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CLINICAL STUDY AGREEMENT
N. 017/0VZ/20/036-P

SMLOUVA O PROVADENI KLINICKEHO HODNOCENi
C. 017/0VZ/20/036-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: doc. et doc. MUDr. Petr
Vavra, Ph.D., Deputy Director for Science, Research
and education institution (the “Institution”), and doc.
MUDr. Jaroslav Klat, Ph.D., 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 Gc¢innosti“) a uzavira se
mezi spolecnosti ImmunoGen, Inc. registrované
v Massachusetts se sidlem 830 Winter Street, Waltham, MA
02451, DIC 04-2726691 (,,iJmmunoGen“) a zdravotnickym
zafizenim Fakultni nemocnice Ostrava, se sidlem 17.
listopadu 1790, 708 52 Ostrava, Ceska republika IC:
00843989, DIC: CZ00843989, Zrizovaci listina MZ CR ze dne
25. listopadu 1990 ¢.j. OP-054-25.11.90ve vécech této
smlouvy je opravnén jednat a podepisovat: doc. et doc.
MUDr. Petr Vavra, Ph.D., naméstek reditele pro
védu,vyzkum a vyuku (,Zdravotnické zarizeni®), doc.
MUDr. Jaroslav Klat, Ph.D. s pracovistém 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 spolecné jako ,,Smluvni strany“.

WHEREAS, ImmunoGen is sponsoring an interventional
clinical study of its proprietary investigational new
drug  Mirvetuximab soravtansine IMGN853 (the
“Study Drug”) entitled MIRASOL: A Randomized,
Open-label, Phase 3 Study of Mirvetuximab
Soravtansine  vs. Investigator’s  Choice  of
Chemotherapy in Platinum-Resistant Advanced High-
Grade Epithelial Ovarian, Primary Peritoneal, or
Fallopian Tube Cancers with High Folate Receptor-
Alpha Expression (the “Study”), with Protocol No.
IMGN853-0416 (the “Protocol”);

Spolecnost ImmunoGen je zadavatelem intervencniho
klinického hodnoceni svého chranéného hodnoceného
nového pripravku Mirvetuximab soravtansine IMGN853
(,,Hodnoceny pripravek“) s nazvem MIRASOL:
Randomizované, otevrené klinické hodnoceni faze 3
posuzujici  mirvetuximab  soravtansin v porovnani
s chemoterapii podle volby zkousejiciho |ékare
u pokrocilého  epitelialniho  karcinomu  vajecniku,
primarniho peritonealniho karcinomu nebo karcinomu
vejcovodu vysokého stupné s rezistenci vacéi platiné
a s vysokou expresi folatového receptoru alfa. (,,Studie),
¢. protokolu IMGN853-0416 (,,Protokol“);

WHEREAS ImmunoGen has appointed ImmunoGen,
Inc., located at 6th Floor, 2 Grand Canal Square,
Dublin 2, Ireland, DO2 A342, to act as its EU legal
representative.

Spolecnost ImmunoGen povérila 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 zarizeni provadi klinické studie pro
vyzkumné Gcely.

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 pripravku; a
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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.

Spolecnost ImmunoGen si preje, aby Zdravotnické zarizeni
a Zkousejici provadéli Studii ve Zdravotnickém zarizeni, a
Zdravotnické zarizeni a Zkousejici |ékar si preji provadét
Studii, jejimz zadavatelem je spolecnost ImmunoGen.

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 povéril spolecnost 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“) vcetné jejich pridruzenych
subjektl, aby pro néj zajistovala a spravovala Studii
(definice viz dale), stim, Ze na zakladé pisemného
oznameni mize ImmunoGen v budoucnu pripadné povérit
plnénim tohoto ucelu 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 prislibl a zavazku uvedenych
v této Smlouvé a za primérené a hodnotné protiplnéni,
jehoz prijeti a dostateCnost jsou timto potvrzeny, se
spoleCnost ImmunoGen, Zdravotnické zarizeni a
Zkousejici dohodli na uzavreni Smlouvy v tomto znéni:

1. Study Terms and Conditions. Budget and
Payment Schedule.

1. Podminky Studie. Rozpocet a rozpis plateb.

(a) Payments. In consideration of the conduct of
the 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.

(@) Platby. Spolecnost ImmunoGen se zavazuje dat
pokyn svému dodavateli, organizaci CRO, aby hradila
Ctvrtletni platby Zdravotnickému zarizeni za provadéni
Studie po obdrzeni prislusné faktury a spravné vyplnénych
zaznaml CRF v souladu s podminkami stanovenymi
v Priloze B. CRO ridi Studii pro ImmunoGen, ale neponese
va¢i  Zdravotnickému  zafizeni ani  Zkousejicimu
odpovédnost za hrazeni Zadnych naklad( spojenych
s provadénim Studie.

(b) Terms of Payment. The payments referred to
in this Section shall be subject to the following terms:

) Platebni podminky. Platby, na néz odkazuje tento

(b
Clanek, se budou ridit nize uvedenymi podminkami:

(i) The Institution and Investigator
shall endeavor to enroll 2 evaluable Subjects in the
Study by November 2021. 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 June 2024. 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.

(i) Zdravotnické zarizeni a Zkousejici
budou usilovat o zarazeni 2 vyhodnotitelnych Subjektd do
Studie do listopadu 2021. Pripadné zvyseni celkového
poctu Subjektld zafazovanych do Studie musi ImmunoGen
predem schvalit. Platby souvisejici se Subjekty pripadné
zarazenymi do Studie navic nepresahnou ¢astky za Subjekt
stanovené v Priloze B.

Predpokladana doba trvani Studie je od podpisu této
smlouvy do Cervna 2024. Pripadna odchlyka skutecné doby
trvani od predpokladané doby trvani presahujici tuto dobu
0 vice nez 6 mésicl vyzaduje zménu této smlouvy ve
formé pisemného dodatku.

(ii) In the event that a Subject withdraws or is
withdrawn from the Study for reasons beyond the

(i) V pripadé, ze Subjekt ucast ve Studii ukonci nebo
z ni bude vyrazen z diivod(, které Zdravotnické zarizeni
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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 that Subject's withdrawal
from the Study have been completed and sent to and
accepted by ImmunoGen.

ani Zkousejici nemohou nijak ovlivnit (avsak po zahajeni
rezimu podavani pripravku a v souladu s Protokolem),
bude odména za tento Subjekt vyplacena v pomérné vysi
(podle poctu uskutecnénych navstév), avsak stim, Ze
museji byt shromazdény vsechny (daje tykajici se tohoto
Subjektu az do doby, kdy tento Subjekt ukoncil Ucast ve
Studii, a odeslany spolecnosti ImmunoGen, ktera je
schvali.

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

(iii) Uhrady za Subjekty, které neprojdou vstupnimi
vySetfenimi, budou hrazeny vsazbé a na zakladé
podminek uvedenych v Priloze B.

For the avoidance of doubt, audits shall be

(iv)

Aby se zamezilo pochybnostem, Zkousejici a

(iv)

supported at no cost by the Investigator and Personnel | Personal budou poskytovat bezplatné podporu pri
members. auditech.
(c) Financial obligations of the Institution and the | (c) Financni zavazky Zdravotnického zarizeni a

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 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.

Zkousejiciho. Platby uvedené v tomto Clanku budou
predstavovat jedinou odménu nalezejici Zdravotnickému
zarizeni a Zkousejicimu za provadéni Studie. Zdravotnické
zarizeni a Zkousejici ponese vyhradni odpovédnost za
platby veskerych dani a dalSich poplatkd, které mohou
vzniknout, mohou byt uvaleny nebo mohou byt splatné
navic k platbam uvedenym nize. V pripadé, ze spolecnost
ImmunoGen predem vyslovné a pisemnou formou
neschvalila jakékoli naklady a vydaje, budou Zdravotnické
zarizeni a ZkousSejici odpovédni za Uhradu veskerych
nakladd a vydaju vyplyvajicich z provadéni Studie,
zejména za vyplatu odmény vsem clendm Personalu,
poplatkl lékarné a za laboratorni testy.

Platby odmény uvedené v této smlouvéa Priloze B
predstavuji jediny a vyluény zplsob radného financniho
vyporadani mezi smluvnimi stranami. ImmunoGen timto
prohlasuje, ze neuzavrel se Zkousejicim separatni
smlouvu na odménu za provedeni klinického hodnoceni.
Odména bude mezi Zdravotnické zarizeni a Zkousejiciho a
Personal rozdélena po odecteni nakladli podle vnitfnich
predpist Zdravotnického zarizeni.

(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

(d) Smluvni strany prohlasuji a vzajemné se zarucuji,
ze poplatky, které budou hrazeny za provadéni Studie
(v¢etné plateb subdodavatelim, poradcim a dalSim
osobam jednajicim jménem Zdravotnického
zarizeni/Zkousejiciho a plateb vramci sluzeb
poskytovanych spolecnosti ImmunoGen Zdravotnickym
zarizenim a/nebo Zkousejicim) (i) predstavuji primérenou
trzni odménu za provadéni Studie, (ii) nebyly stanoveny
s prihlédnutim k mnoZstvi nebo hodnoté doporuceni,
Uhrad nebo obchodnich transakci mezi Zdravotnickym
zarizenim a/nebo Zkousejicim a spolecnosti ImmunoGen a
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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.

(iii) nejsou nabizeny ani poskytovany zcela nebo Castecné
s Umyslem primo, neprimo, skryté nebo otevrené ovlivnit
jejich prijemce nebo ho nabadat k tomu, aby nakupoval
vyrobky spolecnosti ImmunoGen, predepisoval je,
odkazoval se na né, prodaval je, zarizoval jejich nakup ci
prodej ani doporucoval jejich vyhodné umisténi
v lékopisu, a nejsou nabizeny nebo poskytovany ani jako
odména za takové jednani v minulosti.

(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 predmétné Studie Zdravotnickym zarizenim
a Zkousejicim podle této Smlouvy.

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

(f) Doba splatnosti a platby splatné ze strany
ImmunoGen budou uvedeny v Rozpoctu a platebnich
podminkach, pripojenych k této Smlouvé jako Priloha B.

2. Protocol; Conduct of the Study.

2. Protokol; provadéni Studie.

(a) 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.

