpisC.
Vyzkumné Gdaje mohou zpfistupnény, pokud to vyZaduji Platné
zakony a predpisy, nebo na zadost Gfadu na ochranu osobnich
Gdajd.

(v) The Institution and Investigator shall
implement appropriate administrative, technical and
physical security measures to protect personal data using
current industry best practices taking into consideration the
state of the art of applicable technologies.

(v) Zdravotnické zafizeni a ZkouSejici zavedou
prislusnd spravni, technickd a fyzick4 bezpe€nostni opatfeni
k ochrané osobnich Udajli pomoci soucasnych osvédéenych
oborovych postupd, pficemz zohledni nejmoderné;jsi pouzitelné
technologie.

(vi) The Institution and Investigator shall
comply with any instructions regarding the coding of
Research Data issued at any time by ImmunoGen in
accordance with Applicable Laws and Regulations and best
practice.

(vi) Zdravotnické zafizeni a ZkouSejici budou
dodrzovat veSkeré pokyny tykajici se kodovani Vyzkumnych
Gdaji vydané kdykoli spolenosti ImmunoGen v souladu
s Platnymi zakony a nafizenimi a osvédéenymi postupy.

(vii) The Institution and Investigator shall
maintain procedures to detect and respond to a personal
data breach, as defined under Applicable Laws and
Regulations, including breach of security leading to the
accidental or unlawful destruction, loss, alteration,
unauthorised disclosure of, or access to, personal data
transmitted, stored or otherwise processed. The Institution
and Investigator shall notify ImmunoGen of any personal
data breach, related to the processing of the Research Data,
without undue delay, but no later than twenty-four (24)
hours of discovery of such breach. The Institution, the
Investigator and ImmunoGen shall reasonably cooperate to
remediate a personal data breach and liaise with each other
before reporting a personal data breach to the relevant
authority.

(vii) Zdravotnické zafizeni a ZkouSejici budou
provadét postupy k odhalovani a reakci na poruseni divérnosti
osobnich Gdajli definované Platnymi zakony a predpisy,
napfiklad poruseni zabezpeceni, které vede k ndhodnému nebo
protipravnimu zni€eni, ztraté, zméné nebo neopravnénému
poskytnuti nebo zpfistupnéni pfenaSenych, uloZzenych nebo
jinak zpracovavanych osobnich Udajl. Zdravotnické zafizeni a
Zkousejici uvédomi spole¢nost ImmunoGen o jakémkoli
poruseni ddvérnosti osobnich Gdajt v souvislosti se zpracovanim
Vyzkumnych Gdajl bez zbyte¢ného prodleni, nejpozdéji viak do
dvaceti Ctyf (24) hodin od zjiSténi takového poruseni.
Zdravotnické zafizeni a ZkouSejici a spole¢nost ImmunoGen
budou pfiméfenym zplisobem spolupracovat pfi napravé
poruseni dlvérnosti osobnich Gdajdi a neZz oznami porudeni
divérnosti osobnich Gdajd pfislusnému Gradu, budou se
navzajem informovat.

(c) Information to Data Subjects.
The Institution and the Investigator shall provide Study
Subjects, in accordance with the Applicable Laws and
Regulations, with an Informed Consent to participate in the
Study approved by the ImmunoGen and the relevant Ethics
Committee. Such Informed Consent shall be signed prior to
Study Subject’s participation in the Study. The Institution
and/or the Investigator shall timely inform ImmunoGen
when a Subject withdraws consent or opposes the use of
his/her personal data, as per Applicable Laws and
Regulations. The parties agree to collaborate in the context
of Study Subjects’ individual requests.

(c) Informace pro Subjekty Gdaji. Zdravotnické
zafizeni a Zkousejici predaji Subjektim studie v souladu
s Platnymi zdkony a predpisy Informovany souhlas s Ucasti ve
Studii schvéaleny, spole¢nosti ImmunoGen, a pfisluSnou Etickou
komisi. Tento Informovany souhlas musi byt podepsan jesté
pred zahajenim UG€asti Subjektu ve Studii. Zdravotnické zafizeni
a Zkousejici museji v€as informovat spole¢nost ImmunoGen,
pokud Subjekt odvold souhlas nebo nebude souhlasit
s pouzivanim jeho osobnich Gidaj v souladu s Platnymi zakony a
predpisy. Smluvni strany souhlasi se spolupraci v ramci
individualnich poZadavk( Subjektd studie.
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(d) Personnel Personal Data. Prior to and
during the course of the Study, the Investigator and
Personnel may be required to provide personal data which
falls within the scope of the Applicable Laws and Regulations
and/or is needed for the implementation of the Agreement.
The Institution and the Investigator agree to inform
Personnel that their personal data will be processed by
ImmunoGen and are responsible for obtaining appropriate
consent to the extent it is required by the Applicable Laws
and Regulations.

(d) Osobni udaje Persondlu. Pred zahajenim Studie a
vijejim prib&hu mohou byt Zkousejici a Personal vyzvani
k poskytnuti osobnich (dajd, které spadaji do pUsobnosti
Platnych zakon( a predpisti a/nebo jsou nezbytné k realizaci
Smlouvy. Zdravotnické zafizeni a ZkousSejici se zavazuji, Ze budou
Persondl informovat, Ze jejich osobni Udaje bude zpracovat
spolecnost ImmunoGen, a odpovidaji za ziskani prislusného
souhlasu v rozsahu pozadovaném Platnymi zdkony a pfedpisy.

(e) Transfer of data. ImmunoGen may
transfer personal data to other affiliates of the ImmunoGen
group of companies and their respective agents worldwide.
ImmunoGen and its affiliates and respective agents will
apply adequate privacy safeguards to protect such personal
data. Personal data may also be disclosed as required by
individual competent authorities or Applicable Laws and
Regulations, for example to report serious adverse events
and comply with drug safety laws and regulations.

(e) Predavani Gdajd. Spole¢nost ImmunoGen mize Udaje
pfedavat dalsim subjektdm skupiny ImmunoGen a jejich
prislusnym zastupctim po celém svété. Spole¢nost ImmunoGen
a jeji prfidruzené subjekty a pfisludni z&stupci nicméné na
ochranu téchto osobnich Gdaji uplatni pfiméfena opatieni.
Osobni Udaje mohou byt také zpfistupfiovany na zéakladé
pozadavk( jednotlivych pFislusnych trad( nebo Platnych zakon(i
a predpis(, napfiklad za Ugelem hlaseni zavaznych nezadoucich
pfihod a dodrZovani zakond a predpisdi ohledné bezpecnosti
[éCiv.

(] Retention of data.

Personal data will be kept only for the
period necessary to fulfil the purposes of the collection
unless a longer retention period is required or permitted by
Applicable Laws and Regulations.

® Uchovévani Gdajl. Osobni Gdaje
budou uchovavany pouze po dobu nezbytnou pro splnéni G¢elu
jejich  shromazdovani, pokud Platné z&kony a predpisy
nevyZaduji nebo neumoziuji delsi dobu uchovavani.

17. Miscellaneous.

17. Razné.

(@) Entire Agreement; Modifications. This Agreement,
along with any exhibits incorporated herein by reference,
supersedes any and all other discussions, negotiations, and
representations of any kind and constitutes the entire
understanding of the Parties with regard to the subject
matter herein. No changes, amendments, or alterations to
this Agreement will be effective unless designated in writing
and signed by the Parties.

(a) Celistvost Smlouvy; zmeény. Tato Smlouva spolecné
s veSkerymi pFilohami, jeZ jsou jeji soucasti a na néz Smlouva
odkazuje, nahrazuje veSkeré predchozi dohody, ujednani a
prohlaseni jakéhokoli druhu a predstavuje UpIné ujednani
Smluvnich stran sohledem na pfedmét této Smlouvy. Pro
platnost dodatkd k této Smlouvé nebo zmén této Smlouvy je
nezbytné, aby mely pisemnou formu a byly podepsany
Smluvnimi stranami.

Assignment; Delegation.

()

(b) Postoupeni; delegovani.

0] Except as expressly provided herein,
neither this Agreement nor any right or obligation
hereunder may be assigned by the Institution or the
Investigator to another party without the prior written
consent of ImmunoGen.

() Pokud neni v této Smlouvé uvedeno jinak,
nesmi Zdravotnické zafizeni tuto Smlouvu ani jakékoliv pravo ¢i
povinnost z ni vyplyvajici prevést na jakoukoliv tfeti stranu bez
predchoziho pisemného souhlasu spole¢nosti ImmunoGen.

(i) ImmunoGen may assign some or all of its
rights and obligations under this Agreement to its Affiliates
(as defined below), or procure the performance by its
Affiliates of some or all of its rights and obligations under
this Agreement, including the payment or receipt of monies
due hereunder. ImmunoGen shall be solely liable for the
acts and omissions, if any, of its Affiliates under this
Agreement. In addition, ImmunoGen may assign this
Agreement to a third party in connection with ImmunoGen
licensing, selling, or otherwise transferring the associated

(i) Spolegnost ImmunoGen mdze prevést néktera
nebo vSechna sva prava a povinnosti podle této Smlouvy na své
PFidruZené subjekty (definované niZe) nebo zajistit pInéni této
Smlouvy kterymkoli ze svych Pridruzenych subjekt(l, a to véetné
platby nebo pfijimani penéznich prostfedkd splatnych dle této
Smlouvy.  Spole¢nost  ImmunoGen  ponese  vyhradni
odpovédnost za Ukony a pfipadnd opomenuti svych
PfidruZzenych subjektd pfi plnéni této Smlouvy. Spoleénost
ImmunoGen mizZe také postoupit tuto Smlouvu tieti strané
v ramci poskytnuti licence, prodeje nebo jinym pfevodem
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drug program to such third party. The term “Affiliates”
means any person or entity that controls, is controlled by,
or is under common control with ImmunoGen. The term
“control” means the possession, directly or indirectly, of at
least fifty percent (50%) of the share capital or voting rights
or of the power to direct or cause the direction of the
management and policies of an entity, whether through the
ownership of voting securities, by contract, or otherwise.

souvisejiciho programu vyvoje léCiv spole¢nosti ImmunoGen
této tfeti strané. , PfidruZenymi subjekty” se rozuméji fyzické Ci
pravnické osoby, které ovladaji spolec¢nost ImmunoGen nebo
jsou ji ovladany, nebo jsou ovladany stejnou spolecnosti jako
spolecnost ImmunoGen. ,,0Ovladanim“ se rozumi pFfimé di
nepfimé vlastnictvi minimalné padesati procent (50 %)
akciového kapitdlu, hlasovacich prav nebo opravnéni
rozhodovat pfimo ¢i nepfimo o vedeni pravnické osoby a jeji
strategii, a to na zakladé vlastnictvi cennych papirC s hlasovacimi
pravy, smlouvy €i jinak.

(c) Relationship of Parties. This Agreement shall not
create any relationship of agency or partnership between
the Parties or give either Party any authority to bind the
other Party.

(c) Vztahy mezi  Smluvnimi stranami. Tato Smlouva
nezakladd mezi Smluvnimi stranami zprostfedkovatelsky vztah
ani partnerstvi a nezmocnuje zadnou ze Smiluvnich stran, aby
vstupovala do pravnich zavazk( jménem druhé Smluvni strany.

(d) Use of Names. Except as required by law, no Party
may use the other Party’s name, trademarks, or logos, or the
names of the other Parties’ employees or staff in connection
with any advertising or other promotional literature without
such Party’s prior written consent.

(d) PouZivani _jmen/nazvli. Nebude-li to vyZadovano
zdkonem, nesmi Zadna Smluvni strana pouZivat ndzev, ochranné
znamky nebo loga ¢i jména zaméstnancli druhé Smluvni strany
v souvislosti s jakoukoli inzerci nebo jinou propagacni literaturou
bez pfedchoziho pisemného souhlasu této Smluvni strany.

(e) Governing Law. This Agreement shall be governed
by, construed in accordance with, and enforced in
accordance with the laws of Czech Republic. The Parties
hereby submit to the exclusive jurisdiction ofCzech
Republic, without restricting any right of appeal.

(e) Rozhodné pravo. Tato Smlouva se Fidi a bude vykladana
a vymahana vsouladu spravnim Fadem Ceské republiky.
Smluvni strany timto pod|éhaji vyhradni jurisdikci soud(i v Ceské
republice, aniz by tim bylo jakkoli omezeno pravo na odvolani.

U] Severability. If a court of competent jurisdiction
holds that any term of this Agreement is unenforceable,
illegal, or void, such term shall be enforced only to the
extent that it is otherwise enforceable or is not in violation
of such law, and all other terms of this Agreement shall
remain in full force and effect.

U] Oddélitelnost ustanoveni. Shleda-li pFislusny soud, Ze je
néktera z podminek této Smlouvy nevymahatelnd, nezakonna
nebo neplatna, bude dodrZzovani takové podminky vymahano
pouze vrozsahu, vjakém je vymahatelné nebo neporusuje
platné pravni pfedpisy. VeSkeré ostatni podminky této Smlouvy
zstanou platné a G¢inné v piném rozsahu.

(@ No Third-Party Rights. Unless expressly set forth in
an Appendix hereto, nothing in this Agreement shall confer
any rights on any person who is not a party to this
Agreement.

(@) Neexistence prav tretich stran. Svyjimkou pfipadi
vyslovné uvedenych v Pfiloze této Smlouvy neudéluje nic v této
Smlouvé 7adna prava jakékoli osobé, ktera neni stranou této
Smlouvy.

(h) Non-Waiver. The waiver of or acquiescence by
either Party to any terms or provision hereunder, or the
failure of either Party to insist upon compliance with any
warranty, certification, representation, agreement, term, or
condition in this Agreement, will not preclude any future
exercise of the right to insist upon compliance with any such
warranty, certification, representation, agreement, term, or
condition in this Agreement.

(h) Nevzdéani se prav. Vzdani se nebo pfistoupeni kterékoli
ze Smluvnich stran na nékteré podminky nebo ustanoveni
uvedena v této Smlouvé nebo netrvani kterékoli ze Smluvnich
stran na dodrZeni jakékoli zaruky, potvrzeni, prohlaSeni, dohody
nebo podminky v této Smlouvé nevyluCuje jakékoli budouci
uplatnéni prava trvat na dodrZovani jakékoli takové zaruky,
potvrzeni, prohlaSeni, dohody nebo podminky v této Smlouvé

(0 Force Majeure. No Party hereto shall be liable or
be deemed to be in default for any delays due to causes
beyond the reasonable control of the party, including, but
not limited to, acts of God, strikes or other labor
disturbances, war, whether declared or not, civil disorders,
governmental action, sabotage, and other causes, whether

() Vy88i moc. Zadna ze Smluvnich stran nebude
odpovédna ani ji nebude pricitano zavinéni jakéhokoli zpozdéni
zplisobeného pricinami, které jsou mimo redlnou moznost
ovlivnéni Smluvni stranou, zejména projevy Vys§i moci, stavkami
nebo jinym naruSenim prace, valkami, at' uz vyhlaSenymi i
nevyhlaSenymi, ob¢anskymi nepokoji, zasahy statu, sabotazi a
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similar or dissimilar to those specified herein, provided that
the affected Party promptly notifies the other Party of the
cause and its effects on the services to be performed
hereunder.

dalSich pficin, at uz podobnych nebo odliSnych od téch, které
jsou zde uvedeny, za predpokladu, Zze dotéena Smiluvni strana
neprodlené oznami druhé Smluvni strané pficinu a jeji G€inky na
sluzby, které maji byt podle této Smlouvy poskytovany .

) Primacy. To the extent that the terms of a Protocol
expressly conflict with the terms of this Agreement, the
Protocol shall prevail with respect to the procedures or
methodology for performance of the Study, matters of
science, medical practice and Study Subject safety. In all
other matters, the terms of this Agreement shall prevail.

0 Nadfazenost. V prfipadé vyslovného rozporu mezi
podminkami Protokolu a této Smlouvy bude v otazkach postupdi
i metodiky provadéni Studie, odbornych zalezZitosti, Iékafské
praxe a bezpetnosti Subjektl studie rozhodujici Protokol. Ve
vdech ostatnich ohledech budou rozhodujici podminky této
Smlouvy.

(k) Execution; Counterparts. For the convenience of
the Parties, this Agreement may be (i) executed in 3
counterparts, each of which shall be deemed to be an
original, and both of which taken together shall constitute
one agreement binding on both Parties

(k) Podepsani smlouvy; Stejnopisy. Pro potfeby Smluvnich
stran m0Ze byt tato Smlouva (i) vyhotovena ve 3 stejnopisech,
znichz kazdy bude povazovan za origindl a oba spolecné
predstavuiji jednu smlouvu zavaznou pro obé Smluvni strany.

M Language. If applicable, in case of discrepancy
between the terms of the English version of this Agreement
and the terms of any foreign translation thereof, the terms
of the Czech version shall prevail.

() Jazyk. Dojde-li pfipadné k rozporu mezi pojmy anglické
verze této Smlouvy a pojmy jakéhokoli prekladu této Smlouvy do
jiného jazyka, jsou rozhodujici pojmy Ceské verze.

(m) Precedence. To the extent that there may be any
inconsistency between this Agreement and the Protocol,
the Protocol shall take precedence in relation with Study
procedures.

(m) Precedence. Pokud se pfipadné vyskytnou jakékoli
nesrovnalosti mezi touto Smlouvou a Protokolem, bude ve
vztahu k postuplm Studie urdujici Protokol.

(n) The contracting parties hereby acknowledge and agree
that this contract and its possible amendments are subject
to mandatory publication in accordance with Act.
N0.340/2015 Coll., on registration of contracts as amended.
The publication will be done by Institution. Investigator
agrees with the publication of his/her name in connection
of this Agreement on the portal of public administration
portal under the Act. on the register of contract.

ImmunoGen undertakes to deliver a redacted version of this
Agreement for publication prior to its signature.

(n) Smluvni strany timto berou na védomi a souhlasi, Ze tato
smlouva a jeji pfipadné dodatky podléhaji povinnému
uverejnéni v souladu se zakonem €. 340/2015 Sh., o registru
smluv, v platném znéni. Uverejnéni zajisti Zdravotnické zafizeni.
Zkousejici souhlasi s uvefejnénim svého jména v souvislosti
stouto smlouvou na portéle vefejné spravy vsouladu se
zdkonem o registru smluv.

ImmunoGen se zavazuje k dodani redigované verze této smlouvy
pro zverejnéni jesté pred jejim podpisem.

Signature page to follow

Podpisy na dalsi strané
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IN WITNESS WHEREOF, ImmunoGen, the Institutionand the | NA DUKAZ TOHO tuto Smlouvu spole¢nost ImmunoGen,
Investigator have executed this Agreement through their | Zdravotnické zafizeni a ZkouSejici podepsali k Datu U€innosti.
duly authorized representatives as of the Effective Date.

IMMUNOGEN, INC.

By / Podepsal(z): NN

Name: <Authorized Contracts Signatory>/ Jméno: <osoba opravnénd k podepisovani smluv>

Title / Funkce:

Fakultni nemocnice Ostrava

By / Podepsal(z): [N

Name: <Authorized Contracts Signatory>/ Jméno: <osoba opravnéna k podepisovani smluv>

Title / Funkce:

INVESTIGATOR / ZKOUSEJICi LEKAR

By / Podepsal: | NN

Name / Jméno: |

Title / Funkce: |
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Exhibit A

Priloha A

Bribery and Corruption

Uplaceni a korupce

It is the responsibility of the Parties to ensure that they are
familiar and comply with the provisions of the Applicable
Anti-Corruption Legislation. Nevertheless, the following is
intended as a summary of the key principles underlying the
Applicable Anti-Corruption Legislation.

Povinnosti kazdé Smluvni strany je seznamit se s ustanovenimi
Platnych protikorup¢nich zakon( a dodrZovat je. NiZe je nicméné
uvedeno shrnuti klicovych zédsad Platnych protikorupcnich
zakond.

(A) At all times act with integrity and honesty and
comply with the highest ethical standards.

(A) VZdy jednat Cestné a poctivé a dodrzovat nejpfisnéjsi
etické zasady.

(B) Not make, give, or offer any payment, gift, or other | (B) Z4dné osobé neplatit, neposkytnout ani nenabidnout
benefit or advantage to any person for the purposes | jakoukoli platbu, dar nebo jiny prospéch ¢i vyhodu za Gcelem:
of:
() securing any improper advantage; or () zajisténi jakékoli neopravnéné vyhody; nebo
(i) inducing the recipient or another person (i) nabadani prijemce nebo jiné osoby, aby ucinili,

to do or omit to do any act in violation of their duties or
responsibilities (or for the purposes of rewarding such
conduct).

nebo naopak neucinili néjaky tkon, a tim porusili svoji zakonnou
povinnost (nebo jako odménu za takové jednani).

This restriction applies at all times and in all
contexts. For the avoidance of any doubt, it applies to
dealings with both Public Officials (defined below) and
employees and agents of commercial enterprises. Particular
care must be exercised when dealing with Public Officials.
The Study Parties must not make, give, or offer any
payment, gift, or other benefit or advantage for the
purposes of influencing any act or decision of a Public
Official or inducing such official to use their influence with
another person, entity, or government instrumentality or to
affect or influence any act or decision of such other person,
entity, or government instrumentality. The term “Public

Tento zakaz plati neomezené a za vech situaci. Aby se
vyloucily jakékoli pfipadné pochyby, vztahuje se na jednani
s Vefejnymi Ciniteli (definovanymi nize) i na jednani se
zameéstnanci a zastupci obchodnich spoleénosti. Zvlastni
pozornost je tfeba vénovat jednani s Vefejnymi Ciniteli. Osoby
podilejici se na Studii nesméji poskytovat nebo nabizet finanéni
Castky, dary ani jiné pInéni i vyhody s cilem ovlivnit jednani
nebo rozhodnuti vefejného Cinitele nebo jej pfimét, aby vyuzil
svého vlivu na dalsi fyzické Ci pravnické osoby nebo na organy
statni spravy nebo pfimo ovlivnil jednani nebo rozhodnuti dalsi
fyzické ¢i pravnické osoby nebo organu statni spravy. ,,.Vefejnym
initelem” se rozumi jakakoli osoba jednajici za jakékoli vladni

Official” includes any person acting on behalf of any
government department, agency, or instrumentality or any
state-owned or controlled enterprise. This includes health
care professionals employed by a state- or local
municipality-run hospital or clinic and representatives of
public international organizations.

oddéleni, ifad nebo orgén statni spravy nebo za jakykoli podnik
vlastnény nebo ovladany statem. Jedna se i o zdravotnické
pracovniky statnich nebo obecnich nemocnic nebo klinik a
z&stupce verejnych mezinarodnich organizaci.

© The Study Parties must not make, give, or offer any
payment, gift, or other benefit or advantage to any person
while knowing or suspecting that all or a portion of such
money, gift, benefit, or advantage will be used, whether
directly or indirectly, in breach of (B) above.

© Osoby podilejici se na Studii nesméji poskytovat nebo
nabizet financni ¢astky, dary ani jiné pInéni ¢i vyhody jakymkoli
osobam, jestlize védi nebo maji podezieni, Ze by finanéni ¢astka,
dar, pInéni ¢i vyhoda byly zcela nebo ¢aste¢né pouZzity pfimo i
nepiimo k poruseni zakazl uvedenych v bodé (B) nebo (C) vyse.

(D) The Study Parties shall make and keep books,
records, and accounts which, in reasonable detail,
accurately and fairly reflect the transactions and
dispositions of the assets of the Study Parties.

(D) Osoby podilejici se na Studii jsou povinny vést Uéetni
knihy, zaznamy a ucCty, které dostatecné podrobné, presné a
poctivé odrazeji jejich transakce a nakladani s jejich aktivy.
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(E) The Study Parties shall devise and maintain a
system of internal accounting controls sufficient to provide
reasonable assurances that: transactions are executed in
accordance with management’s general or specific
authorization; transactions are recorded as necessary to (i)

permit preparation of financial statements in
conformity with generally accepted accounting principles or
any other criteria applicable to such statements and (ii)

to maintain accountability for assets; access to
assets is permitted only in accordance with management’s
general or specific authorization; and the recorded
accountability for assets is compared with the existing
assets at reasonable intervals and appropriate action is
taken with respect to any differences.

(E) Osoby podilejici se na Studii jsou povinny vytvaret a
udrzovat systém kontrol interniho G€etnictvi, které dostatecné
zajisti, Ze: transakce jsou provadény v souladu sobecnym i
zvlaStnim povérenim vedeni; transakce jsou dle potfeby
zaznamenavany (i) ke zpracovani finanénich vykaz( v souladu
s obecné platnymi Ucetnimi principy nebo jakymikoliv jinymi
podminkami platnymi pro takové vykazy; a (ii) k zauctovani
aktiv; pristup k aktivim je povolen pouze v souladu s obecnym a
zvl&tnim povéfenim vedeni; a zalCtovand aktiva jsou
v pfiméfenych intervalech porovnavana s existujicimi aktivy a
v souvislosti s jakoukoliv nesrovnalosti budou podniknuty
primérené kroky.

[Intentionally left blank]

[Zamérné ponechano prazdné]
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Exhibit B Priloha B

BUDGET AND PAYMENT TERMS ROzPOCET A PLATEBNi PODMINKY

A. PAYEE DETAILS A. UDAJE 0 PRIJEMCI PLATEB

The Parties agree that the payee designated below is the | Smluvni strany se dohodly, Ze niZze uvedeny pFijemce plateb je
proper payee for this Agreement, and that payments under | fadnym pfijemcem plateb vyplyvajicich z této Smlouvy aze
this Agreement will be made only to the following payee | platby vyplacené podle této Smlouvy budou hrazeny vyhradné

(the “Payee™): tomuto pfijemci plateb (dale jen ,,P¥ijemce plateb®):
Jméno
Payee Name Fakultni nemocnice Ostrava :::erzfe Fakultni nemocnice Ostrava
17.listopadu 1790/5 Adresa 17 listopadu 1790/5
Payee Address | 708 52 Ostrava -Poruba Pfijemce 708 52 Ostrava -Poruba
Ceské Republika plateb: Ceska Republika
E-mailova
revee o | achesa I
Address Pfijemce
plateb:
Bank Name Ceska narodni banka Nazev banky: Ceska narodni banka
Bankovni ucet
Bank Account gislo IBAN IBAN: CZ59 0710 0000 0000
IBAN Number | 5 AN ¢z59 0710 0000 0000 6633 2761 | | | nebo kéd 6633 2761
or branch pobogky
number
Koéd SWIFT: CNBACZPP
SWIFT Code CNBACZPP DIC / DPH /
danové
. el vt CZ00843989
VAT/GST/Tax 200843989 identifikaéni
ID Number Cislo
Jméno
Site Contact kontaktni I
rame I osoby v centru:
E-mail
St Contact | |y I
email osoby v centru
i Jariabint I
verebe | symbol
symbol

In case of changes in the Payee’s bank details, Payee must | Dojde-li ke zméné v Udajich o bankovnim spojeni Pfijemce
provide notice in writing. The Parties agree that in the case | plateb, bude PFijemce plateb povinen otom pisemné
of changes to bank details which do not involve a change of | informovat. Smluvni strany se dohodly, Ze pokud se zména bude
Payee, Bank Account Name, or country location of bank | tykat pouze bankovnich Gdajd, které nepdsobi zménu Pfijemce
account, no amendment to this Agreement is required. plateb, ndzvu bankovniho G¢tu, nebo zménu statu, v némz je
bankovni Gcet zfizen, nebude zapotfebi dodatku této Smlouvy.
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The Parties acknowledge that the designated Payee is
authorized to receive all of the payments for the services
performed under this Agreement.

Strany timto berou na védomi, Ze uvedeny PFijemce plateb je
opravnén prijimat veSkeré platby za sluzby poskytované na
zakladé této Smiouvy.

Payee's obligation to reimburse the Investigator or
Personnel, if any, is determined by a separate agreement
between Investigator or Personnel and Payee, which may
involve different payment amounts and different payment
intervals than the payments made under this Agreement to
the Payee.

PFipadna povinnost Pfijemce plateb vyplacet ZkouSejicimu nebo
Personalu odménu bude upravena v samostatné smlouvé mezi
Zkousejicim nebo Personalem a Pfijemcem plateb, v niZ mohou
byt stanoveny jiné ¢astky plateb a jiné vyplatni terminy nez
Castky vyplacené Prijemci plateb na zakladé této Smiouvy.

ImmunoGen or its designee shall not be obligated to, and
will not, make direct payment to Investigator or Personnel,
even in the event the Payee fails to appropriately reimburse
Investigator or Personnel.

Spole¢nost ImmunoGen ani ji povéfeny subjekt nejsou povinny
a nebudou provadét pfimou platbu ZkouSejicimu nebo
Personalu, a to ani v pfipadé, Ze PFijemce plateb pfislusné platby
ZkousSejicimu nebo Personalu neprovede.

B. PAYMENT TERMS

B. PLATEBNi PODMINKY

ImmunoGen or its designee will pay the Payee quarterly for
the services it has provided in the previous three (3) months
in accordance with the budget and milestone schedule set
out below. Each payment due, including any screen failures
that may be payable under the terms of this Exhibit, will be
made based upon the prior 3 months’ completed CRFs
received from the Institution and Investigator. The
payments will be made on the basis of an invoice issued by
the Institution due within 30 days from the date of issue of
invoice.

Spole¢nost ImmunoGen nebo ji povéfeny subjekt bude Prijemci
plateb poukazovat platby Ctvrtletné za sluzby poskytnuté
v pfedchozich tfech (3) mésicich podle nize uvedeného rozpoctu
a harmonogramu milnik(. Kazda splatna ¢astka véetné odmeény
za Subjekty, které neprojdou vstupnimi vySetfenimi, bude-li
podle podminek této Pfilohy hrazena, bude vyplacena na
z&kladé formulaid CRF vypInénych za ptredchozi 3 mésice, které
predlozi Zdravotnické zafizeni a ZkouSejici.Platby budou
provadény na zakladé faktur vystavenych Zdravotnickym
zafizenim se splatnosti do 30 dnii ode dne vystaveni faktury.

Final payment will be made to the Payee upon provision and
acceptance of all CRFs, the receipt and approval of any
outstanding regulatory documents as required by
ImmunoGen or its designee, the return of all unused
Material and/or Equipment to ImmunoGen or its designee,
and satisfaction of all other applicable conditions set forth
in the Agreement.

Z&vérelna platba bude PFijemci plateb vyplacena po doruceni
véech formulari CRF, prijeti a schvaleni ptipadnych chybéjicich
dokladl od kontrolnich Gradli vyZadovanych spolecnosti
ImmunoGen, vraceni vSech nespotfebovanych Materialll
a/nebo Vybaveni spole¢nosti ImmunoGen a splnéni vSech
ostatnich pfislusnych podminek této Smlouvy.

All taxes and any other fees, expenses, or costs, including
but not limited to, the remuneration of all Personnel,
incurred by Payee in performing this Agreement that are not
specifically designated as reimbursable by ImmunoGen
under this Exhibit are Payee's sole responsibility unless
otherwise agreed by the Parties in a written amendment to
this Agreement.

Veskeré dané a vSechny ostatni poplatky, vydaje nebo naklady,
napfiklad odmény véem zaméstnancim nebo Personalu, které
PFijemci plateb vzniknou pfi pInéni této Smlouvy, aviak nejsou
konkrétné uvedeny jako vydaje nebo naklady proplacené
spole¢nosti ImmunoGen podle této Pfilohy, uhradi Pfijemce
plateb, pokud se Smluvni strany v pisemném dodatku této
Smlouvy nedohodly jinak.

Major, disqualifying Protocol violations are not payable

Zavazna diskvalifikujici poruSeni Protokolu nebudou podle

under this Agreement.

podminek této Smlouvy proplacena.

All payments made in accordance with the attached budget
will be paid by wire transfer.