(a) Zdravotnické zarizeni a Zkousejici budou
provadét Studii vsouladu (i) s Protokolem a jeho
pripadnymi budoucimi dodatky, (ii) se stanovenym
harmonogramem Studie a (iii) s veskerymi dalSimi
pisemnymi pokyny odivodnéné vydanymi spolecnosti
ImmunoGen nebo jejimi zastupci Zdravotnickému zarizeni
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 spolecnosti ImmunoGen
pouze za naléhavych okolnosti, kdy je nutné chranit

bezpecnost, zdravi nebo prava Subjektu studie.
Spolecnost ImmunoGen musi byt o jakékoli takové
odchylce od Protokolu neprodlené informovana.

Zdravotnické zarizeni a Zkousejici dale nebudou ménit ani
upravovat, ani nedovoli kterémukoli clenu Personalu
(definovanému nize) jakkoli ménit ¢i upravovat Protokol
bez predchoziho pisemného souhlasu spolecnosti
ImmunoGen, pokud to neni vyzadovano ze zakona
k ochrané bezpecnosti, zdravi nebo prav Subjektl studie;
v takovém pripadé musi byt spolecnost ImmunoGen
o jakékoli takové zméné ¢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 ucelem
uzavreni této Smlouvy neni ovlivnit jejich komercni
provoz a ze jej zadnym zplUsobem neovlivni, mimo jiné
v€etné (konu nakupu Zdravotnického zarizeni a
Zkousejiciho. Zdravotnické zarizeni a Zkousejici také
potvrzuji, Ze predpisy jsou a budou vystavovany vyhradné
na zakladé zdravotnich indikaci, a dale, ze tato Studie
neovlivni predepisovani |écCiv Zkousejicim nyni ani
v budoucnu.
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(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 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:

(€) Zkousejici a Zdravotnické zarizeni berou
na védomi, zZe spolecnost ImmunoGen a jeji prislusné
pridruzené subjekty musi dodrzovat (i) britsky zakon proti
korupci z roku 2010 (,,Protikorupcni zakon“), (ii) zakon
USA o zakazu korupcnich praktik v zahranici z roku 1977
(,FCPA“) a (iii) pripadné dalsi protikorupcni pravni
predpisy (spolecné ,Platné protikorupcni zakony*).
Strucny prehled zakladnich principi Protikorupéniho
zakona a FCPA je uveden v Priloze A. Zdravotnické
zafizeni a Zkousejici nesméji umoznit ani nabadat
zaméstnance, zprostredkovatele, konzultanty nebo jiné
zastupce, at' jiz primo ¢i neprimo, aby se podileli na
jakékoli cinnosti, ktera je dle Platnych protikorupcnich
zakonU zakazana, véetné poskytnuti uUplatku, provize,
nedovolenych plateb ¢i jakychkoli jinych korupcnich
praktik. Zdravotnické zarizeni a Zkousejici budou dale
provadeét Studii v souladu s veskerou narodni a nadnarodni
legislativou, predpisy a pravidly platnymi pro pravni rad,
v némz Studie probiha, a to zejména:

(i) 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 lékarské
asociace, ,,Etickymi zasadami pro lékarsky vyzkum s Ucasti
lidskych subjekt(* v platném znéni vcetné pripadnych
budoucich Gprav;

(ii) any and all national legislation and
European directives and regulations applicable to the
conduct of trials as amended from time to time,
especially Act. No 378/2007 Coll. on Pharmaceuticals
as amended Act. No 372/2011 Health Services as
amended, Act. No 110/2019 Coll. on the processing of
personal data as amended and regulation Decree
No0.226/2008 Coll. on Good Clinical Practice and
detailed conditions of clinical trials on medicinal
products, as amended.

(i) s veskerou narodni legislativou,
evropskymi narizenimi a predpisy platnymi pro provadéni
klinickych hodnoceni v platném znéni vcetné pripadnych
budoucich Uprav;zejm. zakonem ¢. 378/2007 Sb., o
léCivech, v platném znéni, zakonem ¢. 372/2011 Sb., o
zdravotnich sluzbach, v platném znéni, zakonem (.
110/2019 Sb., o zpracovani osobnich Udaju, v platném
znéni a vyhlaskou ¢. 226/2008 Sb., o spravné klinické praxi
a blizsich podminkach klinického hodnoceni lécivych
pfipravkd, v platném znéni.

(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 (napr. pravidly ICH a/nebo FDA) v platném
znéni véetné pripadnych budoucich Uprav;

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

(iv) s veskerou narodni legislativou,
evropskymi narizenimi a predpisy ohledné ochrany (daju;

(v) and any and all other applicable
directives, laws and regulations governing the conduct
of a clinical Study as amended from time to time,

(v) s veskerymi dalSimi prislusnymi
smérnicemi, zakony a predpisy upravujicimi provadéni
Studie v platném znéni vcetné pripadnych budoucich
Uprav;
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(vi)

ethics;

the applicable industry codes of

s prislusnymi ~ oborovymi  etickymi

(vi)
pravidly.

(together the “Applicable Laws and Regulations™).

(dale spolecné 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“).

(i) ImmunoGen shall be
responsible for ensuring all approvals have been
obtained from the EC (including approval of the
Protocol, the ICF, and any advertisements pertaining
to the enrollment of Study Subjects in the Study)
before implementing the Study.

(1) ImmunoGen bude zodpovédny za
zajisténi vsech schvaleni EK jesté pred zahajenim Studie
(véetné schvaleni Protokolu, formulare informovaného
souhlasu a pripadnych inzerat( tykajicich se zarazovani
Subjektd studie).

(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 zarizeni a ZkouSejicimu veskeré zmény
Protokolu nebo formulare informovaného souhlasu
pozadované ze strany EK. S vyjimkou pripadu vyslovné
uvedenych v Clanku 2(a) této Smlouvy musi viechny tyto
zmény predem 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 zarizeni a Zkousejicimu a
jejim zastupclm informace o sloZeni EK, kopie souhlasu
EK a veskerou relevantni korespondenci s EK. ImmunoGen
je povinnen neprodlené oznamit Zdravotnickému zarizeni
a Zkousejicimu veskeré pripadné Upravy, zamitnuti,
odnéti nebo pozastaveni souhlasu EK; oznameni musi byt
v kazdém pripadé podano nejpozdéji Ctyricet osm (48)
hodin od doruceni 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 zarizeni a Zkousejici
nezahaji nabor Subjektl k Ucasti ve Studii, dokud
Zkousejici (i) nedostane od spolecnosti ImmunoGen nebo
jejich zastupch oznameni, ze byly ziskany vsechny
souhlasy, povoleni a dokumentace potrebné k provadéni
Studie ve Zdravotnickém zarizeni; a (ii) nepodepise tuto
Smlouvu, a dokud nepodepise Protokol, ¢imz se zavaze
plnit véechny povinnosti a prevzit veskeré zavazky v ném
uvedené.

(f) 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 having been

(f) Zdravotnické zarizeni a Zkousejici nebude
podavat Hodnoceny pripravek, placebo ¢i jiné lécivo
uzivané v kontrolnim rameni nebo v kombinaci
s Hodnocenym pripravkem ani u Subjektu studie provadét
jakékoli postupy souvisejici se Studii, dokud (i) Subjekt
studie neobdrzi, nepreCte a nepodepise formular
informovaného souhlasu pro Studii, stim, Ze tento
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previously approved by ImmunoGen and the | formulaF musi nejprve schvalit spolecnost ImmunoGen a
applicable EC. prislusna EK.
(2) The Institution and Investigator shall, | (g) Zdravotnické zarizeni a ZkousSejici jspu

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

povinni se ridit vSemi poZadavky tykajicimi se oznamovani
nezadoucich prihod, zejména pozadavky (i) stanovenymi
Protokolem, (ii) stanovenymi predpisy tykajicimi se
uzivani hodnocenych novych pripravkil nebo vyjimek
ohledné klinickych hodnoceni, (iii) ustavenymi platnymi
mistnimi pravidly nebo predpisy a (iv) ustavenymi EK.
Jejich pripadné kopie spolecnost ImmunoGen poskytne
Zdravotnickému zarizeni a Zkousejicimu . Aniz by tim byla
omezena obecna platnost vyse uvedeného, Zdravotnické
zarizeni a Zkousejici okamzité pisemné uvédomi oddéleni
bezpecnosti léCiv spolecnosti ImmunoGen (nebo jejiho

authorized agent’s) drug safety group, as identified in | opravnéného zastupce) dle stanoveni Protokolu
the Protocol, any and all Serious Adverse Events (as | o veskerych Zavaznych nezadoucich prihodach
defined in the Protocol). (definovanych v Protokolu).

(h) ImmunoGen  shall inform  the | (h) Spolecnost ImmunoGen je povinna

Institution and Investigator of new observations
discovered by or 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 (ii) 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 (z) alter the EC’s approval
of the Study.

Zdravotnické zarizeni a Zkousejiciho informovat o novych
poznatcich, které spolecnost ImmunoGen zjistila, nebo
které ji byly oznameny, a o dileZitych skutecnostech
tykajicich se bezpecnosti Hodnoceného pripravku.
Spolecnost ImmunoGen dale souhlasi, Ze neprodlené,
v kazdém pripadé vsak nejpozdéji do péti (5) pracovnich
dn( Zdravotnické zarizeni a Zkousejici uvédomi o (i)
zjisténich (napriklad vysledcich Studie nebo zjisténich
Z monitorovacich navstév béhem Studie), ktera by mohla
mit dopad na bezpec¢nost i 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.

(i) ImmunoGen shall register the Study | (i) Spolecnost  ImmunoGen  zaregistruje
and post all Study results on a publicly accessible | Studii a da jeji vysledky k dispozici na verejné pristupném
website  (www.clinicaltrials.gov) to the extent | webu (www.clinicaltrials.gov) v rozsahu ulozeném
required by and in accordance with Applicable Laws | Platnymi zakony a predpisy a v souladu s nimi.

and Regulations.