VSechny platby provadéné v souladu s pfilozenym platebnim
rozvrhem budou hrazeny bankovnim prevodem.

C. PAYMENT DISPUTE

C. PLATEBNIi SPORY
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Payee will have thirty (30) days from the receipt of final
payment to dispute any payment discrepancies during the
course of the Study.

ImmunoGen must claim return of any overpayments that
arise from erroneous invoicing documents provided by
ImmunoGen or any of its representatives, no later than 3
month from the date of the last payment according to this
Agreement and Exhibit. ImmunoGen acknowledges that
after this point the Institution is not obligated to return any
overpayments, as due to the method of invoicing, the
Institution acts in good faith to the acquired funds.

Jakékoli nesrovnalosti v platbach béhem Studie bude moci
Prijemce plateb rozporovat do tficeti (30) dnli po doruceni
z&vérecné platby.

Vraceni pfipadnych preplatkd, které vzniknou dodanim
chybnych podkladd k fakturaci ze strany ImmunoGen i
jakéhokoliv jeho zastupce, je ImmunoGen povinen uplatnit
nejpozdéji do 3 mésict ode dne uskuteénéni posledni platby dle
této smlouvy a pfilohy. ImmunoGen bere na védomi, Ze po
tomto okamziku neni Zdravotnické zafizeni povinno vracet
jakékoliv preplatky, jelikoz vzhledem ke zplsobu fakturace je
Zdravotnické zafizeni v dobré vife k nabytym finan¢nim
prostfedkdm.

D. DISCONTINUED OR EARLY TERMINATION

D. VYRAZENi NEBO PREDCASNE UKONCENI

In the event that a Study Subject withdraws or is withdrawn
from the Study for reasons beyond the Institution's or the
Investigator’s control, payment will be made pro rata based
on the number of visits completed by the Study Subject in
accordance with the Protocol. In order for payment to be
issued, all data up to the time of the Study Subject's
withdrawal from the Study must have been submitted to
and accepted by ImmunoGen.

V pfipadé, Ze Subjekt studie ukonéi svou Gcast ve Studii nebo z ni
bude vyfazen zdOvodd, které Zdravotnické zafizeni nebo
Zkousejici nemohou ovlivnit, bude platba provadéna v pomérné
vySi podle poCtu navstév uskutecnénych Subjektem studie
vsouladu s Protokolem. Aby mohla byt platba provedena,
museji byt veSkeré Udaje az do okamZiku ukonleni UCasti
Subjektu ve Studii pfedloZeny spole¢nosti ImmunoGen a ta je
musi schvalit.

E. INVOICES AND INVOICEABLE ITEMS

E. FAKTURY A FAKTUROVATELNE POLOZKY

Original invoices pertaining to this Study must be submitted
for reimbursement to the following address:

Originaly faktur k této Studii museji byt zasilany k proplaceni na
tuto adresu:

Invoices must be issued to ImmunoGen:

Faktury musi byt vystaveny na ImmunoGen:

ImmunoGen, Inc.
830 Winter Street Waltham, MA 02451 USA
Tax Id No: 04-2726691

ImmunoGen, Inc.
830 Winter Street Waltham, MA 02451 USA
ICO: 04-2726691

Invoices must be sent to the CRO:

Faktury musi byt zaslany na adresu CRO:

Preferred electronically:

Pokud mozZno elektronicky:

Or via mail at:

Nebo postou na:

IQVIA Biotech LLC

IQVIA Biotech LLC

Attn: Site Payments

K rukam: Site payments (platby mistdim provadéni klinického
hodnoceni)

2400 Ellis Road, Pod A, Level 4

2400 Ellis Road, Pod A, Level 4

Durham, NC 27703, USA

Durham, NC 27703, USA

Please note that invoices will not be processed unless they
reference  ImmunoGen, Protocol number, Investigator
name, and site number and provide sufficient detail of the
items for which payment or reimbursement is requested,

Upozornujeme, Ze faktury nebudou zpracovany, jestlize v nich
nebude uveden nadzev ImmunoGen, ¢islo Protokolu, jméno
Zkousejiciho a Cislo mista provadéni klinického hodnoceni a
dostatetné podrobné daje o polozkach, za néZ je platba nebo
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including the Study Subject number and visit number and
date, where applicable. After receipt and verification,
payment for invoices will be included with the next regularly
scheduled payment for Study Subject activity.

Uhrada poZadovana, napriklad €islo Subjektu a pfipadné ¢islo a
datum navstévy. Po doruceni a ovéfeni budou faktury uhrazeny
v ramci dalSi pravidelné planované platby za €innosti spojené se
Subjekty studie.

[]  SCREEN FAILURES

[]  SUBIJEKTY, KTERE NEPROJDOU VSTUPNIMI VYSETRENIMI

A screen failure is defined as a Study Subject who met all
eligibility requirements for participation in the Study
according to the inclusion and exclusion criteria specified by
the Protocol, but who was ultimately deemed ineligible to
participate based upon the results of labs or other
procedures which were received prior to randomization.
Reimbursement will not be made for Study Subjects
randomized in error. Screen Failure payments in excess of

I subjects will require prior written approval by
ImmunoGen in writing.

Za Subjekt, ktery neproSel vstupnim vySetfenim (,screen
failure*), bude povazovan Subjekt studie, ktery splnil vSechny
podminky Ucasti ve Studii podle zafazovacich a vyluCujicich
kritérii stanovenych Protokolem, avSak nakonec byl shledan
nezplsobilym k GCasti na zékladé vysledk(l laboratornich
rozbor(i nebo jinych Gkond provedenych pied randomizaci. Za
nespravné randomizované Subjekty studie nebude vyplacena
Z4dn& Uhrada. Platby za Screen Failure presahujici
Subjektd budou pFeplaceny jen s predchozim pisemnym
souhlasem zadavatele spolecnosti ImmunoGen.

To be eligible for reimbursement, the Payee must submit an
invoice along with the completed screening CRF pages must
be submitted along with any additional information
requested by ImmunoGen to appropriately document the
Study Subject screening procedures.

Podminkou opravnénosti ndroku na Ghradu plathy je, ze
PFijemce plateb musi pfedlozit Fadné vyplnéné vstupni CRF,
jakoz i pripadné dodatecné informace pozadované ze strany
spole¢nosti  ImmunoGen za ucelem Fadného prokazani
provedeni vstupnich vySetfeni u Subjektu studie.

ImmunoGen will reimburse Payee at the procedure
amounts indicated in the budget table below for confirmed
screen failures over the duration of the Study. Screen
failures will be paid quarterly for the invoices the Institution
has provided in the previous three (3) months.

Spole¢nost ImmunoGen uhradi PFijemci plateb ¢astku za kon ve
vysSi stanovené pfilozenym rozpoctem za potvrzené Subjekty,
které b&hem trvani Studie neprojdou vstupnim vySetfenim.
Uhrady za Subjekty, které neprojdou vstupnimi vySetfenimi,
budou provadény cCtvrtletné na zakladé faktur vystavenych
Zdravotnickym zafizenim za pfedchozi ti (3) mésice.

PATIENT REIMBURSEMENT:

[J  NAHRADY SUBJEKTOM:

The Institution will invoice ImmunoGen for the travel costs
of the trial subjects in accordance with the Budget Table
below. The Institution is obliged to prove that the travel
costs of the evaluated subject have been paid at the request
of ImmunoGen. The Institution is entitled to request a
financial reserve (deposit) from ImmunoGen to cover the
travel costs of the trial subjects, in the amount of CZK
I e financial reserve will be paid by ImmunoGen
upon receipt of a detailed invoice, which will be issued
immediately after the execution of this Contract. Any
unspent part of the financial reserve will be returned by the
Institution without undue delay within 60 days after the end
of the clinical trial to the account of the Sponsor . Records
of travel costs are provided by the Principal investigator or
the study coordinator and then passes this on to the study
monitor. Compensation will be paid to patients after
payment of the issued invoice.

Zdravotnické zafizeni bude fakturovat cestovni naklady subjektu
hodnoceni spolecnosti ImmunoGen v souladu s nize uvedenou
tabulkou rozpoCtu. Na Z&dost ImmunoGen je Zdravotnické
zafizeni povinno doloZit, Ze cestovni naklady subjektu hodnoceni
byly vyplaceny. Zdravotnické zafizeni je opravnéno pozadovat
po ImmunoGen finanéni rezervu (zalohu) na Uhradu cestovnich
naklad(i subjektd hodnocen, a to ve vys3i [l <¢. Finanéni
rezerva bude ImmunoGen uhrazena po obdrzeni podrobné
faktury, kterd bude vystavena bezprostfedné po uzavfeni této
smlouvy. Pfipadnd nevyCerpand Cast financni rezervy bude
Zdravotnickym zafizenim bez zbyteénych odkladd vracena do 60
dnd po ukonéeni klinického hodnoceni na Ucet Zadavatele.
Evidenci cestovnich nakladi zajistuje Zkousejici popt. studijni
koordinator a nasledné toto pfeda monitorovi studie. Nahrady
budou pacienttim vyplaceny po Ghradé vystavené faktury.

F. BUDGET TABLE

F. TABULKA S ROZPOCTEM
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All visit payments noted below include reimbursement for
all Study procedures and associated Personnel time on the
Study, including the Investigator and study coordinator.

Vechny niZe uvedené platby za jednotlivé navstévy zahrnuji
platbu za veSkeré Ukony provadéné vramci Studie a za cas
vynalozZeny pfislusSnym Personalem véetné Casu ZkousSejiciho a
koordinatora studie.

Each Party represents and warrants to the other that the
payment under this Appendix (including payments to
subcontractors, consultants, or other agents working on
behalf of Institution or as part of the Institution’s services to
ImmunoGen, if applicable) (i) represents the fair market
value for the work contemplated hereunder, (i) has not
been determined in any manner that takes into account the
volume or value of any referrals, reimbursements, or
business between Institution and ImmunoGen, and (iii) is
not offered or provided, in whole or in part, with the intent
of, directly or indirectly, implicitly or explicitly, influencing
or encouraging the recipient to purchase, prescribe, refer,
sell, arrange for the purchase or sale of, or recommend
favourable formulary placement of an ImmunoGen product
or as a reward for such past behaviour.

Smluvni strany prohlasuji a vzajemné se zarucuiji, Ze platby, které
budou hrazeny na zakladé této Pfilohy (vCetné plateb
subdodavatelim, poradcim a dalsim osobam jednajicim
jménem Zdravotnického zafizeni a plateb vramci sluzeb
poskytovanych  spolecnosti  ImmunoGen  Zdravotnickym
zafizenim) (i) predstavuji pfiméfenou trzni odménu za préci,
ktera ma byt podle této Smlouvy provedena, (ii) nebyly
stanoveny s pfihlédnutim k mnoZstvi nebo hodnoté doporucenti,
Uhrad nebo obchodnich transakci mezi Zdravotnickym zafizenim
a spole¢nosti ImmunoGen a (iii) nejsou nabizeny ani
poskytovany zcela nebo Castecné s umyslem pfimo, nepfimo,
skryté nebo oteviené ovlivnit jejich pfijemce nebo ho nabadat
ktomu, aby nakupoval vyrobky spoletnosti ImmunoGen,
predepisoval je, odkazoval se na né, prodaval je, zafizoval jejich
nakup ¢i prodej ani doporucoval jejich vyhodné umisténi
v [ékopisu.

Invoicing shall be based on documentation supplied by
ImmunoGen/CRO and which will indicate the summary of
Study Subject’s completed visits and the number of
individual procedures already performed. Amounts for
services rendered by the Institution’s pharmacy must be
always shown separately from the other amounts in the
invoice documents. ImmunoGen /CRO shall be responsible
for submitting the proper supporting documents at a time
that allows the deadlines in this Exhibit to be met.

Fakturace bude probihat na zdkladé podklad( pro vystaveni
faktury dodanych ImmunoGen/CRO, kde bude vyznacen prehled
uskutecnénych navstév subjektli hodnoceni a pocty jednotlivych
provedenych vy3etfeni. Céastky za sluzby provedené lékarnou
Instituce musi byt v podkladech k fakturaci vidy uvedeny
oddélené od ostatnich Gastek. Za predani fadnych podkladd
v dobg&, umoziujici naplnéni termin( v této piiloze odpovida
ImmunoGen/CRO.

[Intentionally left blank]

[Zamérné ponechano prazdné]
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Planned Subject Visits: Pldnované ndvstévy Subjekti:

1/ Z el: Inc.
Protocol Number:/Cislo protokolu: IMGN853-0421

Overhead at/Rezijni Total Cost per
naklady ve vysi  |Visit/Celkem naklady
za navstévu

Name of Procedure/Nazev Ukonu Subtotal/Dil¢i soucet

Total payment for patients, inclusive of
Overhead/Platby za pacienty celkem vcetné
rezijnich nakladt

ImmunoGen CTA | _1MGN853-0421_CZE_PI ImmunoGen CTA Il _\MGN853-0421_CZE_PI 37
Klat_final draft 08May2024_IQB17May24_clean Klat_final draft 08May2024_IQB17May24_clean
22May?24 _redacted clean REDACTED 22May24 _redacted clean_REDACTED



Overhead Total Cost per
at/Rezijni naklady| Visit/Celkem
ve vysi naklady za
navstévu

Name of Procedure/Nazev Gkonu Subtotal/Dil¢i soucet

Total payment for patients, inclusive
of Overhead/Platby za pacienty
celkem véetné rezijnich nakladi

Overhead at/ReZijni Total Cost per
naklady ve vy$i  |Visit/Celkem naklady
za navstévu

Name of Procedure/Nazev Ukonu Subtotal/Dilé&i soucet

Total payment for patients, inclusive of
Overhead/Platby za pacienty celkem vcetné
rezijnich nakladt
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Conditional Subject Visits: Ndvstévy Subjekti podle potieby:

Unit Cost/Jednotkové
naklady

Invoiceable Procedures/Fakturovatelné (ikony OH at xx% Total: / Celkem:

Premedications/remedikace

ImmunoGen CTA | _1MGN853-0421_CZE_PI ImmunoGen CTA Il _\MGN853-0421_CZE_PI 39
Klat_final draft 08May2024_IQB17May24_clean Klat_final draft 08May2024_IQB17May24_clean
22May?24 _redacted clean REDACTED 22May24 _redacted clean_REDACTED



Radiological Assesments/Radiologicka vySetreni
OH inclusive

Invoiceable Visits/ Fakturovatelné navstévy

Screen failure - based on completed procedures at the rate noted in the per patient budget
above and in the Invoiceable procedures table above/Pacienti, ktefi neprojdou vstupnimi
vySetienimi — na zakladé provedenych Ukond ve vySe uvedenych sazbach za pacienta a ve
vySe uvedené tabulce fakturovatelnych Gkond

Unscheduled Visit - based on completed procedures at the rate noted in the per patient
budget above and in the Invoiceable procedures table above/Neplanovana navstéva — na
zakladé provedenych Ukond ve vySe uvedenych sazbach za pacienta a ve vySe uvedené tabulce
fakturovatelnych ukon(

Patient Travel and meal flat rate »o00« CZK per visit and in case of patient undergoing fresh
biopsy 00« CZK ./Pausalni sazba za cestovné a stravné pacientl ve vysi xxxx K€ za navstévu a
xxxx K€ v pfipadé pacienta podstupuijiciho Cerstvou biopsii.
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Note: The above conditional procedure costs will be | Poznamka: VySe uvedené naklady na Ukony provadéné podle
reimbursed on a pass-through basis upon receipt of an | potfeby budou hrazeny prefakturaci po obdrZeni originélu

original invoice. Please see Section | above. faktury. Viz Clanek | vyse.