(j) ImmunoGen shall comply with | (j) Spolec¢nost ImmunoGen je povinna

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.

dodrzovat Platné zakony a predpisy v rozsahu, v jakém se
na ni vztahuji jako na zadavatele Studie. Spolecnost
ImmunoGen  ziskala vSechna povoleni nezbytna
k provadéni Studie od statnich i kontrolnich (radu a zajisti
Material (definovany nize), zejména vsechna prislusna
povoleni kontrolnich (fadd, a vSechna tato povoleni
museji byt béhem Studie plné platna a ucinna.
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3. Investigator/Personnel. 3. Zkousejici/Personal.
@) The Investigator hereby declares that | (a) Zkousejici timto prohlasuje, ze Zkousejici
he/she has undergone the necessary training and has | prosel/a nezbytnym skolenim ama pozadovanou

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 ImmunoGen
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, in accordance with Section 12 hereof.

kvalifikaci, zkusenosti a prostredky pro provadéni Studie.
Zkousejici zajisti dohled na provadéni Studie a a bude za
ni zodpovidat. Nebude-li Zkousejici moci své povinnosti ve
Studii vykonavat, odejde ze Zdravotnického zarizeni nebo
Zdravotnickému zarizeni oznami, ze ma v umyslu odejit,
oznami to Zdravotnické zarizeni spolecnosti ImmunoGen
do péti (5) pracovnich dnu. Zdravotnické zarizeni mize za
Zkousejiciho nominovat nahradu. Spolecnost ImmunoGen
mlze takovou vyménu na zakladé vlastniho uvazeni
schvalit nebo odmitnout. Zdravotnické zarizeni potvrzuje,
Ze pri absenci povéreného Zkousejiciho nebude zarazovat
dals$i Subjekty studie ani pokracovat v probihajicich
navstévach. Pokud spolec¢nost ImmunoGen navrhovanou
nahradu odmitne a Smluvni strany se nebudou schopny
dohodnout na vzajemné prijatelné nahradé, mize kazda
ze Smluvnich stran Studii ve Zdravotnickém zarizeni
ukoncit v souladu s Clankem 12 této Smlouvy.

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

(b) Kazdy Zkousejici ve Studii musi podepsat
Prohlaseni a zaruky podle Prilohy C.

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

(c) Zdravotnické zarizeni a Zkousejici zapoji
kvalifikovany personal (spolecné dale ,Personal“)
nezbytny k zajisténi jejich povinnosti ohledné Studie.
Zdravotnické zarizeni a Zkousejici zajisti, aby byl Personal
plné informovan a radné vyskolen ohledné Studie a
Protokolu a aby vsichni ¢élenové Personalu plnili své
povinnosti ve Studii. Zdravotnické zarizeni a Zkousejici
zajisti, aby vSichni ¢lenové Personalu vcetné Zkousejiciho
a pripadnych spoluzkousejicich splnovali povinnosti
mlcéenlivosti, které budou prinejmensim stejné restriktivni
jako povinnosti podle této Smlouvy, jez se vztahuji na
Zdravotnické zarizeni, a aby podepsali smlouvy nebo
podléhali zasadam Zdravotnického zarizeni, které
pripisuji vlastnictvi veSkerych prav k vysledkim jejich
prace Zdravotnickému zarizeni a/nebo Zkousejicimu
a které umoznuji Zdravotnickému zafizeni a/nebo
Zkousejicimu prevést tato prava na ImmunoGen.
Zdravotnické zarizeni a Zkousejici poskytnou spolecnosti
ImmunoGen a jejim zastupcim Udaje o Personalu
podilejicim se na Studii za Zdravotnické zarizeni
a Zkousejiciho a pod jejich dohledem a kontrolou, které
jsou potfebné k dodrzeni Platnych zakonu a predpisu.

(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

(d) Zdravotnické zarizeni a Zkousejici nesmi
na zadné sluzby, které maji byt provedeny na zakladé této
Smlouvy, uzavrit smlouvu se subdodavatelem bez
predchoziho pisemného souhlasu spolecnosti ImmunoGen.
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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.

V pripadé, Ze spolec¢nost ImmunoGen takovy souhlas
poskytne, musi jakakoli smlouva uzaviena mezi
Zdravotnickym zarizenim a/nebo ZkouSejicim a timto
schvalenym  externim  subdodavatelem  obsahovat
minimalné podobna 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 vSech
pripadech odpovidat zamérdm a podminkam této
Smlouvy. Za plnéni veskerych povinnosti delegovanych na
schvaleného externiho dodavatele budou nadale
odpovidat Zdravotnické zarizeni a Zkousejici. Personal
subdodavatele bude vzdy pod dohledem Zkousejiciho jako
soucast Personalu 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, 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.

(e) Zdravotnické zarizeni a Zkousejici
prohlasuji, Zze k Datu ucinnosti Zdravotnické zarizeni a
Zkousejici (a) nebyli zbaveni prislusného opravnéni,
nebyla mu uloZzena sankce zakazu vykonu cinnosti
klinickych studii a Ze podle nejlepsiho védomi
Zdravotnického zarizeni a Zkousejiciho po radném setreni
nejou vysetrovani Zzadnym kontrolnim Uradem, kdy
vysledkem takového Setfeni ¢i rizeni mze byt ulozeni
sankce zakazu vykonu ¢innosti ¢i odebrani opravnéni, (ii)
nebylo shledano vinnym z podvodu, zkresleni idaji nebo
Z jakéhokoli jiného Zzalovatelného cinu v souvislosti
s provadénim klinickych studii a podle nejlepsiho védomi
Zdravotnického zarizeni a Zkousejiciho po radném setreni
v soucasné dobé neceli obvinénim z takového jednani.
Zdravotnické zarizeni a Zkousejici dale prohlasuji
a zaruCuji se, ze v zadné funkci nenajme v souvislosti
s jakymikoli sluzbami provadénymi na zakladé této
Smlouvy Zadnou fyzickou osobu, ktera (i) byla zbavena
licence na zakladé Zakona o potravinach, lécich a
kosmetice nebo byla jinak prohlasena za nezpusobilou ci
ji byl zakazan vykon klinickych hodnoceni, (ii) porusila
jakékoli zakony Ci predpisy k zamezeni Uplatkarstvi nebo
zakony Ci predpisy o nepravdivych tvrzenich nebo ji bylo
jakymkoli kvalifikovanym kontrolnim Gradem 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 zarizeni a Zkousejici zavazuji neprodlené
pisemné informovat spolecnost ImmunoGen poté, co
zZjisti, Ze jakakoli osoba, ktera poskytuje sluzby na zakladé
této Smlouvy, byla zbavena prislusného opravnéni nebo ji
byla zakazana ¢innost, nebo Ze v souvislosti s ni probiha
jakakoli zaloba, soudni pre, stiznost, vysetrovani nebo
soudni nebo spravni fizeni, nebo pokud podle nejlepsiho

védomi  Zdravotnického zarizeni a  Zkousejiciho
v souvislosti se zbavenim opravnéni nebo zakazem
¢innosti  Zdravotnického zafizeni, Zkousejiciho nebo

jakéhokoli Clena Personalu takové Fizeni hrozi.
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(f) 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 zarizeni a Zkousejici jsou povinni vést po
celou dobu zaznamy, kterymi budou moci dolozit
pouzivani primérenych systém( a kontrol Fizeni jakosti
zarucujicich spolehlivost, kvalitu a integritu veskerych
Gdaju.

(g) 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.

(g) Zdravotnické zarizeni a ZkousSejici jsou povinni
neprodlené a v kazdém pripadé oznamit veskera poruseni
nebo potencialni poruseni Platnych zakon( a predpist
a/nebo Protokolu do tfi (3) dni od zjisténi takového
poruseni a zajisti, aby tak Cinil rovnéz Zkousejici.

4. ImmunoGen Property.

4. Majetek spole¢nosti ImmunoGen.

(a) 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. The Institution and
Investigator shall have no liability for any failure to
fulfill its obligations under this Agreement as a result
of the wunavailability 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.

(a) Spolecnost ImmunoGen Zdravotnickému
zarizeni a Zkousejicimu bezplatné doda takové mnozstvi
Hodnoceného pripravku, placeba a/nebo jiného léciva
pripadné pozadovaného podle Protokolu (spolecné
»,Material“), jaké bude vyzadovano pro Studii na zakladé
Protokolu. Zdravotnické zarizeni a ZkousSejici neponese
odpovédnost za jakékoli nesplnéni svych zavazkd vzniklé
v disledku  nedostupnosti  nezbytného  Materialu.
Spolec¢nost ImmunoGen prohlasuje, Ze Hodnoceny
pripravek byl vyroben v souladu s Platnymi zakony a
predpisy a ze zpristupnila vSechny znamé podstatné
informace o Hodnoceném pripravku.

(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 No0.226/2008 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, 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

(b) Dodavky Materidlu se budou Fidit
Protokolem. Zdravotnické zarizeni a ZkousSejici bez
predchoziho pisemného souhlasu spolecnosti ImmunoGen
nepouziji Material pro jakékoli jiné Ucely nez na zakladé
a ve shodé s Protokolem. Hodnoceny pripravek bude v
souladu s vyhlaskou ¢. 226/2008 Sb., o spravné klinické
praxi a blizSich podminkach klinického hodnoceni lécivych
prpravki, v platném znéni, uskladnén v lékarné
Zdravotnického zarizeni, ktera se zavazuje dodrzovat
podminky spravné lékarenské praxe, souvisejici pokyny
Statniho Ustavu pro kontrolu léciv a zaru¢uje manipulaci s
Hodnocenym pripravkem pouze opravnénymi osobami.
Lékarna Zdravotnického zarizeni bude zodpovidat za
prijem a vydej zasilky Hodnoceného pripravku
Zkousejicimu nebo jim povérené osobé. Hodnoceny
pripravek, ktery nebude pouzit v ramci klinického
hodnoceni, vrati Zdravotnické zarizeni a Zkousejici
ImmunoGen. Toto ujednani se vztahuje i na veskera léciva
dodana ImmunoGen v ramci klinického hodnoceni, u nichz
ubéhla doba pouzitelnosti. Po dokonceni nebo ukonceni
Studie provede Zdravotnické zarizeni a/nebo Zkousejici
inventuru veskerého Materialu, ktery mu spolecnost
ImmunoGen poskytla. V pripadé nedodrzeni této Smlouvy
mze  spole¢nost  ImmunoGen  pozadovat, aby
Zdravotnické zarizeni a/nebo Zkousejici veskery
nepouzity Material okamzité vratili. Zdravotnické zarizeni
a/nebo Zkousejici jsou povinni vést zaznamy o prijeti a
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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 desighee, 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.

nakladani s veskerym Materialem vcCetné dat, mnozstvi a
uzivani Subjekty studie. Na Zadost spolecnosti
ImmunoGen museji byt vSechny prazdné obaly od
Materialu uchovany a na naklady spolecnosti ImmunoGen
vraceny spolecnosti ImmunoGen nebo ji povérenému
zastupci. Zdravotnické zarizeni ani Zkousejici nesméji
Hodnoceny pripravek Gcétovat Zadnému Subjektu studie
ani externimu platci, a stejné tak nesméji zahrnout
naklady na Hodnoceny pripravek do zadnych nakladd
hlasenych externim platcam.

(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 Material a jakékoli jiné vybaveni
nebo hmotny majetek, ktery spolecnost ImmunoGen
pripadné poskytne v souvislosti se Studii (spolecné
»,Majetek spoleénosti ImmunoGen*), zistanou vyhradnim
majetkem spolecnosti ImmunoGen, pokud nebude
pisemné dohodnuto jinak. Zdravotnické zarizeni a
Zkousejici se zavazuji, ze budou Majetek spolecnosti
ImmunoGen pouzivat pouze v souvislosti s provadénim
Studie, v souladu s pozadavky Protokolu a podminkami
této Smlouvy a separatni smlouvy o vypujcce.
Zdravotnické zarizeni a Zkousejici zabezpeci Majetek
spoleCnosti ImmunoGen se stejnou péci, jakou vénuji
vlastnimu majetku, a veskery Majetek spolecnosti
ImmunoGen ve svém drzeni nasledné vrati nebo ho podle
pokynl spolecnosti ImmunoGen nebo jejich zastupcl na
naklady spolecnosti ImmunoGen zlikviduje.

5. Study Results and Records.

5. Vysledky Studie a Zaznamy.

(a) 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 fifteen (15) 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. 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.

(a) Zdravotnické zarizeni a ZkousSejici jsou
povinni uchovavat Uplné a presné zaznamy o stavu a
pribéhu Studie, zejména Zaznamy subjektu hodnoceni
(CRF), podepsané formulare informovaného souhlasu a
vSechny dalsi zaznamy pozadované na zakladé Platnych
zakonu a predpistl nebo Protokolu a na vyzadani poskytne
tyto zaznamy spolecnosti ImmunoGen a jejim zastupcim.
Zdravotnické zarizeni a/nebo Zkousejici jsou povinni
uchovat jednu (1) kopii vSech dajl souvisejicich se Studii
v tisténé a elektronické podobé po dobu vyZadovanou
Platnymi zakony a predpisy nebo po dobu patnacti (15) let
od dokonceni Studie, a to po delsi z téchto dvou obdobi.
Na konci tohoto obdobi oznami Zdravotnické zarizeni
a/nebo Zkousejici spolecnosti ImmunoGen svij imysl tyto
zaznamy zlikvidovat. ImmunoGen bude mit tficet (30) dn(
na odpovéd na oznameni Zdravotnického zarizeni 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

(b) Spolecnost ImmunoGen a jeji zastupci
budou mit pristup ke vSem informacim, jez budou
vysledkem Studie. Ve vzajemné dohodnutém case v ramci
bézné pracovni doby a na zakladé svych internich postupu
ohledné ochrany Osobnich Udaju (definovanych nize)
umozni Zdravotnické zarizeni a Zkousejici spolecnosti
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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.

ImmunoGen a jejim zastupcim (i) provést kontrolu a
porizeni vynatku ze zaznam( a zprav shromazdénych a
vypracovanych Zdravotnickym zarizenim a Zkousejicim
v pribéhu provadéni Studie, (ii) prohlidku prostor, kde je
Studie ve Zdravotnickém zarizeni provadéna, k ovéreni
plnéni podminek této Smlouvy a Protokolu a (iii) ovéreni
presnosti  informaci  poskytovanych  Zdravotnickym
zarizenim a Zkousejicim  spoleCnosti ImmunoGen
v souvislosti se Studii. Zdravotnické zarizeni a Zkousejici
umozni, aby byl veskery dalsi prislusny Personal
primérenym zpusobem spolecnosti ImmunoGen a jejim
zastupcim k dispozici za Ucelem projednani téchto
zaznamu a zprav a vyreseni pripadnych otazek tykajicich
se téchto zaznam( a zprav. Na Zadost spolecnosti
ImmunoGen nebo jejich zastupcli pak Zdravotnické
zarizeni a Zkousejici v téchto zaznamech a zpravach
opravi jakékoli chyby ¢i opomenuti. Bez ohledu na vyse
uvedené nesmi Zdravotnické zarizeni a Zkousejici
zdravotni zaznamy Subjekt( studie ménit Zadnym
zpUsobem, ktery by byl v rozporu s obecné uznavanymi
postupy pro zdravotni zaznamy.

6. Inspections and Audits.

6. Kontroly a audity.

(a) With regard to any inspection or audit
by 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
ImmunoGen or its agents, the Institution and the
Investigator shall immediately correct any errors or
omissions in such records and reports.

@) V pripadé jakékoli kontroly nebo auditu
provadénych spolecnosti ImmunoGen nebo jejimi zastupci
po upozornéni v dostatecném predstihu a ve vzajemné
dohodnutém case Zdravotnické zarizeni a Zkousejici
poskytnou plnou spolupraci a zpristupnéni veskeré
dokumentace, Studijnich dat a udaji a informaci
tykajicich se Studie spoleCnosti ImmunoGen a jejim
zastupcim (pro Ucely prostudovani a okopirovani)
a zajisti, aby tak ucinil i Zkousejici a dalsi prislusni
Clenové Personalu nebo subdodavatelé ¢i pripadni
zastupci. Vsouladu s platnymi zakony na ochranu
soukromi a zmocnéni ze strany Subjektu studie budou
v prislusnych pripadech zpristupnény zdravotni zaznamy
Subjektu studie za G¢elem ovéreni zdrojovych dokumentd
vramci dané kontroly nebo auditu se souhlasem
prislusnych Subjektl studie, ktery muze byt pozadovan
podle Platnych zakonu a predpisu. Zdravotnické zarizeni a
Zkousejici také umozni, aby byl dalsi prislusny Personal
primérenym zpusobem spolecnosti ImmunoGen a jejim
zastupcim k dispozici za Gcelem vysvétleni a projednani
této dokumentace, Studijnich dat a (daju a informaci. Na
zadost spolecnosti ImmunoGen nebo jejich zastupcl
Zdravotnické zarizeni a Zkousejici v téchto zaznamech a
zpravach neprodlené opravi jakékoli chyby ¢i opomenuti.

(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

(b) V  pripadé kontroly nebo auditu
provadénych jakymkoli kontrolnim nebo jinym statnim
Uradem, budou Zdravotnické zarizeni a Zkousejici plné
spolupracovat a zpristupni veskera nezbytna Studijni data
a Udaje a dokumenty tomuto kontrolnimu nebo jinému
statnimu Uradu a zajisti, aby tak ucinil i Personal. Pokud
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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.

kontrolni nebo jiny statni urad ZkouSejicimu i
Zdravotnickému zafizeni oznami, ze u Zkousejiciho,
Zdravotnického zarizeni nebo Etické komise bude
provedena kontrola, Setfeni nebo audit ve vztahu
k jakymkoli cinnostem provadénym na zakladé této
Smlouvy, bude o tom Zdravotnické zarizeni a Zkousejici
neprodlené nejpozdéji do dvou (2) pracovnich dnd
informovat spolecnost ImmunoGen. Zaroven i vynalozi
veskeré Usili kziskani povoleni, aby spolecnost
ImmunoGen nebo jeji zastupci mohli byt pri kontrole,
Setfeni nebo auditu v divodné poZadovaném a pripustném
rozsahu pritomni, aumozni spolecnosti ImmunoGen
podilet se na veskerych navrhovanych nebo faktickych
reakcich Zkousejiciho nebo Zdravotnického zarizeni na
tato sdéleni. V pripadé, ze kontrolni nebo jiny statni Grad
zadné takové oznameni nezaslou, uvédomi Zdravotnické
zarizeni a Zkousejici spolecnost ImmunoGen co nejdrive
po zahajeni takové kontroly, Setfeni nebo auditu,
v kazdém pripadé do jednoho (1) pracovniho dne. V
pripadech, kdy to bude nutné k ovéreni zdrojové
dokumentace v ramci auditu, budou zpristupnény také
zdravotni zaznamy Subjektu studie. Zdravotnické zarizeni
a ZkousSejici umozni, aby byl dalsi prislusny Personal
véetné pripadnych subdodavateld nebo zastupcu
kontrolnimu Uradu k dispozici za Ucelem vysvétleni a
projednani této dokumentace, Studijnich dat a (daju, a
informaci.

7. Confidentiality.

7. Davérnost.

(a) Except as expressly authorized in this
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 shalltake 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 Institution and the Investigator
under this Agreement. Confidential Information is,
shall become, and shall remain, as applicable, the
exclusive property of ImmunoGen.

(@) S vyjimkou pripadl v této Smlouvé, kdy je
to vyslovné dovoleno, nebo kdy s tim bude spolecnost
ImmunoGen pisemné souhlasit nebo to vyzaduji Platné
zakony a predpisy, nesmeji Zdravotnické zafizeni a
Zkousejici sdélovat Divérné informace (definice ve Clanku
7(b) nize) tretim osobam a nesméji je ani vyuzivat ve svij
prospéch nebo ve prospéch tretich osob a pristup
k Davérnym informacim umozni pouze osobam, které
budou tyto informace potrebovat pro uUcely uvedené
v této Smlouvé. Zdravotnické zarizeni a Zkousejici
prijmou veskera proveditelna opatreni, aby zajistili, ze
takové osoby budou vazany prinejmensim stejné prisnymi
zavazky zachovani mlcenlivosti a nepouziti ohledné
Davérnych informaci, jaké plati pro Zdravotnické zafizeni
a Zkousejiciho podle této Smlouvy. Divérné informace
jsou, stanou se, respektive zGstanou vyluénym
vlastnictvim spolecnosti ImmunoGen.