G. ADDITIONAL SITE FEE(S) G. DALS3i POPLATKY HRAZENE MIiSTU PROVADENI KLINICKEHO
HODNOCENI

Initial Study Start- Up Payment Poplatek za iniciaci Studie

The following Site costs will be paid upon receipt of invoice | Nasledujici vydaje budou Mistu provadéni klinického hodnoceni
and supporting documentation from Site: proplaceny na zakladé faktury a po predlozeni podkladové
dokumentace:

DalSi naklady Zdravotnického zafizeni (v KE)

Pharmacy Fees Lékarenské poplatky
(in CZK) (v K¢)
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No other additional funding requests will be considered | Bez pfedchoziho pisemného souhlasu spole¢nosti InmunoGen
without the prior written consent of ImmunoGen. nebudou schvalovany Zdadné dalsi Zadosti o financni
prostredky.
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SAMPLE Exhibit B-2

VZOR Pfilohy B-2

Representations and Warranties of Investigator

Prohlaseni a zaruky Zkousejiciho.

IMGN853-0421

IMGN853-0421

I, the Investigator, hereby represent and warrant to
ImmunoGen that:

Ja, ZkousSejici, timto prohlasuji a zaru€uji se spole€nosti
ImmunoGen, Ze:

[J Iam free to participate in the Study and there are
no rights which may be exercised by or obligations
owed to any third party which might prevent or
restrict my performance of the obligations detailed
in this Agreement.

[J  Se mohu Studie svobodné zUgCastnit a neexistuji zadna

préava, ktera by vii¢i mné mohla uplatiiovat jakakoli teti
strana, ani nemam v(¢i jakékoliv tfeti strané zadné
z&vazky, které by mi mohly branit ¢&i mé omezovat pfi
plnéni povinnosti uvedenych v této Smlouvé.

[1 I am not involved in any regulatory litigation or
investigation by the FDA or other medical
regulatory authority. No data produced by me in
any previous clinical study has been rejected
because of concerns as to its accuracy or because
it was generated by fraud.

Nejsem stranou 7&dného soudniho Fizeni ani
vySetfovani ze strany FDA ¢&i jiného zdravotniho
kontrolniho afadu. Vysledky, které jsem poskytoval(a)
v pfedchozich klinickych hodnocenich, nikdy nebyly
odmitnuty kvQli nepresnostem nebo kvdli jejich
podvodnému ziskani.

[J Ishall use only properly qualified and experienced
personnel to carry out the Study, and such
personnel shall work under my supervision and
control.

K provadéni Studie budu vyuZivat pouze Fadné
kvalifikované a zkuSené pracovniky, na které budu
dohliZet a kontrolovat je.

[J Icurrently carry, and shall continue to carry for the
duration of the Study, medical liability insurance
(or, alternatively, the Institution carries medical
liability insurance covering me) and will provide
details and evidence of my coverage to
ImmunoGen upon request.

V souCasné dobé mam uzavieno pojisténi profesni
odpovédnosti ve zdravotnictvi (nebo Zdravotnické
zafizeni ma uzavieno pojisténi profesni odpovédnosti
ve zdravotnictvi, které se na meé vztahuje) a budu ho mit
uzavieno po celou dobu trvéani Studie a spoleCnosti
ImmunoGen predloZim na poZadani podrobnosti a
doklad o mém kryti.

[1 lunderstand that ImmunoGen may wish to process
your personal data for administrative and
commercial purposes for example in a database to
be used for the organization of future clinical trials.
You further understand and agree that your
personal data may if necessary for these purposes,
be transferred to third parties, including other
companies related to ImmunoGen in the form of a
group and their advisors and third party service
providers, as well as to regulatory authorities and
tax authorities, as required by applicable law or
relevant stock exchange rules. You are not required
to give your consent to the re-use of your personal
data and your refusal may not impact the conduct
of the current Study, just further communications.

Je mi zndmo, Ze spoletnost ImmunoGen mize chtit
zpracovdvat mé osobni Udaje k administrativnim a
komerénim Gcellim, napfiklad v databazi, ktera bude
vyuZita pfi organizaci budoucich klinickych hodnoceni.
Je mi také zndmo a souhlasim s tim, Ze pokud to bude
pro tyto ucely nezbytné, mohou byt mé osobni Udaje
predavany tfetim osobam, napfiklad dalsim
spoleCnostem ze skupiny ImmunoGen nebo jejich
poradcim a externim poskytovatelm sluzeb, jako? i
kontrolnim Gfadim a dafiovym Grad(im, pokud to
budou vyZadovat platné pravni pfedpisy nebo pravidla
prislusné burzy cennych papiri. Neni ode mne
poZadovan souhlas s opétovnym pouZitim mych
osobnich Gdajli a mé odmitnuti nemusi mit vliv na
provadéni této Studie, pouze na dalsi komunikaci.
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LI 1 have read this exhibit B-2 and agree to be bound by | LI Tuto Pfilohu B-2 jsem si prfecetl(a) a souhlasim s tim, Ze
the terms and conditions of this Exhibit, including, but podminky této Pfilohy budou pro mé zavazné, zejména
not limited to, the obligations of nondisclosure, pokud jde ozavazky vyplyvajici z ustanoveni Smlouvy
assignment of inventions, and publication as set forth in o0 nesdélovani idajd, postupovani objevl a publikovani.
the Agreement.

y: [ Podepsal(@): [

I
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Exhibit C

Template Privacy Notice for Study Staff

Global Template - Privacy notice for clinical trial site
personnel

This privacy notice is addressed to:

Clinical investigators (principal investigator,
sub-investigator or co-investigator);

Other Site staff such as nurses, pharmacists or
technicians, whose Personal Data may be
processed in the course of the clinical trial
sponsored by Company.

You are receiving this Privacy Notice because
ImmunoGen  (“Company”)  will  process
information about you, which constitutes
“Personal Data.”

This privacy notice is provided to you to ensure
transparency in relation to collection, use and
disclosure of your Personal Data by Company for
purposes related to the conduct of clinical trials
sponsored by ImmunoGen (“Company Clinical
Trials”) which are being carried at your Clinical
Trial Site [(the “Site”). For the purposes described
in this Privacy Notice, Company is responsible for
the processing of your Personal Data acting as a
“Controller”.

Collection of Personal Data

For the purposes described in this Privacy Notice,
we may collect the following information about
you including:

[1 name, identification number, address and
other contact details,

[1 financial information (e.g., bank account
number, financial interests in any of the
Company group companies),

[1 qualifications, publications and information

contained in the CV you provide to us where
necessary,
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Priloha C

Vzor sdéleni ke zpracovani osobnich udaju pro
studijni tym

Globalni Sablona — Sdéleni ke zpracovani
osobnich Gdajd pro pracovniky mista provadéni
klinického hodnoceni

Toto sdéleni ke zpracovani osobnich Udajll je
uréeno pro:

[ klinické  zkousejici  (hlavniho

zkousSejici nebo spoluzkousejici);

zkousejiciho,

[J ostatni zaméstnance mista provadéni klinického
hodnoceni, jako jsou zdravotni sestry, lékarnici
nebo technici, jejichz osobni Udaje mohou byt
zpracovavany v pribéhu klinického hodnoceni

provadéného Spolecnosti.

Toto sdéleni ke zpracovani osobnich Gdajd
dostavate, protoze spolecnost ImmunoGen (dale
jen ,Spoleénost) o Vas zpracovava informace
povaZované za ,,0sobni tdaje”.

Toto sdéleni ke zpracovani osobnich Gdajl je Vam
poskytovano k zajisténi transparentnosti pfi
shromazdovani, pouzivani asdélovani VaSich
osobnich Gdajd Spolecnosti pro Géely souvisejici
s provadénim Kklinickych hodnoceni spole€nosti
ImmunoGen  (dale ,Klinickdi  hodnoceni
Spoleénosti“), kterd jsou provadéna ve VaSem
centru provadéni klinického hodnoceni (dale
»Centrum“). Pro UCely popsané v tomto sdéleni ke
zpracovani  osobnich  Gdaji  odpovida za
zpracovani osobnich Gdajl jako jejich ,,Spravce
Spolecnost.

Shromazdovani Osobnich tdaja

Pro ucely popsané v tomto sdéleni ke zpracovani
osobnich Udaji oVas mlzeme shromazdovat
nasledujici informace:

[l jméno, identifikani Cislo, adresa a dalSi

kontaktni Gdaje,

71 finan¢ni informace (napf. ¢islo bankovniho
actu, finanéni podily v nékteré ze spole¢nosti

skupiny Spolecnosti),

01 kvalifikace, publikace ainformace obsazené

v Zivotopise, ktery ndm pripadné poskytnete,
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1 previous experience in clinical trials within or|[]
outside of Company and type of the GCP
training received,

pfedchozi zkuSenosti s klinickymi
hodnocenimi  pro SpoleCnost ipro jiné
zadavatele atyp absolvovaného Skoleni
v zasadach GCP,

[ technical data related to your use of Company|[
IT systems.

technické Udaje tykajici se VaSeho pouZivani
IT systém0 Spolecnosti.

Purposes and legal basis for processing your Personal |Uéely a pravni zaklad pro zpracovani Vasich osobnich
Data udaja

Processing purpose / Legal basis Ucel zpracovani / Pravni zaklad

1. Company’ legitimate interest to conduct
clinical trials to test potential treatments
as well as compliance with legal and
regulatory obligations

to conduct Company Clinical Trials in
accordance with good clinical practice
and applicable laws; /

2. to support applications for and to comply
with the conditions of any marketing
approval granted in respect of any
medication studied under a Company
Clinical Trial (“Study Medication”) /
compliance with legal and regulatory
obligations;

3. Company’ legitimate interest to conduct
clinical trials to test potential
treatments; /

to support applications to vary the terms na

1. opravnény zajem Spole¢nosti provadét
klinicka hodnoceni za GCelem testovani
potencialnich 1é¢ebnych postupld aza
Gcelem dodrzovani zakonnych povinnosti
a povinnosti  stanovenych  kontrolnimi
Ufady;

provadét klinickd hodnoceni Spole¢nosti
vsouladu se spravnou Kklinickou praxi
a platnymi pravnimi predpisy;

2. na podporu Zadosti o registraci aza
Gc¢elem dodrzovani podminek pfipadné
registrace ziskané pro jakykoli éCivy
pFipravek zkoumany vramci klinického
hodnoceni Spole¢nosti (dale ,,Hodnoceny
Ié¢ivy ptipravek®); / dodrZovani pravnich
predpisti  apovinnosti  stanovenych
kontrolnimi Gfady;

3. Opravnény zdjem Spolecnosti provadét
klinickda hodnoceni za ucelem testovani
potencialnich Iééebnych postup(;

podporu Zadosti o0zménu podminek

of any marketing approval granted in rozhodnuti o registraci udéleného Hodnocenému

respect of a Study Medication; /

Company’ legitimate interest to conduct

clinical trials to test potential treatments; /

to carry out research related to the

development of

improve clinical trial practice;
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pharmaceutical provadéni
products, diagnostics or medical aids and farmaceutickych

prostfedkl  nebo
a zdokonalovani postup klinickych hodnocenti;

[éCivému pFipravku;

4. Opravnény zajem Spolecnosti provadét
klinickd hodnoceni za Gelem testovani
potencialnich lé¢ebnych postupd; /

vyzkumu  spojeného s vyvojem

pripravkl,  diagnostickych
zdravotnickych  pomticek
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5.
legal and regulatory obligations; /

Legitimate interest and compliance with 5. Opravnény zajem adodrZovani pravnich
predpisi a povinnosti stanovenych kontrolnimi

to comply with the US Financial Disclosure UT2®:

regulation, which is intended to ensure dodrZovani nafizeni USA o zvefejiiovani informaci
that financial interests and arrangements o financnich vztazich, jehoZ cilem je zajistit, aby
of clinical investigators that could affect byly identifikovany finan¢ni zajmy a dohody
the reliability of data submitted to the klinickych zkouSejicich, které by mohly ovlivnit
Federal Drug Administration of the U.S.A. spolehlivost Udaji predkladanych Federalnimu
(“FDA”) are identified and disclosed to the Gradu pro kontrolu IéCiv v USA (FDA), a nahlaSeny
FDAZ; FDAL;

compliance with legal and regulatory 6. dodrzovani pravnich predpisd a povinnosti
obligations to ensure traceability and stanovenych  kontrolnimi  Gfady  zajisténi
follow-up of drug safety notification./  sledovatelnosti adalSiho sledovani oznameni

If applicable to Company Clinical Trial, your
Personal Data (name and contact information)
may be incorporated in subject recruitment
advertisements (print media or on Internet). Any
such advertisement would be approved by the
Ethical Committee before it is made public.

Sharing of Personal Data

In the course of our activities and for the purposes
listed in this Privacy Notice, your Personal Data
can be accessed by, or transferred to the following
categories of recipients, on a need-to-know basis
to achieve such purposes:

the sponsor of the Clinical Trial,

our personnel (including  personnel,
departments or other companies of the
Company group),

[J ourindependent agents or brokers (if any),

tykajicich se bezpecnosti léCiv;

Pokud se to tyka klinického hodnoceni
Spole¢nosti, mohou byt vase osobni Gdaje (jméno
a kontaktni Udaje) zahrnuty do inzeratd pro nabor
subjektd (v tisténych médiich nebo na internetu).
Kazdy takovy inzerat musi pfed zverejnénim
schvalit etickd komise.

Sdileni Osobnich udaja

Béhem nasi ¢innosti mohou mit k vaSim osobnim
Udajim pro Ucely uvedené vtomto sdéleni ke
zpracovani osobnich Udaji pfistup nasledujici
kategorie prijemct nebo jim mohou byt osobni

Gdaje predavany, pokud je potfebuji znat
k dosaZeni uvedenych tceld:

[1 zadavatel klinického hodnoceni,

7] naSi zaméstnanci (véetné zaméstnancl,

oddeéleni nebo jinych spolenosti skupiny
Spole¢nosti),

[1 nasi nezavisli z&stupci nebo zprostfedkovatelé

(pokud existuji),

! Clinical investigators: principal investigator, sub-investigator or co-investigator who are directly involved in
the treatment or evaluation of research subjects in COMPANY Clinical Trials affected by this law, must
disclose information to Company regarding their financial interests in companies belonging to the Company
group as well as those of their spouse and each dependent child. /

Klini¢ti zkousejici: Hlavni zkousSejici, zkousejici nebo spoluzkousejici, ktefi se pfimo podileji na 1é¢bé nebo
hodnoceni subjekti vyzkumu v klinickych hodnocenich SPOLECNOSTI, na které se vztahuje tento pravni
predpis, museji Spolecnosti sdélovat informace 0 svych financnich zajmech ve spolec¢nostech patiicich do
skupiny Spole¢nosti a také 0 zdjmech manzela/manzelky a kazdého nezaopatfeného ditéte.
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our suppliers and services providers that
provide services and products to us,

our partners in the context of consortia or
industry initiatives,

our IT systems providers, cloud service
providers,  database  providers  and
consultants,

our business partners who offer products or
services jointly with us or with our
subsidiaries or affiliates,

any third party to whom we assign or novate
any of our rights or obligations, our advisors
and external lawyers in the context of the sale
or transfer of any part of our business or its
assets,

national and/or international
bodies or Ethics Committees.

regulatory

The above third parties are obliged to protect the
confidentiality and security of your Personal Data,
in compliance with applicable laws.

If we transfer your Personal Data to other
jurisdictions, we will make sure to protect your
Personal Data by (i) applying the level of
protection required under the local data
protection/privacy laws applicable in the country
of destination, (ii) acting in accordance with our
policies and standards and, (iii) using the
appropriate legal transfer mechanism.

Duration of storage

We will keep your Personal Data as long as needed
for legal and regulatory requirements. Please note
that we are required to retain Clinical Trial
Documentation for a minimum of 25 years.

What are your rights and how can you exercise
them?