“Confidential Information”

(b)

and includes:

means

(b) ,DUvérné informace“ zahrnuji a

rozuméji se jimi:

(i) all non-public and proprietary information
provided by or on behalf of ImmunoGen in connection
with this Agreement or the Study, including, but not

(i) veskeré neverejné a chranéné informace
poskytnuté spolecnosti ImmunoGen nebo jejim jménem
v souvislosti s touto Smlouvou nebo Studii, zejména
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limited to, the investigator brochure, the Protocols,
and other Study documents;

Soubor informaci pro zkousejiciho lékare, Protokoly a
dalsi Studijni dokumenty;

(i1) the provisions of this Agreement, including
any exhibits from time to time attached hereto;

(ii) ustanoveni této Smlouvy vcéetné veskerych
pripadnych budoucich priloh;

(iii) all Study Data;

vsechna Studijni data a Udaje;

(iii)

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

(iv) kumulativni data, vysledky a zpravy ze vsech
vyzkumnych center provadéjicich 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 Davérnych
informacich se nevztahuji na informace, u nichZ mohou
Zdravotnické zarizeni nebo Zkousejici presvédcivé
pisemné dolozit, ze:

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

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

(ii) 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 v budoucnu stanou verejné znamymi
jinak nez jednanim ¢&i opomenutim Zdravotnického
zafizeni (nebo ¢len( jeho statutarniho organu, jeho
spravcl, vykonnych fidicich pracovniki, zaméstnanca,
zastupcd, konzultantd, poradci nebo spolupracovniki)
nebo Zkousejiciho;

(iii) becomes known to the Institution or the
Investigator through disclosure by a third party with

(iii) Zdravotnickeé zarizeni nebo Zkousejici je ziskaji od
treti osoby, ktera ma zakonné pravo takové informace

the legal right to possess and disclose such | vlastnit a sdélovat; nebo

information;

(iv) was independently developed by the | (iv) je nezavisle vytvori Zdravotnické zarizeni nebo
Institution or the Investigator without the aid, | Zkousejici bez pomoci, uplatnéni, pouziti nebo prispéni
application, use, or benefit of Confidential | DGvérnych informaci sdélenych na zakladé této Smlouvy;

Information disclosed under this Agreement; or

(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 inform and care for Study
Subjects and shall not lose its confidential protection
generally or for other purposes.

(v) museji byt sdéleny potencialnim Subjektdm
studie béhem naboru nebo Subjektim studie, ktefi jsou
nebo byli zarazeni do Studie, nebo jejich zakonnym
zastupcim za Ucelem ziskani a zachovani informovaného
souhlasu, nebo pokud se informace tykaji jejich zdravi,
bezpecnosti ¢i diagnozy, avsak za predpokladu, ze pouziti
nebo zpfistupnéni Davérnych informaci pro tento ucel je
pripustné pouze v mire nezbytné k primérenému
informovani a péci o Subjekty studie a tyto informace
neztraceji ochranu jako davérné obecné ani pro jiné
Gcely.

(d) The obligations of confidentiality set
forth in this Agreement shall not prohibit the

(d) Zavazky zachovavani davérnosti podle
této Smlouvy nezakazuji Zdravotnickému zarizeni ani
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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.

Zkousejicimu sdélovat Davérné informace nebo jejich cast
v pripadé, Ze (i) je musi Zdravotnické zarizeni nebo
Zkousejici vyuzivat nebo sdélovat, aby mohli [écit
Subjekty studie nebo jim davat doporuceni, avsak
spolecnost ImmunoGen a smluvni strany berou na védomi
a souhlasi s tim, Ze sdélovani Davérnych informaci bude
v takovém pripadé prisné omezeno na informace, které
budou nezbytné k radnému informovani Subjektu studie a
k radné péci o né, nebo (ii) jejich sdéleni je vyZadovano
ze zakona, podle platnych smérnic, predpisG nebo
narizeni statni spravy ¢i statnich uradl, avsak s tim, Ze
Zdravotnické zarizeni nebo Zkousejici v takovém pripadé
budou muset, kdykoli to bude proveditelné a pravné
pripustné, spolecnosti ImmunoGen zaslat v dostatecném
casovém predstihu pisemné upozornéni, aby méla
moznost pozadat o predbézné opatreni nebo jiny podobny
prostfedek k zajisténi dlvérného nakladani s takovymi
Davérnymi informacemi, a Davérné 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 ukonceni nebo uplynuti doby platnosti
této Smlouvy Zdravotnické zarizeni a Zkousejici
neprodlené (i) vrati spolecnosti ImmunoGen veskeré
Davérné informace v dokumentarni podobé véetné vsech
kopii a jejich dalsich hmotnych podob vytvorenych
Zdravotnickym zarizenim a Zkousejicim a (ii) znici veskeré
Divérné informace v drzeni Zdravotnického zafizeni a
Zkousejiciho ulozené na tehdy dostupnych elektronickych
¢i jinych médiich, avsak s tim, ze Zdravotnické zarizeni a
Zkousejici si mohou ponechat jednu (1) kopii Davérnych
informaci ve svych divérnych slozkach pro ucely
archivace, pricemz bude nadale dodrzovat zakaz jejich
zpristupnéni a uzivani.

(f) 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.

(f) Zdravotnické zarizeni a Zkousejici si jsou
védomi toho, ze sdélenim Divérnych informaci v rozporu
sustanovenimi  této  Smlouvy  mlze  zpUsobit
nenahraditelnou GUjmu, pro niz nahrada skody podle
platnych pravnich predpisG nemusi predstavovat
odpovidajici napravu, a proto Zdravotnické zarizeni a
Zkousejici souhlasi s tim, ze spolec¢nost ImmunoGen bude
mit vedle pripadnych dalSich prav a pravnich prostredki
ze zakona nebo podle prava ekvity navic pravo pozadat
prislusny soud o narizeni predbézného opatreni nebo
plnéni ustanoveni tohoto Clanku 7.

8. Data Ownership.

8. Vlastnictvi udaja.

(a) All right, title, and interest in and to
(i) all 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 compilations of data related to a

(a) Veskera prava, naroky a podily a (i)
veskeré Udaje ainformace vypracované, vzniklé,
vytvorené nebo shromazdéné a databaze vytvorené
Zdravotnickym zarizenim, Zkousejicim nebo Personalem
v souvislosti s touto Smlouvou nebo pri provadéni Studie,
(ii) vSechny kompilace dat souvisejici se Studii (vCetné
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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 is in
accordance with the Study Subjects’ signed ICF, HIPAA
Authorization form, and Applicable Laws and
Regulations.

vybéru, koordinace nebo usporadani téchto dat), které
jsou vytvoreny pro Studii, a (iii) vSechny formulare
zaznamu subjektd hodnoceni a dalsi dokumenty a zpravy
ke Studii vCetné autorskych prav k vyse uvedenému ((i)-
(iii) spolecné ,Studijni data a daje“), jsou a zlstanou
vyhradnim vlastnictvim spolecnosti ImmunoGen. Vsechny
zdravotni zaznamy vcéetné zdrojovych dokumentd
(definovanych ICH), které jsou vysledkem provadéni
Studie, a formulare informovaného souhlasu podepsané
vsouvislosti  se  Studii, zGstanou  vlastnictvim
Zdravotnického  zarizeni. Zdravotnické  zarizeni
spolecnosti ImmunoGen zpristupni originaly vsech téchto
zaznamu, souhlast a zmocnéni k prezkoumani a pouziti za
predpokladu, Ze takové pouziti bude v souladu
s formularem informovaného souhlasu, formularem
zmocnéni podle HIPAA podepsanych Subjekty studie a
Platnymi zakony a predpisy.

(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, ImmunoGen 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) Spolecnost ImmunoGen a jeji zastupci
maji vyhradni pravo pouzivat vSechna Studijni data a
Udaje a informace tykajici se provadéni Studie za
predpokladu, ze spolecnost ImmunoGen  udéli
Zdravotnickému zarizeni a Zkousejicimu bezUplatnou
nevyhradni licenci bez prava udéleni sublicence k uziti
Studijnich dat a Udajl pro Ucely zverejnéni a pro vlastni
nekomercni interni vyzkum, skoleni, péci o pacienty nebo
vzdélavaci Ucely Zdravotnického zafizeni a Zkousejiciho
vsouladu spodminkami a ustanovenimi Clankd 7
(Divérnost) a 9 (Publikovani) této Smlouvy. Aby se
predeslo nejasnostem, toto licencni opravnéni nepripousti
zadny sponzorovany vyzkum, na néjz by licencni pravo ci
opci na vysledné dusevni vlastnictvi obdrzela treti strana
nebo komercni 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.

(c) Odmitnuti _zaruky. S vyjimkou pripadd
touto Smlouvou vyslovné stanovenych, neposkytuje
Zdravotnické zarizeni a Zkousejici zadné zaruky ohledné
prodejnosti Studijnich dat a Gdajl, ani Ze Studijni data a
Udaje neporusuji zadna vlastnicka prava tretich stran.

9. Publication.

9. Publikovani.

(a) 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

(a) Po dokonceni Studie, nejsou Zdravotnické
zafizeni ani Zkousejici opravnéni publikovat ani
zpristupnovat zadné informace, dokud nenastane drivéjsi
z nasledujicich situaci: (i) dokud nebudou predany a
analyzovany vysledky ze vsech center, jak je popsano
v Protokolu, pricemz trvani této analyzy nepresahne
dvanact (12) mésict od data dokonceni Studie ve vsech
centrech; nebo (ii) dokud nebude od Studie ve vsech
centrech upusténo (,,Doba odkladu“). Na konci Doby
odklady mohou Zdravotnické zarizeni nebo Zkousejici
publikovat nebo jinak zpristupnit (daje, metody a
vysledky Studie pro nekomercni Ucely v souladu s dalsimi
podminkami tohoto Clanku 9, pokud nebude za Ucelem
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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 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.

publikovani vysledku Studie ustavena komise zkousejicich.
V takovém pripadé bude jakékoli samostatné publikovani
Zdravotnickym zarizenim nebo Zkousejicim odloZeno do
uplynuti dvanacti (12) mésicl od vyprseni Doby odkladu.
Bez ohledu na vyse uvedené Zdravotnické zarizeni a
Zkousejici v zadném pripadé nezpristupni zadné jiné
Davérné informace spolecnosti ImmunoGen nez (daje,
metody a vysledky Studie. Veskeré publikace nebo
zpfistupnéni (dajl ze strany Zdravotnického zaFizeni nebo
Zkousejiciho podle tohoto Clanku 9 museji byt v souladu
s Platnymi zakony a predpisy 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) Spolecnosti  ImmunoGen  musi byt
predlozen rukopis jakékoli navrhované publikace Cci
verejné prezentace (,,Rukopis“) pro Ucely posouzeni ve
haté alespon Sedesati (60) dni pred predlozenim nebo
zpristupnénim  jakékoli treti strané (,Lh(ta na
posouzeni“). Zdravotnické zafizeni se zavazuje, ze
v dobré vire zvazi veskeré pisemné pripominky, které
obdrZi od spole¢nosti ImmunoGen béhem uvedené Lhity
na posouzeni. Publikovani se bude provadét v souladu
s Jednotnymi pozadavky na rukopisy Mezinarodni komise
editor( |ékarskych casopist (,,ICMJE“) na posuzovani
Rukopis(.

(i) 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.

(i) JestliZe spolecnost ImmunoGen dospéje k zaveru,
ze Rukopis predloZzeny podle tohoto Clanku 9 popisuje
néjaky Objev, pro néjz by mohlo byt mozné ziskat
patentovou ochranu, oznami Zdravotnickému zarizeni a
Zkousejicimu (a bude otom neprodlené informovat
vSechny dalsi autory) tento sv(j zavér pred uplynutim
Lhaty na posouzeni. Od data doruceni tohoto oznameni
bude mit spole¢nost ImmunoGen Lhitu Sedesati (60) dnd
na podani patentové prihlasky k pripadnym Objevim
popisovanym v oznameni. Zdravotnické zafizeni ani
Zkousejici lékar neposkytnou Rukopis treti osobé ke
zverejnéni nebo posouzeni, dokud (i) spolecnost
ImmunoGen nepoda vsechny patentové prihlasky, které
bude chtit podat, (ii) neuplyne lhita Sedesati (60) dnu
nebo (iii) nebudou z Rukopisu odstranény veskeré
informace o Objevech, pro néz by mohlo byt mozné ziskat
patentovou ochranu, podle toho, ktery z uvedenych
okamzikll nastane drive.

(ii) 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.

(i) JestliZe spolecnost ImmunoGen zjisti, ze nektery
Rukopis, jenz ji byl podle tohoto Clanku 9 predlozen,
obsahuje jiné Duvérné informace nez (daje, metody a
vysledky Studie, oznami to pisemné Zdravotnickému
zarizeni a/nebo Zkousejicimu a tyto Davérné informace
oznaci. Zdravotnické zarizeni a ZkouSejici nesméji
Diavérné informace zverejnit a z Rukopisu je odstrani. Bez
ohledu na pripadna odchylna ustanoveni této Smlouvy
umozni spolecnost ImmunoGen Zdravotnickému zarizeni a
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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.

Zkousejicimu zverejnit urcité zakladni informace, které
mohou byt Divérnymi informacemi, za predpokladu, Ze se
ImmunoGen, Zdravotnické zarizeni a Zkousejici vzajemné
dohodnou, Ze zpristupnéni takovych informaci je nutné
zahrnout do publikovani nebo prezentace vysledkd Studie.

(c) Any such publication or disclosure must
comply with all Applicable Laws and Regulations and
must be limited to scientific findings. Such
publications or disclosures must, in particular, not
constitute promotion under the Applicable Laws and
Regulations.

(c) Veskeré takové publikace nebo zpristupnéni (daju
museji byt v souladu s Platnymi zakony a predpisy a
museji se omezit na védecké poznatky. Tyto publikace
nebo zverejnéné materialy zejména nesméji predstavovat
propagaci dle Platnych zakonu a predpisu.

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.

Spolecnost ImmunoGen a jeji zastupci sméji pouzivat,
odkazovat na a rozsifovat kopie védeckych, lékarskych a
jinych publikovanych clank(, které prozrazuji nazev
Zdravotnického zarizeni a/nebo jméno Zkousejiciho
vsouladu s platnymi zakony o autorskych pravech.
Zdravotnické zarizeni ani Zkousejici nebudou v zadné
tiskové zprave, ¢lanku nebo jinym zpGsobem komunikace
informovat o existenci této Smlouvy ani o svém spojeni se
spolecnosti ImmunoGen, ani pouzivat nazev spolecnosti
ImmunoGen ¢&i  jména/nazvy jejich zastupch bez
vyslovného predchoziho pisemného souhlasu strany, jejiz
jméno/nazev jsou predmétem pripadného zverejnéni. Za
Ucelem splnéni svych ohlasovacich povinnosti vSak muze
Zdravotnické zarizeni a Zkousejici ve svych hlasenich
oznacit spolecnost ImmunoGen jako Zadavatele studie a
uvést Castku financnich prostredki prijatych pro potfeby
Studie; do takovych hlaseni vSak nesmi zahrnovat zadné
informace, které budou oznacovat jakykoli pripravek
nazvem, ani terapeutickou oblast (oblasti), jimiz se Studie
zabyva, pokud to nebudou vyzadovat Platné zakony a
predpisy. Zdravotnické zarizeni, ZkousSejici a Personal
nebudou pouzivat nazev spolecnosti ImmunoGen Ci
jména/nazvy jejich zastupcd ani zadné informace, z nichz
je mozné zjistit nazev Hodnoceného pripravku nebo
Studie, v Zadnych socialnich 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 Ucely
provadéni této Studie pouzivat kontaktni Udaje
Zdravotnického zarizeni a Zkousejiciho a jejich postaveni
ve Studii vinformacnich materialech pouzivanych
specificky pro Studii a na internetu. Informacni materialy
mohou byt Sifeny do vsech zicastnénych center a
prispévky vkladané na internet slouzi k poskytovani
informaci o studii potencialnim Subjektim, které jim
umozni obratit se na zG¢astnéna centra.
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Smluvni strany se dohodly, Ze ImmunoGen poskytne
Zdravontickému zarizeni po ukonceni  klinického
hodnoceni seznam publikaci vztahujicich se k vysledkim
tohoto klinického hodnoceni a to na Zadost
Zdravotnického zarizeni.

10. Inventions; Intellectual Property.

10. Objevy; dusevni vlastnictvi.

(a) The Institution and Investigator
acknowledge that the results of the Study, as well as
any 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 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.

@) Zdravotnické zarizeni a Zkousejici berou
na védomi, ze vysledky Studie i pripadné objevy, objevy
(patentovatelné c¢i nikoli) a dalSi zalezitosti zplsobilé
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 vylepseni Ci
uziti, (ii) vychazejici z uziti nebo odkazu na Dlvérné
informace, nebo (iii) vyplyvajici z této Smlouvy nebo ze
Studie (,,0bjevy“) budou podle ustanoveni tohoto Clanku
vlastnictvim  spoleénosti ImmunoGen. Zdravotnické
zarizeni i ZkousSejici timto neodvolatelné postupuji
spolecnosti ImmunoGen své naroky na prava k jakymkoli
Objeviim, patentim nebo jinému duSevnimu vlastnictvi
bez jakychkoli dalSich zavazk( nebo plateb nad ramec
uvedeny v této Smlouvé. Zdravotnické zarizeni a
Zkousejici budou spolec¢nost ImmunoGen neprodlené
pisemné informovat o jakychkoliv Objevech a na naklady
spoleCnosti ImmunoGen ji poskytnou informace a
soucinnost a zajisti, aby i Personal poskytl informace a
soucinnost, které mlze spole¢nost ImmunoGen ddvodné
pozadovat k vykonu svych prav dle této Smlouvy, zejména
k (i) ziskani konecného vlastnictvi takovych Objevi
spolecnosti ImmunoGen, (ii) pripravy, podani a vyrizeni
patentovych prihlasek tykajicich se takovych Objevu, a
(iif) vymahani patentovych a jinych prav k predmétnym
Objevam.

(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 zarizeni a Zkousejici nijak
neru¢i za pouzitelnost nebo prodejnost jakéhokoli
takového Objevu k jakémukoli Celu, a nezarucuje ani, ze
u takového Objevu nedojde k poruseni patentu nebo
k uplatnéni jinych prav tretich stran. Spolecnost
ImmunoGen prijima vsechna rizika spojena s pouzivanim
nebo vyuzivanim jakéhokoli Objevu zpristupnéného
spoleCnosti ImmunoGen Zdravotnickym zarizenim a
Zkousejicim.

(c) Intellectual property that either Party
hereto owned prior to execution of this Agreement
(“Background IP”) shall remain that Party’s separate
property and shall not be affected by this Agreement.
Except as otherwise expressly stated herein, neither

(€) Dusevni vlastnictvi, jez kterakoli ze
Smluvnich stran vlastnila pred podepsanim této Smlouvy
(,Zakladni DV*), zlstava samostatnym vlastnictvim této
Smluvni strany a tato Smlouva se na né nevztahuje. Pokud
neni v této Smlouvé vyslovné uvedeno jinak, nema zadna
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Party has any claims to or rights in the other Party’s
Background IP.

ze Smluvnich stran zadné naroky ani prava v souvislosti se
Zakladnim DV druhé Smluvni strany.

11. Financial Disclosure.

11. Informace o financnich vztazich.

(a) 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.

(@) Zdravotnickeé zarizeni a Zkousejici bere na
védomi a souhlasi s tim, Ze spolecnost ImmunoGen muze
mit na zakladé Platnych zakonu a predpisti a firemnich
zasad urcité povinnosti tykajici se poskytovani (daju a
hlaseni, zejména povinnost zverejnit existenci této
Smlouvy a veskeré poplatky a platby splatné na zakladé
této Smlouvy. Zdravotnické zarizeni a Zkousejici timto
opravnuji spolecnost ImmunoGen k zverejnéni takovych
informaci bez predchoziho oznameni Zdravotnickému
zarizeni a Zkousejicimu.

(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

(b) Zdravotnické zarizeni a Zkousejici zajisti,
aby pripadni spoluzkousejici, kteri se primo podileji na
léCbé nebo hodnoceni Subjekt( studie, predlozili
informace o financnich vztazich (za sebe,
manzelky/manzely a nezaopatrené déti) spolecnosti

dependent children) to ImmunoGen to allow | ImmunoGen, aby mohla dodrzet dodrzovat veskeré
ImmunoGen to fulfill its financial disclosure | zavazky tykajici se poskytovani informaci o financnich
obligations. vztazich.

(c) Institution and Investigator may | (c) Zdravotnické zarizeni a Zkousejici mohou

disclose the existence of this Agreement to the extent
required by Institution policy in order to comply with
its reporting obligations.

existenci této Smlouvy zverejnit v rozsahu pozadovaném
jeho vlastnimi zasadami, aby dodrzelo své oznamovaci
povinnosti.