Under conditions provided by the law, you have a
right to request a copy of the personal information
we hold about you. You may also object to its use
or ask for it to be updated, restricted, deleted, or
transferred to another organisation. If you wish to
contact us regarding our use of your Personal Data
or you wish to exercise your data privacy rights,
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nasi dodavatelé a poskytovatelé sluzeb, ktefi
nam poskytuji sluzby a produkty,

naSi partnefi vradmci konsorcii nebo

odvétvovych iniciativ,

nasi poskytovatelé IT systém(, poskytovatelé
cloudovych sluZzeb, poskytovatelé databazi
a konzultanti,

nasi obchodni partnefi, ktefi nabizeji produkty
nebo sluzby spoletné s ndmi nebo s naSimi
dcefinymi i pridruZzenymi spolec¢nostmi,

tfeti strana, na kterou postoupime nebo nové
pfevedeme jakakoli naSe prava nebo
povinnosti, naSi poradci aexterni pravnici
v souvislosti s prodejem nebo prevodem
jakékoli Casti naSeho podniku nebo jeho
majetku,

narodni a/nebo mezinarodni kontrolni Grady
nebo etické komise.

VySe uvedené tfeti strany jsou povinny chranit
divérnost a bezpecnost vasich osobnich Udajl
v souladu s platnymi pravnimi pfedpisy.

Pokud vaSe osobni Udaje pfedavdme do jinych
zemi, dbame na jejich ochranu tim, Ze
() uplatiiujeme  miru ochrany vyZadovanou
mistnimi pravnimi predpisy o ochrané osobnich
Udaji  asoukromi platnymi v cilové zemi,
(ii) jedname  vsouladu snaSimi  zasadami
astandardy a (iii) pouzivame vhodny zékonny
mechanismus predavani osobnich Gdajd.

Doba uchovavani

VaSe osobni Udaje budeme uchovavat, dokud to
bude nutné pro spinéni zakonnych pozadavkl
a pozadavk( kontrolnich Gfadd. Dokumentaci ke
klinickému hodnoceni jsme povinni uchovavat po
dobu nejméné 25 let.

Jaka jsou vase prava a jak je maZete uplatnit?

Za podminek stanovenych zdkonem méte pravo
pozadat o kopii osobnich Udajd, které ovas
uchovavame. MUzZete také vznést namitku proti
jejich pouZivani nebo poZadat o jejich aktualizaci,
omezeni jejich zpracovani, vymazani nebo predani
jiné organizaci. Pokud nés budete chtit
kontaktovat ohledné pouZivani vaSich osobnich
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you may send email to

privacy@immunogen.com.

an

If you are not satisfied with how we process your
Personal Data, please address your request to our
Data Protection Officer at
privacy@immunogen.com, who will investigate
your concern. In any case, you also have the right
to file a complaint with a responsible supervisory
authority, in addition to your rights above.
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udaji nebo budete chtit uplatnit sva prava na
ochranu osobnich Gdajd, mdZete ndm poslat e-
mail na privacy@immunogen.com.

Pokud nebudete spokojen(a) stim, jak
zpracovavame vaSe osobni Udaje, obratte se se
svym pozadavkem e-mailem na naSeho povérence
pro ochranu osobnich udajl na
privacy@immunogen.com, ktery vaSe obavy
proSetfi. V kazdém pfipadé méate kromé vySe
uvedenych prav také pravo podat stiznost
u prislusného dozorového uradu.
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EXHIBIT D PRILOHA D

ANNEX to the COMMISSION IMPLEMENTING PRILOHA K PROVADECIMU ROZHODNUTI
DECISION KOMISE
on standard contractual clauses for the transfer of o standardnich smluvnich dolozkach pro
personal data to third countries pursuant to pfedavani osobnich tdajh do tietich zemi podle

Regulation (EU) 2016/679 of the European
Parliament and of the Council dated June 4, 2021 (C
2021) 3972 final

nafizeni Evropského parlamentu a Rady (EU)
2016/679 ze dne 4. ¢ervence 2021 (C 2021) 3972
findlni

STANDARD CONTRACTUAL CLAUSES STANDARDNI SMLUVNi DOLOZKY
[MODULE FOUR: Transfer processor to controller]| [MODUL CTYRI: Pfedani od zpracovatele spravci]

SECTION | ODDiIL
Clause 1 DolozZka 1
Purpose and scope Ucel a oblast plsobnosti
(@) The purpose of these standard contractual (a) UGelem téchto standardnich smluvnich
clauses is to ensure compliance with the dolozek je zajistit dodrzovani pozadavk(
requirements of Regulation (EU) 2016/679 of uvedenych Vv nafizeni Evropského
the European Parliament and of the Council of parlamentu a Rady (EU) 2016/679 ze dne

27 April 2016 on the protection of natural
persons with regard to the processing of
personal data and on the free movement of

27. dubna 2016 o ochrané fyzickych osob
v souvislosti se zpracovanim osobnich

such data (General Data Protection udajii a o volném pohybu téchto udajd

7 ~7 ’ W 7 =0 1

Regulation)? for the transfer of personal data (obecn_e narizeni qochraqe ,Udﬂu) ,

to a third country. pokud jde o pfedavani osobnich Gdaju do

treti zemé.
(b) The Parties: (b) Strany:

(i) the natural or legal person(s), public (i) fyzickd nebo pravnicka osoba Ci
authority/ies, agency/ies or other osoby, orgén €i organy vefejné moci,

2 Where the data exporter is a processor subject to Regulation (EU) 2016/679 acting on behalf of a Union
institution or body as controller, reliance on these Clauses when engaging another processor (sub-processing) not
subject to Regulation (EU) 2016/679 also ensures compliance with Article 29(4) of Regulation (EU) 2018/1725
of the European Parliament and of the Council of 23 October 2018 on the protection of natural persons with regard
to the processing of personal data by the Union institutions, bodies, offices and agencies and on the free movement
of such data, and repealing Regulation (EC) No 45/2001 and Decision No 1247/2002/EC (OJ L 295 of 21.11.2018,
p. 39), to the extent these Clauses and the data protection obligations as set out in the contract or other legal act
between the controller and the processor pursuant to Article 29(3) of Regulation (EU) 2018/1725 are aligned. This
will in particular be the case where the controller and processor rely on the standard contractual clauses included
in Decision 2021/915. /

Pokud je vyvozcem udaji zpracovatel, na n&jZ se vztahuje natizeni (EU) 2016/679 a ktery jedna jménem organu
nebo subjektu Unie jako spravce, spoléhéani se na tyto dolozky pfi zapojeni jiného zpracovatele (dil¢i zpracovani),
na kterého se nafizeni (EU) 2016/679 nevztahuje, rovnéZ zajistuje soulad s ¢l. 29 odst. 4 natizeni Evropského
parlamentu a Rady (EU) 2018/1725 ze dne 23. fijna 2018 o ochrané fyzickych osob v souvislosti se zpracovanim
osobnich udaji organy, institucemi a jinymi subjekty Unie, a 0 volném pohybu téchto udaji a 0 zruSeni nafizeni
(ES) ¢&. 45/2001 a rozhodnuti 1247/2002/ES (Uf. vést. L 295 ze dne 21. 11. 2018, s. 39), v rozsahu, v némz jsou
tyto dolozky a povinnosti tykajici se ochrany udaji stanovené ve smlouvé nebo jiném pravnim aktu mezi
spravcem a zpracovatelem podle ¢l. 29 odst. 3 nafizeni (EU) 2018/1725 sladény. To bude zejména ptipad, kdy se
spravce a zpracovatel spoléhaji na standardni smluvni doloZky obsaZené v rozhodnuti 2021/915.
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(©

(d)

body/ies  (hereinafter  “entity/ies”)
transferring the personal data, as listed in
Annex LA. (hereinafter each *“data
exporter”), and

(ii) the entity/ies in a third country receiving
the personal data from the data exporter,
directly or indirectly via another entity
also Party to these Clauses, as listed in
Annex LA. (hereinafter each “data
importer”)

have agreed to these standard contractual
clauses (hereinafter: “Clauses”).

These Clauses apply with respect to the
transfer of personal data as specified in Annex
.B.

The Appendix to these Clauses containing the
Annexes referred to therein forms an integral
part of these Clauses.

Clause 2
Effect and invariability of the Clauses

These Clauses set out appropriate
safeguards, including enforceable data
subject rights and effective legal
remedies, pursuant to Article 46(1) and
Article 46 (2)(c) of Regulation (EU)
2016/679 and, with respect to data
transfers from controllers to processors
and/or processors to processors, standard
contractual clauses pursuant to Article
28(7) of Regulation (EU) 2016/679,
provided they are not modified, except to
select the appropriate Module(s) or to
add or update information in the
Appendix. This does not prevent the
Parties from including the standard
contractual clauses laid down in these
Clauses in a wider contract and/or to add
other clauses or additional safeguards,
provided that they do not contradict,
directly or indirectly, these Clauses or
prejudice the fundamental rights or
freedoms of data subjects.

©)

(d)

(@)

agentura C€i agentury nebo jiny

subjekt €i jiné subjekty (dale jen

»Subjekt” i ,subjekty) predavajici

osobni udaje, uvedené v pfiloze |

gasti A (dale jen ,,vyvozce Gdaji“), a
(i) subjekt Ci subjekty ve treti zemi,
pfijimajici pfimo nebo nepfimo
prostfednictvim jiného subjektu, jenz
je rovnéz stranou téchto dolozek,
osobni Udaje od vyvozce Udajl,
uvedené v pfiloze | Casti A (déle jen
~dovozce Udajd”),

se dohodly na téchto standardnich
smluvnich doloZkach (déle jen ,,dolozky*).

Tyto doloZzky se pouziji s ohledem na
predavani osobnich Gdajl podle pfilohy |
Casti B.

Dodatek ktémto dolozkam obsahujici
pfilohy, na néZ se v téchto dolozkach

odkazuije, tvofi nedilnou soucéast téchto
dolozek.

DolozZka 2
Uginnost a neménnost doloZek

Tyto doloZzky stanovi vhodné zaruky,
véetné vymahatelnych prav subjektu
Udajl a ucinné pravni ochrany, podle ¢l.
46 odst. 1 a ¢l. 46 odst. 2 pism. ¢) nafizeni
(EV) 2016/679 a s ohledem na predavani
Gdajll od spravcl zpracovatellim a/nebo
od zpracovatell zpracovatellim,
standardni smluvni dolozky podle ¢l. 28
odst. 7 nafizeni (EU) 2016/679, pokud
nebudou zménény, svyjimkou vybéru
vhodného modulu (vhodnych modul()
nebo za G¢elem pridani nebo aktualizace
informaci vdodatku. To smluvnim
strandm nebrani vtom, aby zahrnuly
standardni smluvni dolozky stanovené
vtéchto doloZkach do Sirsi smlouvy
a/nebo pfidaly dalsi doloZzky nebo
dodatec¢né zaruky, pokud nebudou pfimo
nebo nepfimo vrozporu stémito
dolozkami nebo nebudou dotcena
zakladni prava nebo svobody subjektl
daja.

ImmunoGen CTA I _'MGN853-0421_CZE_PI
Klat_final draft 08May2024_1QB17May24 _clean
22May?24 _redacted clean REDACTED

ImmunoGen CTA Il _'MGN853-0421_CZE_PI 51
Klat_final draft 08May2024_IQB17May24 clean
22May24 _redacted clean_REDACTED



b)

These Clauses are without prejudice to
obligations to which the data exporter is
subject by virtue of Regulation (EU)
2016/679.

Clause 3
Third-party beneficiaries

Data subjects may invoke and enforce
these Clauses, as third-party beneficiaries,
against the data exporter and/or data
importer, with the following exceptions:

(i) Clause 1, Clause 2, Clause 3, Clause 6,
Clause 7;

(i) Clause 8 (b) and Clause 8.3(b);
(iii) N/A

(iv) N/A

(v) Clause 13;

(vi) Clause 15.1(c), (d) and (e);
(vii) Clause 16(e);

(viii) Clause 18.

()

(@)

Témito doloZzkami nejsou dotfeny
povinnosti, které se vztahuji na vyvozce
Gdajll na zakladé nafizeni (EU) 2016/679.

Dolozka 3

Opréavnéné treti strany
Subjekty Gdajd se mohou jako opravnéné
treti strany ve vztahu k vyvozci a/nebo
dovozci Gdaji dovolavat téchto doloZek
avymahat je, ato snasledujicimi
vyjimkami:
(i) dolozka 1, dolozka 2, dolozka 3,

dolozka 6, dolozka 7;

(ii) doloZka 8 (b) a dolozka 8.3(b);
(iii) nevztahuje se
(iv) nevztahuje se
(v) doloZka 13;
(vi) doloZka 15.1(c), (d) a (e);
(vii)dolozka 16(e);
(viii) dolozka 18.

(b) Paragraph (a) is without prejudice to rights of (b) Pismenema) nejsou dotfena prava
data subjects under Regulation (EU) subjektd (dajdi podle nafizeni (EU)
2016/679. 2016/679.

Clause 4 DolozZka 4
Interpretation Vyklad

@)

(b)

©)

Where these Clauses use terms that are
defined in Regulation (EU) 2016/679, those
terms shall have the same meaning as in that
Regulation.

These Clauses shall be read and interpreted in
the light of the provisions of Regulation (EU)
2016/679.

These Clauses shall not be interpreted in a way
that conflicts with rights and obligations

(@)

©)

Pokud tyto doloZzky pouZzivaji pojmy, které
jsou vymezeny v nafizeni (EU) 2016/679,
maji tyto pojmy stejny vyznam jako
v uvedeném nafizeni.

Tyto dolozky je tfeba Cist avykladat
sohledem na ustanoveni nafizeni (EU)
2016/679.

Tyto dolozky nebudou vykladany zadnym
zplsobem, ktery by byl v rozporu s pravy

provided for in Regulation (EU) 2016/679. a povinnostmi  stanovenymi v nafizeni
(EU) 2016/679.
Clause 5 DoloZka 5
Hierarchy Hierarchie
In the event of a contradiction between these|V pfipadé rozporu mezi témito doloZzkami

Clauses and the provisions of related agreements
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between the Parties, existing at the time these
Clauses are agreed or entered into thereafter,
these Clauses shall prevail.

Clause 6
Description of the transfer(s)

The details of the transfer(s), and in particular the
categories of personal data that are transferred
and the purpose(s) for which they are transferred,
are specified in Annex |.B.

Clause 7
Docking clause

(@) An entity that is not a Party to these Clauses
may, with the agreement of the Parties,
accede to these Clauses at any time, either as
a data exporter or as a data importer, by
completing the Appendix and signing Annex
LA,

(b) Once it has completed the Appendix and
signed Annex |.A, the acceding entity shall
become a Party to these Clauses and have the
rights and obligations of a data exporter or
data importer in accordance with its
designation in Annex |.A.

The acceding entity shall have no rights or
obligations arising under these Clauses from
the period prior to becoming a Party.

SECTION Il — OBLIGATIONS OF THE
PARTIES

a)

Clause 8
Data protection safeguards

The data exporter warrants that it has used
reasonable efforts to determine that the data
importer is able, through the implementation of
appropriate  technical and organizational
measures, to satisfy its obligations under these
Clauses.

8.1 Instructions

(@ The data exporter shall process the
personal data only on documented instructions
from the data importer acting as its controller.
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stranami, které existovaly v dobé sjednéani téchto
doloZek, nebo které byly uzavieny aZ po jejich
sjednani, maji tyto doloZky pfednost.

Dolozka 6
Popis pfedavani
Podrobnosti  tykajici se predavani, zejména
kategorie osobnich Udajd, které jsou predavany,

a Ucel nebo Ucely, pro které jsou predavany, jsou
uvedeny v priloze | asti B.

Dolozka 7
Dolozka o pfistoupeni

(@) Subjekt, ktery neni stranou téchto
dolozek, miZe se souhlasem stran
k témto dolozkam kdykoli pFistoupit, bud
jako vyvozce udajl, nebo jako dovozce
Gdajd, ato  vyplnénim  dodatku
a podepsanim pfilohy | ¢asti A.

(b) Poté, co pfristupujici subjekt vyplni
dodatek a podepisSe prilohu I.A, stane se
stranou téchto doloZzek améa préava
a povinnosti vyvozce Gdajd nebo dovozce
Gdaji  vsouladu sesvym uréenim

v priloze | Casti A.

(c) Pristupujici subjekt nemé zadna prava ani
povinnosti na zékladé téchto dolozek
plynouci z obdobi pfed tim, neZ se stal

stranou.