12. Term and Termination.

12. Doba platnosti a ukonceni.

(a) Term. This Agreement shall take
effect on the Effective Date and shall continue until

(a) Doba platnosti. Tato Smlouva vstoupi
v platnost k Datu Gcinnosti a bude v platnosti az do data

the data on which the conduct of the Study is | dokonceni provadéni Studie (,,Datum ukonceni®),
complete (the “Termination Date”), except as | nebude-li nize uvedeno jinak.

otherwise provided below.

(b) Termination. (b) Ukonceni.

(i) ImmunoGen, in its sole discretion, shall have | (i) Spolecnost ImmunoGen ma pravo kdykoli dle

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 shalltake 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.

vlastniho uvazeni ukoncit provadéni Studie pisemnou
vypovédi Zdravotnickému zarizeni a Zkousejicimu. Poté,
co Zdravotnické zarizeni a Zkousejici obdrzi oznameni
o ukonCeni Studie, podnikne s okamzitou Gcinnosti
veskeré primérené kroky k ukonceni provadéni Studie ve
Zdravotnickém zarizeni, co nejdrive to bude z lékarského
hlediska mozné s ohledem na prospéch Subjekti studie.

(ii) 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

(i) Zdravotnické zarizeni a ZkouSejici maji pravo
ukondéit provadéni Studie, pokud je to nutné k ochrané
prospéchu Subjektd studie, ZkouSejici se stane
nezpUsobilym nebo neschopnym dalsi Géasti ve Studii nebo
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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.

k ni nebude dale ochoten, nebo ukonci svlj vztah se
Zdravotnickym zafizenim a neni mozno nalézt
odpovidajici nahradu, ktera by byla prijatelna i pro
spolecnost ImmunoGen, vznikne dodatek Protokolu, jehoz
pozadavky na provadéni Studie nebudou Zdravotnické
zarizeni a Zkousejici schopni nebo ochotni plnit; EK odvola
nebo pozastavi svij souhlas s provadénim Studie, nebo
pokud bude spolecnost ImmunoGen zbavena prislusného
opravnéni, prohlasena nezpusobilou k vykonu cinnosti
nebo ji bude ulozen zakaz provadét klinicka hodnoceni,
nebo pokud bude nebylo shledana vinnou z podvodu,
zkresleni (daji 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
zarizeni ukonleno pred jejim dokoncenim, zaplati
spolecnost ImmunoGen Zdravotnickému zarizeni odménu
uvedenou v Priloze B této Smlouvy za skutecné
provedenou praci k datu ukonceni a vsechny primérené a
nezrusitelné naklady. V pripadé, ze ze strany spolecnosti
ImmunoGen a/nebo jejiho zastupce vznikne za praci
skutecné provedenou Zdravotnickym zarizenim k datu
ukonceni Studie preplatek, vrati Zdravotnické zarizeni
spole¢nosti ImmunoGen a/nebo jejimu zastupci co
nejdrive to bude mozné, ale v kazdém pripadé nejpozdéji
devadesat (90) dnl po ukonceni, veskeré castky jiz
zaplacené spolecnosti ImmunoGen a/nebo jejim
zastupcem presahujici vysi odmény, ktera
Zdravotnickému zarizeni 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 breach of the Applicable Laws and
Regulations including the Applicable Anti-Corruption
Legislation.

(iv) Spolecnost ImmunoGen ma pravo Smlouvu
okamzité ukonéit v pripadé, ze bude shledano, ze
Zdravotnické zarizeni, Zkousejici nebo Personal porusuji
Platné zakony a predpisy vcetné Platnych protikorupcnich
zakonu.

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

(iv) V dlsledku ukonceni Studie bude ukoncena

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  spolecnosti
ImmunoGen), 5 (Zaznamy o Studii a audity), 6 (Kontroly a
audity), 7 (Duvérnost), 8 (Vlastnictvi udaju), 9
(Publikovani), 10 (Objevy; dusevni vlastnictvi), 11
(Informace o financnich vztazich), 12 (Doba platnosti a
ukonceni), 13 (Nahrada skody) a 16 (Ochrana udajd) této
Smlouvy z(stavaji v platnosti i po uplynuti doby platnosti
¢i ukonceni Studie a této Smlouvy.

13. Indemnification.

13. Nahrada Skody.

(a) ImmunoGen shall indemnify, defend,
and hold harmless the Institution and Investigator and
its directors, trustees, officers, and employees,
(each, an “Indemnitee” and collectively, the

(a) Spolecnost ImmunoGen odskodni
Zdravotnické zarizeni a Zkousejiciho a jeho cleny
predstavenstva, spravce, Uredniky a zaméstnance (dale
jednotlivé  ,,0dskodiiovana _osoba“ a  spolecné
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“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.

»,0dskodiiované osoby“), bude je hajit a zbavi je
odpovédnosti za jakoukoli Ujmu véetné smrti Subjektu
Studie, ztratu, odpovédnost nebo naklady primérenych
vydaju na pravni zastoupeni a nakladi na soudni rizeni
(spolecné ,Ztraty“) vzniklé v souvislosti s narokem,
pozadavkem, Zalobou, soudni pri nebo rizenim
uplatnénych ¢&i vedenych vici nim treti osobou (dale jen
,»Narok“) (i) v souvislosti s Hodnocenym pripravkem nebo
spravné provedenym postupem vyzadovanym Protokolem,
(if) vyplyvajici z pouzivani Studijnich dat a udajd
spolecnosti ImmunoGen nebo (iii) na zakladé tvrzeni, Ze
pouziti Hodnoceného pripravku spolecnosti ImmunoGen ve
Studii porusuje jeji prava k dusevnimu vlastnictvi. Bez
ohledu na vyse uvedené neni spolecnost ImmunoGen
odpovédna za jakékoli Ztraty v rozsahu, v némz je Narok
zpusoben (x) jakymkoli nesplnénim podminek této
Smlouvy, Protokolu nebo jakychkoli dodatecnych
pisemnych pokynd udélenych spole¢nosti ImmunoGen
(nebo jeho zastupci) Zdravotnickému zarizeni nebo
Zkousejicimu ze strany Odskodnované osoby, (y)
jakymkoli nedodrZzenim Platnych zakond a predpist ze
strany Odskodnované osoby nebo (z) nedbalosti nebo
Umyslnym nebo zamérnym pochybenim Odskodnované
osoby. Smluvni strany berou na védomi, Ze nedodrzeni
Protokolu z dlvodu naléhavych okolnosti za ucelem
ochrany  prospéchu Subjektu studie nezbavuje
Zdravotnické zarizeni naroku na uplatnéni odpovédnosti
za Skodu v(ci spolecnosti ImmunoGen podle této Smlouvy
s vyjimkou pripad(, kdy takové nedodrzeni vede
k jednani, jez je povazovano za nedbalost, hrubou
nedbalost nebo Umyslné pochybeni, a za predpokladu, ze
spoleCnost ImmunoGen obdrZi oznameni o vSech takovych
odchylkach podle vyse uvedeného Clanku 2(a).

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

(b) Zavazek spoleCnosti ImmunoGen
poskytnout odskodnéni podléha nasledujicim podminkam:

(i) 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).

(i) Spolecnost  ImmunoGen neprodlené obdrzi
oznameni o Naroku nebo udalostech, v jejichZ dusledku
pravdépodobné dojde ke vzneseni Naroku (v kazdém
pripadé v dostatecném casovém predstihu na to, aby
nebyla ohrozena obhajoba proti Naroku).

(ii) 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. In no event shall ImmunoGen be
liable for any settlement or consideration provided
without its prior consent. ImmunoGen agrees not to
settle any Claim with an admission of liability or
wrongdoing by any of the Indemnitees without such
party’s prior written consent.

(i) Spolecnost ImmunoGen méla po celou dobu
moznost vést obhajobu a vyporadani Naroku ve spolupraci
a soucinnosti se Zdravotnickym zarizenim, Zkousejicim a
Odskodnovanymi osobami zadajicimi o odskodnéni.
Spolecnost ImmunoGen v zadném pripadé nebude
odpovédna za zadné vyporadani ani Uhradu uskutecnéné
bez jejiho predchoziho pisemného souhlasu. Spolecnost
ImmunoGen souhlasi, Ze nevyporada zadny Narok
priznanim odpovédnosti nebo pochybeni ze strany
Odskodnovanych osob bez jejich predchoziho pisemného
souhlasu.
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(iii) If a Claim arises out of harm to a Study
Subject, an ICF approved by ImmunoGen shall have
been properly signed by the Study Subject prior to his
or her participation in the Study.

(ifi)  Jestlize Narok vznikne z divodu $kody zplsobené
Subjektu studie, musel tento Subjekt studie pred svou
UcCasti ve Studii radné podepsat formular informovaného
souhlasu schvaleny spolecnosti 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 Odskodnované osoby, regresem ani jinak.
Ustanoveni tohoto Clanku 13 zakladaji v souvislosti se
vsemi Naroky vyhradni a jediny opravny prostfedek
Odskodnovanych osob vici spolecnosti 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, prislusna Odskodfovana osoba.
V takovém pripadé bude spolecnost ImmunoGen
primérené spolupracovat s témito Odskodnovanymi
osobami a jejich pravnim zastupcem, pricemz se rozumi,
ze spolecnost ImmunoGen si ponechava plnou pravomoc
se proti Naroku branit nebo ho vyporadat. Odskodnované
osoby si také vyhrazuji pravo na to, aby dostaly prilezitost
prevzit plnou odpovédnost za vysetrovani, pripravu a
obranu proti veskerym takovym Narokim na vlastni
naklady, a vtomto okamziku zavazky spolecCnosti
ImmunoGen odskodnit takovou Odskodnovanou 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 standards of care, such as
GCP, or (iii) negligence or willful or intentional
misconduct.

(d) Zdravotnickeé zarizeni odskodni spolecnost
ImmunoGen a jeho Ccleny predstavenstva, spravce,
Uredniky a zaméstnance vcetné Zkousejiciho (dale
jednotlivé ,,0dskodnovana osoba na strané ImmunoGen*
a spolecné ,Odskodiované osoby na strané
ImmunoGen*), bude je hajit a zbavi je odpovédnosti za
jakékoli Ztraty vzniklé v souvislosti s Narokem v primém
disledku (i) nedodrzeni podstatnych podminek této
Smlouvy, Protokolu, nebo jakychkoli dodatecnych
pisemnych pokynd udélenych spolecnosti ImmunoGen
(nebo jeho zastupci) Zdravotnickému zafizeni nebo
Zkousejicimu, (ii) nedodrzeni Platnych zakon( a predpist
nebo zasad péce, napriklad GCP, nebo (iii) nedbalosti
nebo Umyslného ¢&i zamérného pochybeni ze strany
Zdravotnického zarizeni nebo Zkousejiciho.