CLANEK Il - POVINNOSTI STRAN

DoloZka 8
Zaruky ochrany Gdajl

Vyvozce Udajl zarucuje, Ze vynalozil pfimérené
asili, aby mohl stanovit, zda je dovozce Udajll
schopen— zavedenim vhodnych technickych
a organizacnich opatfeni — plnit své povinnosti
podle téchto doloZek.

8.1 Pokyny

a) Vyvozce Udajli zpracovava osobni (idaje pouze na
zékladé zdokumentovanych pokynil dovozce udajl,
ktery jedna jako jeho spravce.

b) Vyvozce Udajli neprodlené informuje dovozce
Gdajd, neni-li schopen se témito pokyny Fidit, véetné
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(b) The data exporter shall immediately
inform the data importer if it is unable to follow
those instructions, including if such instructions
infringe Regulation (EU) 2016/679 or other Union
or Member State data protection law.

© The data importer shall refrain from any
action that would prevent the data exporter from
fulfilling its obligations under Regulation (EU)
2016/679, including in the context of sub-
processing or as regards cooperation with
competent supervisory authorities.

(d) After the end of the provision of the
processing services, the data exporter shall, at the
choice of the data importer, delete all personal
data processed on behalf of the data importer and
certify to the data importer that it has done so, or
return to the data importer all personal data
processed on its behalf and delete existing copies.

8.2 Security of processing

(a) The parties shall implement appropriate
technical and organizational measures to
ensure the security of the personal data,
including protection against a breach of
security leading to accidental or unlawful
destruction, loss, alteration, unauthorized
disclosure or access (hereinafter “personal
data breach”). In assessing the appropriate
level of security, they shall take due account of
the state of the art, the costs of
implementation, the nature of the personal
data®, the nature, scope, context and
purpose(s) of processing and the risks involved
in the processing for the data subject. The
Parties shall in particular consider having
recourse to encryption or pseudonymization,
including during transmission, where the
purpose of processing can be fulfilled in that
manner.

(b) The data exporter shall assist the data
importer in ensuring appropriate security of
the data in accordance with paragraph (a). In
case of a personal data breach concerning the
personal data processed by the data exporter
under these Clauses, the data exporter shall
notify the data importer without undue delay
after becoming aware of it and assist the data

importer in addressing the breach.
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pfipadu, kdy takové pokyny porusuji nafizeni (EU)
2016/679 nebo jiné pravni predpisy Unie nebo
¢lenského statu o ochrané Gdajd.

¢) Dovozce Udajd se zdrzi jakéhokoli jednani, které by
vyvozci Udajl branilo v pInéni jeho povinnosti podle
nafizeni (EU) 2016/679, a to i v souvislosti s dilcim
zpracovanim nebo ve véci spoluprace s pfislusnymi
organy dozoru.

d) Po ukonceni poskytovani sluzeb zpracovani
vymaze vyvozce (dajl podle volby dovozce Gdajl
vSechny osobni Udaje zpracovidvané jménem
dovozce Udajd a potvrdi dovozci Udajd, Ze tak
ucinil, nebo vratit dovozci Udajd vsechny osobni
Udaje zpracovavané jeho jménem a vymazat
stavajici kopie.

8.2 Zabezpecleni zpracovani

(@) Strany pfijmou vhodna technicka
a organizacni opatfeni k zajisténi
zabezpeCeni osobnich Udajd, véetné
ochrany pfed poruSenim zabezpeCeni
vedoucimu k ndhodnému nebo
protipravnimu zniceni, ztrat€, zmeéné
nebo neopravnénému poskytnuti nebo
zpfistupnéni  (dale jen ,poruSeni
zabezpeCeni  osobnich  Gdaji“). P¥i
posuzovani vhodné Grovné zabezpeteni
fadné zohledni aktudlni stav techniky,
naklady na provedeni, povahu osobnich
Udaji®, povahu, rozsah, kontext a ucel
nebo GCely zpracovani a rizika pro subjekt
Udajli spojena se zpracovanim. Strany
zejména zvazi pouZiti Sifrovani nebo
pseudonymizace, a to i béhem predavani,
pokud Ize timto zplsobem spinit Ucel
zpracovani.

Vyvozce Udajli pomaha dovozci Udajl
zajistit odpovidajici zabezpedeni Udaji v
souladu s pismenem a). V pfipadé, ze
dojde k poruseni zabezpeceni osobnich
Gdajli  tykajici se osobnich Udajd
zpracovavanych vyvozcem Udajli podle
téchto ¢lankd, vyvozce Udajdi o tom bez
zbyteCného odkladu poté, co se o ném

(b)
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() The data exporter shall ensure that persons
authorized to process the personal data have
committed themselves to confidentiality or
are under an appropriate statutory obligation
of confidentiality.

8.3 Documentation and

compliance

(a) Each Party shall be able to demonstrate
compliance with its obligations under these
Clauses.

(b) The data exporter shall make available to the
data importer all information necessary to
demonstrate compliance with its obligations
under these Clauses and allow for and
contribute to audits.

Clause 9

Use of sub-processors

[removed intentionally, as not applicable to this
module]

Clause 10
Data subject rights

The Parties shall assist each other in responding to
enquiries and requests made by data subjects
under the local law applicable to the data
importer or, for data processing by the data
exporter in the EU, under Regulation (EU)
2016/679.

Clause 11
Redress

(@) Thedataimporter shall inform data subjectsin
a transparent and easily accessible format,
through individual notice or on its website, of
a contact point authorized to handle
complaints. It shall deal promptly with any
complaints it receives from a data subject.
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dozvi, informuje dovozce Gdajd a pomUze
dovozci Gdajd pfi Feseni tohoto poruseni

Vyvozce Udajd zajisti, aby se osoby
opradvnéné zpracovavat osobni Udaje
zavéazaly k mi¢enlivosti nebo aby se na né
vztahovala zékonna povinnost
micenlivosti.

©)

8.3 Dokumentace a pInéni povinnosti

(@) Kazda strana musi byt schopna prokézat
plnéni svych povinnosti podle téchto
dolozek.

Vyvozce Udajll zpfistupni dovozci udajl
veskeré informace nezbytné k prokézani
souladu s jeho povinnostmi podle téchto
¢lankd a umozni provadéni auditl a
prispiva k nim.

(b)

Dolozka 9
VyuZiti dilcich zpracovateli

[odstranéno zémérné, protoZe se na tento modul
nevztahuje]

Dolozka 10
Prdva subjekti udaji

Strany si vzajemné pomahaji pfi odpovidani na
dotazy a zadosti podané subjekty Gdajti podle
mistnich pravnich predpist vztahujicich se na
dovozce Gdajli nebo v pripadé zpracovani
Gdaji vyvozcem Udaji v EU podle nafizeni
(EU) 2016/679.

DoloZka 11
Naprava

(a) Dovozce Udajl transparentné ave
snadno pfistupném formatu informuje
subjekty Gdajt prostrednictvim
individualniho oznameni nebo na svych
internetovych strankach o kontaktnim
misté opravnéném vyfizovat stiznosti.
Takové misto neprodlené vyfidi jakékoli
stiznosti, které od subjektu Gdajd prijme.
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Clause 12 Dolozka 12
Liability Odpovédnost
(@) Each Party shall be liable to the other Party/ies (@) Kazdd strana je  vO¢i  druhé

(b)

©)

(d)

©

for any damages it causes the other Party/ies
by any breach of these Clauses.

Each Party shall be liable to the data subject,
and the data subject shall be entitled to
receive compensation, for any material or
non-material damages that the Party causes
the data subject by breaching the third-party
beneficiary rights under these Clauses. This is
without prejudice to the liability of the data
exporter under Regulation (EU) 2016/679.

Where more than one Party is responsible for
any damage caused to the data subject as a
result of a breach of these Clauses, all
responsible Parties shall be jointly and
severally liable and the data subject is entitled
to bring an action in court against any of these
Parties.

The Parties agree that if one Party is held liable
under paragraph (c), it shall be entitled to
claim back from the other Party/ies that part
of the compensation corresponding to its /
their responsibility for the damage.

The data importer may not invoke the conduct
of a processor or sub-processor to avoid its
own liability.

Clause 13

Supervision

()

©)

(d)

€)

strané/ostatnim stranam odpovédna za
jakoukoli djmu, kterou druhé
strané/ostatnim stranam p¥i poruSeni
téchto doloZek zpdsobi.

KaZda strana je odpovédna vigi subjektu
Gdajli asubjekt Gdajd ma narok na
nahradu jakékoli hmotné nebo nehmotné
ajmy, kterou strana zpUsobi subjektu
Udaji  porusenim prav nalezejicich
opravnéné treti strané na zékladé téchto
doloZek. Tim neni dotfena odpovédnost
vyvozce Udajd podle nafizeni (EU)
2016/679.

Pokud je za Ujmu zplsobenou subjektu
Udajd v dlsledku poruseni téchto dolozek
odpovédna vice nez jedna strana, nesou
spoleCnou a nerozdilnou odpovédnost
vSechny odpovédné strany a subjekt
Udajd je opravnén proti kterékoli z téchto
stran podat Zalobu u soudu.

Strany se dohodly, Ze pokud je jedna ze
stran odpovédna podle pismene c), je
opravnéna pozadovat od druhé
strany/ostatnich stran zpét ¢ast nahrady
Ujmy odpovidajici jeji odpovédnosti za
ajmu.

Dovozce Udajli se nemize dovolavat
jednani  zpracovatele nebo  dil¢iho
zpracovatele, aby se vyhnul své vlastni
odpovédnosti.

Dolozka 13
Dohled

N/A Nevztahuje se.
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SECTION Il — LOCAL LAWS AND OBLIGATIONS IN
CASE OF ACCESS BY PUBLIC AUTHORITIES

Clause 14

Local laws and practices affecting compliance with

@

(b)

the Clauses

The Parties warrant that they have no reason
to believe that the laws and practices in the
third country of destination applicable to the
processing of the personal data by the data
importer, including any requirements to
disclose personal data or measures
authorizing access by public authorities,
prevent the data importer from fulfilling its
obligations under these Clauses. This is based
on the understanding that laws and practices
that respect the essence of the fundamental
rights and freedoms and do not exceed what
is necessary and proportionate in a
democratic society to safeguard one of the
objectives listed in Article 23(1) of Regulation
(EV) 2016/679, are not in contradiction with
these Clauses.

The Parties declare that in providing the
warranty in paragraph (a), they have taken
due account in particular of the following
elements:

(i) the specific circumstances of the transfer,
including the length of the processing
chain, the number of actors involved and
the transmission channels used; intended
onward transfers; the type of recipient;
the purpose of processing; the categories
and format of the transferred personal
data; the economic sector in which the
transfer occurs; the storage location of
the data transferred;

(i) the laws and practices of the third country
of destination— including those requiring
the disclosure of data to public authorities
or authorizing access by such authorities
— relevant in light of the specific
circumstances of the transfer, and the
applicable limitations and safeguards®;

(iii) any relevant contractual, technical or
organizational safeguards put in place to
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ODDIL Il — MiSTNi PRAVNI PREDPISY
A POVINNOSTI V PRIPADE PRiSTUPU ORGANU

VEREJNE MOCI

Dolozka 14

Mistni pravni pfedpisy a postupy majici dopad

(@)

na dodrZovani doloZek

Strany zaruCuji, Ze nemaji ddvod se
domnivat, Ze pravni pfedpisy a postupy
ve tfeti zemi urCeni, které se vztahuji na
zpracovani osobnich Udajli dovozcem
Gdajd, véetné jakychkoli poZadavkl na
zpfistupnéni  osobnich  Gdajd  nebo
opatfeni, kterymi se povoluje pFistup
organdm vefejné moci, brani dovozci
Gdajll pfi pInéni svych povinnosti podle
téchto dolozek. To je zalozeno na
pfedpokladu, Ze pravni predpisy
a postupy, které respektuji podstatu
z&kladnich prav a svobod a neprekracuji
to, co je vdemokratické spolecnosti
nezbytné a primérené k zajisténi jednoho
z cilG uvedenych v ¢l. 23 odst. 1 nafizeni
(EU) 2016/679, nejsou v rozporu s témito
doloZzkami.

Smluvni strany prohladuji, Ze pfi
poskytovani zaruky uvedené v pismenu a)
nalezité zohlednily zejména nésledujici
prvky:

(i) konkrétni okolnosti predani, vcetné
délky zpracovatelského TFetézce,
poltu zapojenych subjektd
a pouzitych kanald pro pfenos udajl,
zamySlené dalsi predani, druh
pFijemce, GCely zpracovani, kategorie
aformat predavanych osobnich
Udajl, hospodarské odvétvi, v némz
se predavani uskutecnuje, misto, kde
se predané udaje uchovavaji;

prévni pfedpisy a postupy treti zemé
ureni — véetné téch, které vyZzaduji
zpristupnéni Gdajl organdm verejné
moci nebo povoluji pfistup téchto
organt relevantni s ohledem
na konkrétni okolnosti predani, jako?
i pouzitelnd omezeni a zarukys;

(i)

veskeré prislusné smluvni, technické
nebo organizacni zaruky zavedené za
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©

(d)

supplement the safeguards under these
Clauses, including measures applied
during transmission and to the processing
of the personal data in the country of
destination.

The data importer warrants that, in carrying
out the assessment under paragraph (b), it has
made its best efforts to provide the data
exporter with relevant information and agrees
that it will continue to cooperate with the data
exporter in ensuring compliance with these
Clauses.

The Parties agree to document the
assessment under paragraph (b) and make it

©)

(d)

Ucelem doplinéni zaruk podle téchto
dolozek, véetné opatfeni
uplatiiovanych  béhem  predani
a zpracovani osobnich Udajd v zemi
urceni.

Dovozce Udajli zarucuje, Ze pfi provadéni
posouzeni podle pismene b) vynalozil
maximalni Gsili, aby poskytl vyvozci idajl
relevantni informace, a souhlasi s tim, Ze
bude pfi zajistovani dodrZovani téchto
dolozek svyvozcem Gdajd inadale
spolupracovat.

Strany souhlasi, Ze posouzeni podle
pismene b) zdokumentuji a na poZadani

available to the competent supervisory zpfistupni  pfislusnému  dozorovému
authority on request. Gfadu
(e) The data importer agrees to notify the data (e) Dovozce Udajd souhlasi stim, Ze

()

exporter promptly if, after having agreed to
these Clauses and for the duration of the
contract, it has reason to believe that it is or
has become subject to laws or practices not in
line with the requirements under paragraph
(a), including following a change in the laws of
the third country or a measure (such as a
disclosure request) indicating an application
of such laws in practice that is not in line with
the requirements in paragraph (a).

Following a notification pursuant to paragraph
(e), or if the data exporter otherwise has
reason to believe that the data importer can
no longer fulfil its obligations under these
Clauses, the data exporter shall promptly
identify appropriate measures (e.g. technical
or organizational measures to ensure security
and confidentiality) to be adopted by the data
exporter and/or data importer to address the
situation. The data exporter shall suspend the
data transfer if it considers that no
appropriate safeguards for such transfer can
be ensured, or if instructed by the competent
supervisory authority to do so. In this case, the
data exporter shall be entitled to terminate
the contract, insofar as it concerns the
processing of personal data under these
Clauses. If the contract involves more than
two Parties, the data exporter may exercise
this right to termination only with respect to

(f)

neprodlené uvédomi vyvozce Udajl,
pokud mé po vyjadfeni souhlasu s témito
ustanovenimi a po dobu trvani smlouvy
dlvod se domnivat, Ze se na néj vztahuiji,
nebo se zacaly vztahovat pravni pfedpisy
nebo postupy, které nejsou v souladu
s pozadavky podle pismene a), ato ipo
zméné v pravnich predpisech tfeti zemé
nebo opatfeni (jako je napfiklad Zadost
o poskytnuti Gdajl), jez svédci o tom, Ze
uplatfiovani téchto pravnich predpisd
vpraxi neni vsouladu s pozZadavky
uvedenymi v pismeni a).

Po oznameni podle pismene e), nebo
pokud méa vyvozce Gdajl jinak dlivod se
domnivat, Ze dovozce Udajl jiz nemlze
plnit své povinnosti na zékladé téchto
dolozek, vyvozce Udajl neprodlené urdi
vhodna opatfeni (napf. technickd nebo
organizacni opatfeni k zajisténi
bezpecnosti a dlvérnosti), kterd ma
prijmout vyvozce Gdaji a/nebo dovozce
Udajl k feseni situace. Vyvozce Udajl
pozastavi predavani Udajd, pokud se
domniva, Ze pro toto pfedavani nemohou
byt zajistény Zadné vhodné zéaruky, nebo
pokud mu d& pokyn. V tomto pfipadé je
vyvozce Udajli  opravnén vypovédét
smlouvu, pokud jde o zpracovani
osobnich Gdajii podle téchto dolozek.
Jestlize smlouva zahrnuje vice neZz dvé
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the relevant Party, unless the Parties have
agreed otherwise. Where the contract is
terminated pursuant to this Clause, Clause
16(d) and (e) shall apply.

Clause 15

Obligations of the data importer in case of access by

15.1
@)

(b)

©

public authorities

Notification

The data importer agrees to notify the data
exporter and, where possible, the data subject
promptly (if necessary with the help of the
data exporter) if it:

(i) receives a legally binding request from a
public authority, including judicial
authorities, under the laws of the country
of destination for the disclosure of
personal data transferred pursuant to
these Clauses; such notification shall
include information about the personal
data requested, the requesting authority,
the legal basis for the request and the
response provided; or

(i) becomes aware of any direct access by
public authorities to personal data
transferred pursuant to these Clauses in
accordance with the laws of the country
of destination; such notification shall
include all information available to the
importer.

If the data importer is prohibited from
notifying the data exporter and/or the data
subject under the laws of the country of
destination, the data importer agrees to use
its best efforts to obtain a waiver of the
prohibition, with a view to communicating as
much information as possible, as soon as
possible. The data importer agrees to
document its best efforts in order to be able
to demonstrate them on request of the data
exporter.

Where permissible under the laws of the
country of destination, the data importer
agrees to provide the data exporter, at regular
intervals for the duration of the contract, with
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smluvni strany, m@ze vyvozce Udajl toto
pravo na vypovézeni uplatnit pouze ve
vztahu k prisludné strané, pokud se strany
nedohodly jinak. Jestlize je smlouva
vypovézena podle této doloZky, pouZije
se doloZka 16 pism. d) a e).

Dolozka 15

Povinnosti dovozce udajii v pFipadé pristupu

15.1
(@)

©)

orgdnu vefejné moci
Oznémeni

Dovozce Udajli  souhlasi stim, Ze
neprodlené uvédomi vyvozce Gdajd, a je-
li to mozné, subjekt Gdajd (v pripadé
potfeby s pomoci vyvozce Gdajd), pokud:
(i) na zakladé pravnich pfedpisti zemé
urceni obdrZi pravné zavaznou Zadost
od organu vefejné moci, vetné
soudnich  organll, o zpfistupnéni
osobnich daji pFedanych podle
téchto dolozek; takové oznameni
obsahuje informace o poZadovanych
osobnich  ddajich,  doZadujicim
organu, pravnim zakladu ZAadosti
a poskytnuté odpovédi, nebo

(i) se dozvi o jakeémkoli pfimém pristupu
organd vefejné moci k osobnim
Gdajim predavanym podle téchto

dolozek v souladu S pravnimi
predpisy zemé ur€eni; takoveé
oznédmeni obsahuje viechny

informace dostupné dovozci.

Pokud je podle pravnich predpisti zemé
uréeni  dovozci  (daji  zakazano
informovat vyvozce Udajd a/nebo subjekt
(dajt, souhlasi dovozce Udajd s tim, Ze za
GCelem co nejrychlejSiho sdéleni co
nejvétsiho mnoZstvi informaci vynaloZi
maximalni Gsili, aby od tohoto zakazu
bylo upusténo. Dovozce Udajli souhlasi,
Ze zdokumentuje své maximalni usili, aby
je mohl na Zadost vyvozce Udajl
prokéazat.

Je-li to povoleno pravnimi pfedpisy zemé
uréeni, dovozce Udaji souhlasi, Ze bude
poskytovat vyvozci udajll v pravidelnych
intervalech po dobu trvani smlouvy co
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(d)

©

15.2

@

(b)

as much relevant information as possible on
the requests received (in particular, number of
requests, type of data requested, requesting
authority/ies, whether requests have been
challenged and the outcome of such
challenges, etc.).

The data importer agrees to preserve the
information pursuant to paragraphs (a) to (c)
for the duration of the contract and make it
available to the competent supervisory
authority on request.

Paragraphs (a) to (c) are without prejudice to
the obligation of the data importer pursuant
to Clause 14(e) and Clause 16 to inform the
data exporter promptly where it is unable to
comply with these Clauses.

Review of legality and data minimization

The data importer agrees to review the
legality of the request for disclosure, in
particular whether it remains within the
powers granted to the requesting public
authority, and to challenge the request if,
after careful assessment, it concludes that
there are reasonable grounds to consider that
the request is unlawful under the laws of the
country of destination, applicable obligations
under international law and principles of
international comity. The data importer shall,
under the same conditions, pursue
possibilities of appeal. When challenging a
request, the data importer shall seek interim
measures with a view to suspending the
effects of the request until the competent
judicial authority has decided on its merits. It
shall not disclose the personal data requested
until required to do so under the applicable
procedural rules. These requirements are
without prejudice to the obligations of the
data importer under Clause 14(e).

The data importer agrees to document its
legal assessment and any challenge to the
request for disclosure and, to the extent
permissible under the laws of the country of
destination, make the documentation
available to the data exporter. It shall also
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nejrelevantnéjsi informace o pfijatych
Zadostech (zejména informace o poctu
Zadosti, druhu poZzadovanych Gdajd,
doZadujicim organu nebo orgéanech, zda
byly tyto Zadosti napadeny a vysledek
takového napadeni atd.).

(d) Dovozce Udajti souhlasi s tim, Ze po dobu
trvani smlouvy bude informace podle
pismene a) aZ ¢) uchovavat a na vyZadani
je poskytne pfislusnému dozorovému
Gradu.

(e) Pismeny a) aZ c) neni dotfena povinnost
dovozce Udajl podle dolozky 14 pism. €)
adoloZzky 16 neprodlené informovat
vyvozce Udajl, pokud neni schopen tyto
dolozky dodrZovat.

15.2 Pfezkum  zakonnosti a minimalizace
Gdajt
(a) Dovozce Udajd souhlasi stim, Ze
prezkouma zdkonnost Zadosti
o poskytnuti  Gdajli, zejména zda
neprekrocila meze pravomoci udélenych
doZadujicimu organu vefejné moci, a ze
Zadost napadne, pokud po peclivém
posouzeni dojde kzavéru, Ze existuji
opodstatnéné ddvody se domnivat, Ze
Zadost je podle pravnich predpisti zemé
uréeni,  platnych  zavazkd  podle
mezinarodniho prava a zasad
mezindrodni  zdvofilosti  protipravni.
Dovozce Udajli za stejnych podminek
vyuZivd moznosti odvolani. Pfi napadeni
zadosti dovozce Udajd pFijme prfedbézna
opatfeni scilem pozastavit GCinky
Zadosti, dokud pfislusny soudni organ
nerozhodne ojeji  opodstatnénosti.
Nezpfistupni poZadované osobni Udaje,
dokud mu takova povinnost nebude
stanovena na  zadkladé  platnych
procesnich pravidel. Témito poZadavky
nejsou dotéeny povinnosti dovozce Udajl
podle dolozky 14 pism. e).

(b) Dovozce Udajli souhlasi, Ze zdokumentuje
své pravni posouzeni i jakékoli napadeni
zadosti o poskytnuti Udaji a v rozsahu
povoleném pravnimi predpisy zemé
ur€eni zpfistupni dokumentaci vyvozci
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©

make it available to the competent
supervisory authority on request.

The data importer agrees to provide the
minimum amount of information permissible
when responding to a request for disclosure,
based on a reasonable interpretation of the
request.

SECTION IV — FINAL PROVISIONS
Clause 16

Non-compliance with the Clauses and termination

(@)

(b)

(©

The data importer shall promptly inform the
data exporter if it is unable to comply with
these Clauses, for whatever reason.

In the event that the data importer is in breach
of these Clauses or unable to comply with
these Clauses, the data exporter shall suspend
the transfer of personal data to the data
importer until compliance is again ensured or
the contract is terminated. This is without
prejudice to Clause 14(f).

The data exporter shall be entitled to
terminate the contract, insofar as it concerns
the processing of personal data under these
Clauses, where:

(i) the data exporter has suspended the
transfer of personal data to the data
importer pursuant to paragraph (b) and
compliance with these Clauses is not
restored within a reasonable time and in
any event within one month of
suspension;

(i) the data importer is in substantial or
persistent breach of these Clauses; or

(iii) the data importer fails to comply with a
binding decision of a competent court or
supervisory authority regarding its
obligations under these Clauses.

In these cases, it shall inform the
competent supervisory authority of such
non-compliance. Where the contract
involves more than two Parties, the data
exporter may exercise this right to
termination only with respect to the
relevant Party, unless the Parties have
agreed otherwise.

Gdaji. Na pozadani ji rovnéz zpfistupni
prislusnému dozorovému Gfadu.

(c) Dovozce Udajd souhlasi s poskytnutim
minimalniho  pfipustného  mnoZstvi
informaci pfi odpovédi na Z&adost
0 zpfistupnéni, ato na  z&kladé
pFfiméfeného vykladu Zadosti.

ODDIL IV — ZAVERECNA USTANOVENI
Dolozka 16
NedodrzZeni doloZek a vypovézeni

(a) Dovozce Uudaji neprodlené informuje
vyvozce Udajl, pokud neni z jakéhokoli
dlvodu schopen tyto dolozky dodrzet.

(b) Pokud dovozce Udajd porusi tyto dolozky
nebo neni schopen tyto dolozky dodrzet,
vyvozce Udajll pozastavi predavani
osobnich daji dovozci Gdajd, dokud
neni dodrZovani opét zajiSténo nebo
smlouva vypovézena. Tim neni dotena
dolozka 14 pism. f).

(c) Vyvozce Udajli je opravnén vypovédét
smlouvu vrozsahu, vnémZz se jedna
0 zpracovani osobnich tdajl podle téchto
dolozek, pokud:

(i) vyvozce Udajd pozastavil predavani
osobnich Gdajl dovozci Udaji podle
pism. b) a dodrZovani téchto dolozek
neni v pfimérené Ihdté av kazdém
pripadé do jednoho mésice od
pozastaveni obnoveno;

(i) dovozce Udaji  tyto  dolozky
podstatné nebo trvale porusuje nebo

(iii) dovozce udaji nedodrzi zavazné
rozhodnuti pfislusného soudu nebo
dozorového Gfadu tykajiciho se jeho
povinnosti podle téchto dolozek.

V takovych  pfipadech o nedodrZeni
informuje pfislusny dozorovy Grad. Pokud
smlouva zahrnuje vice nez dvé smluvni
strany, m{zZe vyvozce (dajd toto pravo na
vypovézeni uplatnit pouze ve vztahu
k prislusné strané, pokud se strany
nedohodly jinak.

ImmunoGen CTA | _1MGN853-0421_CZE_PI ImmunoGen CTA Il _\MGN853-0421_CZE_PI 61
Klat_final draft 08May2024_1QB17May24 _clean Klat_final draft 08May2024_IQB17May24 clean
22May?24 _redacted clean REDACTED 22May24 _redacted clean_REDACTED



(d) Personal data that has been transferred prior
to the termination of the contract pursuant to
paragraph (c) shall at the choice of the data
exporter immediately be returned to the data
exporter or deleted in its entirety. The same
shall apply to any copies of the data. The data
importer shall certify the deletion of the data
to the data exporter. Until the data is deleted
or returned, the data importer shall continue
to ensure compliance with these Clauses. In
case of local laws applicable to the data
importer that prohibit the return or deletion
of the transferred personal data, the data
importer warrants that it will continue to
ensure compliance with these Clauses and will
only process the data to the extent and for as
long as required under that local law.

(d) Osobni udaje, které byly prfedany pred
vypovézenim smlouvy podle pismene (c)
musi byt podle volby vyvozce Udajl
neprodlené vraceny vyvozci Udajli nebo
vymazany v celém rozsahu. To sameé se
uplatni ve vztahu kveSkerym kopiim
Udaji. Dovozce Udajli potvrdi vyvozci
Udajl, Ze byly udaje vymazany. Dokud
nejsou Udaje vymazany nebo vréceny,
dovozce Udajli nadale zajistuje soulad
s témito dolozkami. V pfipadé, Ze se na
dovozce Udajli vztahuji mistni pravni
predpisy, které mu zakazuji pFedané
osobni (daje vratit nebo vymazat,
dovozce Udajd zarucuje, Ze bude i nadale
zajiStovat dodrzovani téchto doloZek
abude (daje zpracovavat pouze
v takovém rozsahu atak dlouho, jak to
uvedené mistni pravo vyzaduje.

(e) Either Party may revoke its agreement to be (e) Kterdkoli ze stran milze odvolat svij
bound by these Clauses where (i) the souhlas stim, Zze bude vazana témito
European Commission adopts a decision doloZkami, pokud i) Evropska komise

gg;?/zr;gﬁ ,irticle 4?ﬁ3)t0f Rfegulaftion (EU)I pfijme rozhodnuti podle &l. 45 odst. 3
at covers the transier o1 persona nafizeni (EU) 2016/679 tykajici se

data to which these Clauses apply; or (ii) Fedavani bnich Gdaici. na které
Regulation (EU) 2016/679 becomes part of the predava I osobnic _,u aju," a e[,e Sei
tyto doloZky vztahuji, nebo ii) se nafizeni

legal framework of the country to which the St
personal data is transferred. This is without (EU) 2016/679 stane soucasti pravniho

prejudice to other obligations applying to the
processing in question under Regulation (EU)

2016/679.

Clause 17

Governing law

These Clauses shall be governed by the law of
a country allowing for third-party beneficiary
rights. The Parties agree that this shall be the

laws of the Czech Republic.
Clause 18

Choice of forum and jurisdiction

(a) Anydispute arising from these Clauses shall be

resolved by the courts of Czech Republic.

APPENDIX
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ramce zemé, do které jsou osobni Gdaje
predavany. Tim nejsou dotCeny dalsi
povinnosti vztahujici se na dotfené
zpracovani podle nafizeni (EU) 2016/679.

DoloZka 17
Rozhodné prdvo

Tyto dolozky se Fidi pravem zemé, ktera
pFipousti prava opravnénych tretich stran.
Strany se dohodly, Ze se budou Fidit pravem
Ceské republiky.
DoloZka 18
Volba soudu a prislusnost

(@) VeSkeré spory vyplyvajici ztéchto
dolozek budou Feseny soudy Ceské
republiky.

DODATEK
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EXPLANATORY NOTE:

It must be possible to clearly distinguish the
information applicable to each transfer or
category of transfers and, in this regard, to
determine the respective role(s) of the Parties as
data exporter(s) and/or data importer(s). This
does not necessarily require completing and
signing  separate  appendices for  each
transfer/category of transfers and/or contractual
relationship, where this transparency can
achieved through one appendix. However, where
necessary to ensure sufficient clarity, separate
appendices should be used.
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VYSVETLIVKA:

Musi byt moZzné jasné rozliSit informace
pouzitelné pro kazdy prenos nebo kategorii
prenostl a v tomto ohledu urcit prislusnou roli
(Glohy) stran jako vyvozce (vyvozcd) Gdajt a/nebo
dovozce (dovozcll) Gdaji. To nutné nevyZaduje
vyplnéni a podepsani samostatnych pfiloh pro
kazdy prevod/kategorii pfevodd a/nebo smluvni
vztah, kde Ize této transparentnosti dosahnout
prostiednictvim jednoho dodatku. Je-li to vSak
nutné pro zajisténi dostatecné srozumitelnosti,
meély by byt pouZity samostatné prilohy.
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APPENDIX
ANNEX |
A. LIST OF PARTIES
Data exporter(s):
1. Name: Fakultni nemocnice Ostrava

Address: 17. Listopadu 1790/5, 708 52 Ostrava-
Poruba, Czech Republic

Main Te!: [N
e-mail: [

Contact person’s name, position and contact
details:

EU Privacy Office (where relevant):

EU Representative (where relevant):

Activities relevant to the data transferred under
these Clauses: clinical trials

Signature and date:

Role: Processor

Data importer(s):
2. Name: ImmunoGen, Inc.

Address: ImmunoGen, Inc., 830 Winter Street, 830
Winter Street Waltham, MA 02451 - USA

Contact person’s name, position and contact
details:

Vice President, Chief Compliance Officer.
Email: |

Activities relevant to the data transferred under
these Clauses: Clinical trials

Signature and date:
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DODATEK
PRILOHA I
A. SEZNAM SMLUVNICH STRAN
Vyvozce/vyvozci udajt:
1. Jméno: Fakultni nemocnice Ostrava

Adresa: 17. Listopadu 1790/5, 708 52 Ostrava-
Poruba, Ceska republika

Hiavni telefonni &islo: |GG
e-mail: |

Jméno, funkce a kontaktni (daje kontaktni osoby:

Ufad EU pro ochranu osobnich udaja

(v pFislusnych pfipadech):
Zastupce pro EU (v pfislusnych pfipadech):

Cinnosti relevantni pro pfedavani Gdajl na
zakladé téchto dolozZek: klinicka hodnoceni

Podpis a datum:

Role: Zpracovatel:

Dovozce (dovozci) udajt:
2.Jméno: ImmunoGen, Inc.

Adresa: ImmunoGen, Inc, 830 Winter Street,
Waltham, MA 02451, USA

Jméno, funkce a kontaktni Udaje kontaktni osoby:

Vice President, Chief Compliance Officer.
E-mail: [

Cinnosti relevantni pro pFedavani Gdajli na
zakladé téchto doloZek: Klinickd hodnoceni

Podpis a datum:
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Controller

B. DESCRIPTION OF TRANSFER

Categories of data subjects whose personal data is
transferred related to Study under the Protocol
IMGN853-0421

The personal data transferred concern the following
categories of data subjects:

[J Current, past and future patients and research
subjects including those who have consented to
participation in Clinical Research studies
sponsored by sponsor or other forms of medical

research ("Patients"”)

Current, past and future clinical investigators and
potential clinical investigators, sub-investigators,
pharmacists, physicians and other health care
professionals including those who may be involved
in the conduct of the Clinical Research studies
sponsored by sponsor or other forms of medical
research (“Study Personnel”)

Past, present and future employee(s), officers,
directors, consultants, managers, agents of
vendors involved in the conduct and management
of the sponsor’s research studies or other forms of
medical research (“Vendor’s Personnel”)

Sponsor’s past, present and future employee(s),
officers, directors, consultants, managers, agents,
involved in the conduct and management of the
clinical research studies or other forms of medical
research (Sponsor’s Personnel”)

[ Other (please specify)
Categories of personal data transferred

The personal data transferred concern the following
categories of data:

For Patients:

1. Personal identification data (such as name,
surname, date of birth (year or month/year) or
age)

2. Contact information (such as address, emails,
phone numbers)

3. Subject identification number assigned for

research participation
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Spravce
B. POPIS PREDANI

Kategorie subjekti udaji, jejichZ osobni udaje se
preddvaji v souvislosti se Studii s ¢islem Protokolu
IMGN853-0421

Pfedavané osobni Udaje se tykaji téchto kategorii
dajl subjektd:

(] Sou€asni, minuli abudouci pacienti a subjekty
vyzkumu veetné téch, ktefi souhlasili s Gcasti
v klinickych vyzkumnych studiich provadénych
Zadavatelem nebo v jinych forméach |ékaFského
vyzkumu (,,Pacienti*)

Souc€asni, minuli abudouci Kklinicti zkouSejici
a potencialni Klini¢ti zkousejici, spoluzkousejici,
Iékarnici, lékafi adalSi zdravotniCti pracovnici
véetné téch, ktefi se pfFipadné podileji na
provaddéni  Kklinickych  vyzkumnych  studii
provadénych Zadavatelem nebo na jinych
formach Iékarského vyzkumu (,,Personal Studie*)

Minuli, soucasni a budouci zaméstnanci, vedouci
pracovnici, Clenové  statutarniho  organu,
konzultanti, manazefi a zastupci dodavatel(, ktefi
se podileji na provadéni a Fizeni vyzkumnych studii
Zadavatele nebo jinych forem lékafského
vyzkumu (,,Personal Dodavatel(*)

Minuli, sou€asni a budouci zaméstnanci, vedouci
pracovnici, ¢lenové  statutarniho  organu,
konzultanti, manaZefi a zastupci Zadavatele, ktefi
se podileji na provadéni a Fizeni vyzkumnych studii
nebo jinych forem Iékarského vyzkumu (,,Personal
Zadavatele®)

(] Jiné (uvedte konkrétng)

Kategorie pfeddvanych osobnich udajii

Pfedavané osobni Udaje se tykaji téchto kategorii
Gdajl:

V pfipadé Pacient(:

1. Osobni identifikatni idaje (napf. jméno, prijmeni,
datum narozeni (rok nebo mésic/rok) nebo vék)

Kontaktni Udaje (napf. adresa, e-mailové adresy,
telefonni ¢isla)

Identifikacni €islo subjektu pridélené pro Ucast ve
vyzkumu
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4. Physical description and other personal
characteristics (such as gender, childbearing
potential, weight, height)

5. Other data as required for the planning,
administration and management of the sponsor’s
clinical research operations and clinical trials, for
the recruiting and the participation and logistics of
the trial participants and study and non-study
personnel in those trials, for recording and
archiving purposes, for quality assurance, for
safety reporting purposes.

For Study Personnel:

1. Personal identification data (such as name,
surname),

2. Contact information (such as telephone number,
fax number, email address, address, practice /
hospital / clinic location)

3. Professional characteristics such as professional
specialty, affiliations with employers, professional
associations or health care organizations, any
other information contained in a CV regarding
their professional and academic experience and
qualifications)

For Vendors’ Personnel

1. Personal identification data (such as name,
surname),

2. Contact information (such as telephone number,
fax number, email address, address, company
name, work location)

3. Financial, economic, payment and banking
information (such as bank accounts and credit card
numbers)

For Sponsor’s Personnel

1. Personal identification data (such as name,
surname),

2. Contact information (such as telephone number,
fax number, email address, address, company
name, work location)
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4. Fyzicky popis adaldi osobni charakteristiky
(napF. pohlavi, plodnost, hmotnost, vyska)

5. Dalsi (daje potfebné pro planovani, spravu
afizeni  klinického  vyzkumu  aKklinickych
hodnoceni Zadavatele, pro nabor, U¢ast a logistiku
Gcastnikd klinickych hodnoceni a Personélu Studie
adals$iho persondlu mimo Studii v téchto
klinickych hodnocenich, pro Géely vedeni zaznamd
aarchivace, pro zajisténi kvality, pro ucely
predkladani zprav o bezpecnosti.

V pfipadé& Personalu Studie:

1. Osobni Gdaje (napf. jméno, pfijmeni),

2. Kontaktni idaje (napt. telefonni €islo, faxové €islo,
e-mailova adresa, adresa, sidlo
ordinace/nemocnice/kliniky)

3. Profesni charakteristika, napf. odborna
specializace, pracovni pomér uzaméstnavatel(
aclenstvi  vprofesnich  sdruzenich  nebo
zdravotnickych organizacich, pfipadné dalSi
informace obsaZené v Zivotopise tykajici se
profesni a akademické praxe a kvalifikace)

V pfipadé Personalu Dodavatelll

1. Osobni Gdaje (napf. jméno, pfijmeni),

2. Kontaktni udaje (napf. telefonni Eislo, faxové Eislo,
e-mailova adresa, adresa, jméno spole¢nosti, sidlo
pracovisté)

3. Finan¢ni, ekonomické, platebni abankovni
informace (nap¥. bankovni Gcty a €isla platebnich
karet)

V pfipadé Personélu Zadavatele
1. Osobni Gdaje (napf. jméno, pfijmeni),
2. Kontaktni udaje (nap¥. telefonni &islo, faxové Eislo,

e-mailova adresa, adresa, jméno spole¢nosti, sidlo
pracovisté)
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Sensitive data transferred (if applicable) and applied
restrictions or safeguards that fully take into
consideration the nature of the data and the risks
involved, such as for instance strict purpose limitation,
access restrictions (including access only for staff
having followed specialised training), keeping a
record of access to the data, restrictions for onward
transfers or additional security measures.

The personal data transferred concern the following
special categories of data:

1. Racial or ethnic origin, on an as needed basis in
accordance with the Study Protocol and in

compliance with local applicable laws

Data related to health such as without limitation:
2.1.Prior therapy,

2.2.Current medical conditions
2.3.Relevant medical history

2.4. Results of physical examination (respiration
rate, body temperature, blood pressure, pulse
rate)

2.5. Serology results (examples lab tests local and
central) immunogenicity assessment

2.6.Previous and concomitant medication

2.7. Medical imaging and radiological reports

Genetic data such as

3.1. Biological samples (including genetic samples
and related data)

4. Biometric data
5. Study-specific data

Other special categories of data, as required for the
planning, administration and management of the
sponsor’s clinical research operations and clinical trials,
for the recruiting and the participation and logistics of
the trial participants and study and non-study
personnel in those trials, for recording and archiving
purposes, for quality assurance, for safety reporting
purposes

The frequency of the transfer (e.g. whether the data is
transferred on a one-off or continuous basis).

Personal data to be collected from clinical subjects
located in the country where the trial is being
implemented and combined and analysed with the
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Citlivé udaje, které se preddvaji (v pFislusnych
pripadech), a uplatnénd omezeni nebo zdruky, jeZ
plné zohledrhiuji povahu udaji a souvisejici rizika,
napriklad prisné ucelové omezeni, omezeni pFistupu
(véetné pristupu pouze pro zaméstnance, ktefi
absolvovali specializované skoleni), vedeni zaznamu
o pristupu k udajim, omezeni pro dalsi predavdni
nebo dodatecnad bezpecnostni opatreni.

Pfedavané osobni Udaje se tykaji téchto zvlastnich
kategorii udaja:

1. Rasovy nebo etnicky plvod podle potfeby,
vsouladu sProtokolem Studie amistnimi
platnymi pravnimi predpisy

Udaje tykajici se zdravi, napt.:

2.1. Pfedchozi Iécba,

2.2. SouCasny zdravotni stav

2.3. Prislusna anamnéza

2.4. Vysledky fyzikalniho vySetfeni (dechova
frekvence, télesna teplota, krevni tlak,

tepova frekvence)

2.5. Vysledky sérologie (nap¥. vysledky rozbord
z mistnich a centralnich laboratoff),

hodnoceni imunogenicity

2.6. Pfedchozi a soubézné podavana lécba

2.7. Zpravy z lékafského snimkovani

a z radiologickych vy3etfeni
Genetické Udaje, napft.:

3.1. Biologické vzorky (véetné genetickych vzorkd
a souvisejicich tdaji)
4. Biometrické Gdaje

5. Udaje specifické pro Studii

Dal$i zvlastni kategorie Udajl potiebnych pro
planovani, spravu afizeni klinického vyzkumu
a klinickych hodnoceni Zadavatele, pro nabor, Gcast
a logistiku Gcastnikd klinickych hodnoceni a Personalu
Studie adalsiho persondlu mimo Studii v téchto
klinickych hodnocenich, pro Gcely vedeni zaznaml
a archivace, pro zajisténi kvality, pro Gcely predkladani
zprév o bezpecnosti

Cetnost preddvdni (napf. zda jsou udaje preddvdny
jednordzové nebo priibézné).

Osobni udaje budou shromazdovany od klinickych
subjektl nachézejicich se vzemi, kde se Kklinické
hodnoceni provadi, a budou sluovany a analyzovany
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data of the other clinical subjects participating in the
study across the study geographic scope.

Source documentation will be collected, stored and
transferred from the country of the trial
implementation under the responsibility of the
importer.

No directly identifying personal information will be
shared with the data importer.

Nature of the processing

Performance of clinical trial activities, data capture in
electronic case report forms.

Purpose(s) of the data transfer and further processing
The transfer is made for the following purposes:

The data will be transferred for the purpose of
conducting the clinical study, preparing regulatory
submissions as per the applicable legal framework and
supporting research.

The personal data transferred will be subject to the
following basic processing activities:

Receiving personal data, accessing, storing, retrieving,
analyzing, modifying, anonymizing, as applicable, and
recording same.

The period for which the personal data will be
retained, or, if that is not possible, the criteria used to
determine that period

For the duration necessary to perform the clinical trial
and for such period thereafter as permitted or required
by law.

For transfers to (sub-) processors, also specify subject
matter, nature and duration of the processing

s Udaji od ostatnich klinickych subjekt(l i¢astnicich se
studie ze viech zemi, v nichZ bude studie provadéna.

Za shromazdovani, uchovavani a pfedavani zdrojové
dokumentace ze zemé provadéni Kklinického
hodnoceni odpovida dovozce.

Dovozci (idaji nebudou sdélovany Zadné osobni Gdaje,
Z nichz Ize pfimo zjistit totoznost.

Povaha zpracovani

Provadéni c¢innosti vramci klinického hodnoceni,
zadavani dat do elektronickych formularl zaznami
subjektl hodnocent.

Ucel nebo ucely preddni udajii a dalsi zpracovdni
Pfedavani se provadi za nasledujicimi ucely:

Udaje budou pfedavany za ucelem provadéni klinické
studie, vypracovavani podani pro kontrolni Gfady
podle platného pravniho rdamce ana podporu
vyzkumu.

Pfeddvané osobni Gdaje budou pfedmétem téchto
zakladnich procest zpracovani:

Pfijimani osobnich (dajd, pfistup knim, jejich
ukladani, vyhledavani, analyza, Gprava, pripadné
anonymizace a zaznamenavani.

Doba, po kterou budou osobni udaje uchovdvdny,
nebo neni-li ji moZné urcit, kritéria pouiZita pro
stanoveni této doby

Po dobu nezbytnou k provadeéni klinického hodnoceni

apo dobu, kterd je povolena nebo vyZadovana
zdkonem.

Pokud jde o pfeddvani (dilécim) zpracovateliim, rovnéZ
uvedte predmét, povahu a trvdni zpracovani

Sub-processors
Name & Address /
Jméno a adresa
subdodavateli

Type of agreement
in place with data
importer & effective
date /

Typ smlouvy
uzaviené

s dovozcem udaju
a datum ucinnosti

Scope of Services
(subject matter,
nature and duration
of the processing) /
Rozsah sluzeb
(pfedmét, povaha
a doba trvani
zpracovani)

Target Country / |Adequacy
Cilova zemé Safeguard /
Zaruka

pfimérenosti
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C. COMPETENT SUPERVISORY AUTHORITY

N/A

ANNEX Il - TECHNICAL AND ORGANISATIONAL
MEASURES INCLUDING TECHNICAL AND
ORGANISATIONAL MEASURES TO ENSURE THE
SECURITY OF THE DATA

N/A

ANNEX Il = LIST OF SUB-PROCESSORS
N/A

immun-gen

C. PRISLUSNY DOZOROVY URAD

Nevztahuje se.

PRILOHA 1l TECHNICKA A ORGANIZACNi OPATRENI
VCETNE TECHNICKYCH A ORGANIZACNICH OPATRENI
K ZAJISTENI ZABEZPECENI UDAJU

Nevztahuje se

PRILOHA IIl - SEZNAM SUB-ZPRACOVATELU

Nevztahuje se

HAB67627_CZE_en_ImmunoGen_EU_Clinical Study Agreement_Tri-Partite_6Apr2020_Translated on 21-Feb-2020-1