(e) Insurance. The Institution warrant that it has
appropriate and adequate indemnity insurance to
cover claims or damages for which it shall be liable
under this Agreement and section 45 n) Act.
No.372/2011 Coll. On health services as amended.
The Institution shall provide evidence of its insurance
upon request by ImmunoGen. The Investigator
confirms that he/she has appropriate medical liability
insurance. ImmunoGen warrants that it has insurance
for the liability of damage under regulation 52 section

(e) Pojisténi. Zdravotnické zarizeni zarucuje, ze
uzavrelo dle § 45 odst. 2 pism. n) zakona .¢ 372/2011 Sb.,
o zdravotnich sluzbach, v platném znéni odpovidajici a
primérené pojisténi odpovédnosti za Ucelem kryti narokd
nebo skod, za néz podle této Smlouvy odpovida. Na
vyzadani spolecnosti ImmunoGen poskytne Zdravotnické
zarizeni doklad o tomto pojisténi. Zdravotnické zarizeni
potvrzuje, Ze Zkousejici ma radné uzavrené pojisténi
profesni odpovédnosti. Spolecnost ImmunoGen zarucuje,
Zze bude mit pri zahajeni Studie uzavrené pojisténi
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3(f) 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.

odpovédnosti za Skodu dle ustanoveni § 52 odst. 3 pism.f)
zakona €. 378/2007 Sb., o lécivech v platném znéni, jehoz
prostrednictvim je zajisténo i odskodnéni v pripadé smrti
Subjektu Studie nebo v pripadé skody vzniklé na zdravi
Subjektu Studie v dilsedku provadéni Studie. ImmunoGen
je povinen vyse uvedené pojisténi udrzovat po celou dobu
trvani Studie.

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, PRUVODNIi, REPRESIVNi NEBO NASLEDNOU
SKODU VZNIKLOU V SOUVISLOSTI S UZAVRENIM A/NEBO
PLNENIM TETO SMLOUVY, A TO ANI TEHDY, KDYZ TAKOVA
STRANA BYLA PREDEM INFORMOVANA O MOZNOSTI
TAKOVYCH SKOD, ANl VPRIPADE, 7E OPRAVNE
PROSTREDKY STANOVENE V TETO SMLOUVE NESPLNi SV0J
ZAKLADNI UCEL AVSAK S TiM, ZE VYSE UVEDENE OMEZENI
ODPOVEDNOSTI SE NEVZTAHUJE NA NEDBALOST, UMYSLNE
POCHYBEN{, PORUSENI DUVERNOSTI NEBO POVINNOST| VE
VZTAHU K DUSEVNIMU VLASTNICTVi NEBO ZAVAZKUM
STRANY POSKYTNOUT ODSKODNENi NA ZAKLADE TETO
SMLOUVY.

15. Notices.

15. Oznameni.

(a) 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 (iii) 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:

(a) Veskera oznameni vyZadovana nebo povolena
podle této Smlouvy, jez budou zasilana kteroukoli Smluvni
stranou, museji mit pisemnou formu a budou povaZovana
za dorucena (i) dnem doruceni v pripadé osobniho
doruceni nebo faxem (s potvrzenim uskutecnéni prenosu)
nebo e-mailem, (ii) pét (5) pracovnich dni ode dne
odeslani predplacenou doporucenou zasilkou nebo jinou
predplacenou zasilkou (s dorué¢enkou) nebo (iii) jeden (1)
pracovni den od okamziku odevzdani zasilky renomované
expresni kuryrni sluzbé. Oznameni se povazuji za radné
adresovana Smluvni strané, 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: Mgr. Martina Robenkova K rukam: Mgr. Martina Robenkova
Telephone: 00420 597 372 516 Telefon: 00420 597 372 516
Email: martina.robenkova@fno.cz Email: martina.robenkova@fno.cz

If to Investigator:

Oznameni zasilana Zkousejicimu:
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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: Doc. MUDr. Jaroslav Klat, Ph.D.

K rukam: Doc. MUDr. Jaroslav Klat, Ph.D.

Telephone: 00420 597 371 805

Telefon: 00420 597 371 805

Email: jaroslav.klat@fno.cz

Email: jaroslav.klat@fno.cz

If to ImmunoGen: ImmunoGen, Inc.

Oznameni zasilana spolecnosti ImmunoGen: ImmunoGen,
Inc.

830 Winter Street

830 Winter Street

Waltham, MA 02451

Waltham, MA 02451

Attention: Danielle Boram, Corporate Counsel

K rukam: Danielle Boram, Corporate Counsel

Telephone: (781) 895-0156

Telefon: (781) 895-0156

Email: Danielle.Boram@Immunogen.com

E-mail: Danielle.Boram@Immunogen.com

with copy to CRO: IQVIA Biotech LLC

s kopii pro CRO:: IQVIA Biotech LLC

1700 Perimeter Park Drive

1700 Perimeter Park Drive

Morrisville, NC 27560 USA

Morrisville, NC 27560 USA

Attention: Chris Giordano

Attention [do wiadomosci]: Chris Giordano

cc: Legal Counsel

cc: Legal Counsel [Radca Prawny]

Facsimile: (919) 484-7727

Faks: (919) 484-7727

(b) A Party hereto may change its address for the
receipt of notices hereunder by notifying the other
Parties in writing of its new address in accordance
with this Section 15.

(b) Smluvni strana mdze svou adresu pro prijimani
oznameni podle této Smlouvy zménit tak, ze ostatnim
Smluvnim stranam pisemné oznami svou novou adresu
v souladu s timto Clankem 15.

16. Data Privacy.

16. Ochrana udaju

(a) Roles of the Parties. For the purposes
of this Agreement, ImmunoGen shall be considered
Data Controller as defined by the Applicable Laws and
Regulations.

(a) Role Smluvnich stran. Pro ucely této
Smlouvy bude spolecnost ImmunoGen povazovana za
Spravce Udaju definované Platnymi zakony a predpisy.

And will be responsible for complying with the
obligations that apply to it as a controller under
Applicable Laws and Regulations. The Institution shall
be considered Data Controller of the data obtained
within the provision of health services under Act.
No.372/2011 Coll. on health services as amended.
ImmunoGen, the sponsor, shall be considered Data
Controller with respect to the “Research Data,”
meaning any data, including personal data (such as
gender, age, health status, etc) concerning any of the
Personnel, collected by the Institution or the
Investigator or both of them for purposes related to
the conduct of the Study. In these cases the Institution
will be considered a processor of personal data.

A bude odpovédny za plnéni povinnosti, které pro néj
plati jako pro spravce podle Platnych zakonl a predpisu.
Zdravotnické zarizeni bude povazovano za Spravce udaju
ziskanych v ramci poskytovani zdravotnich sluzeb v
souladu se zakonem ¢&. 372/2011 Sb., o zdravotnich
sluzbach, v platném znéni. . Spolecnost ImmunoGen,
zadavatel, bude povazovana za Spravce Udaju tykajicich
se ,Vyzkumnych udaji“, tj. veskerych (daju véetné
osobnich (napriklad pohlavi, vék, zdravotni stav atd.)
kteréhokoli clena Personalu, (daji shromazdénych
Zdravotnickym zarizenim nebo Zkousejicim, ¢i obéma pro
Ucely spojené s provadénim Studie.V téchto pripadech
bude Zdravotnické zarizeni povazovano za zpracovatele
osobnich udaja.
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(b) Provisions on the collection and
processing of data by the Institution and the
Investigator.

(b) Zasady shromazdovani a zpracovani Udajd
Zdravotnickym zarizenim a Zkousejicim.

(i) The collection and processing of
Research Data shall be performed in compliance with
this Agreement and as indicated in the Protocol, the
Informed Consent Form and any written instructions
issued by ImmunoGen. Research Data collected by the
Investigator and/or Institution in the Case Report
Form shall be processed by the Institution and
Investigator only for the purpose of the performance
of this Agreement. However, the Institution and
Investigator may use the data collected in the course
of the Study for the Study Subject’s treatment
purposes.

(i) Shromazdovani a zpracovani Vyzkumnych
(daji musi byt provadéno v souladu s touto Smlouvou a
zpUsobem stanovenym v Protokolu, formulari

informovaného souhlasu a veskerych pisemnych pokynech
vydanych spolecnosti ImmunoGen. Vyzkumné (daje
shromazdéné Zdravotnickym zarfizenim a Zkousejicim
v Zaznamu subjektu hodnoceni budou Zdravotnické
zarizeni a Zkousejici zpracovavat pouze za Géelem plnéni
této Smlouvy. Zdravotnické zarizeni a Zkousejici vsak
mohou Udaje shromazdéné béhem Studie pouzit pro Gcely
éCby Subjektl studie.

(i1) Processing of Research Data shall be
performed by the Investigator, Personnel and other
authorized persons on the need to know basis. The
Institution and the Investigator shall be responsible for
managing access to the Research Data provided the
details in the Institution’s possession or control.

(ii) Zpracovani Vyzkumnych (daji bude provadét
Zkousejici, Personal a dalsi zmocnéné osoby podle zasady
potrebnych znalosti. Zdravotnické zarizeni a Zkousejici
budou odpovidat za fizeni pristupu k Vyzkumnym udajum
obsahujicim podrobnosti, které Zdravotnické zarizeni
vlastni nebo spravuje.

(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.

(iii) Zdravotnické zarizeni a Zkousejici zajisti,
aby Personal zpracovavajici Vyzkumné (daje mél
odpovidajici odbornost a pripravu k nakladani s osobnimi
Udaji a zachovavani jejich davérnosti.

(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 divérnost Vyzkumnych udaja.
Nebudou zpristupnény ani predany zadné treti strané bez
predchoziho pisemného souhlasu spolecnosti ImmunoGen.
V pripadé, ze takové zpristupnéni zahrnuje osobni Udaje,
musi mit treti strana prijimajici Udaje k prijimani a
zpracovani téchto Udaji presvédéivy divod na zakladé
Platnych zakon( a predpisi. Vyzkumné uUdaje mohou
zpristupnény, pokud to vyzaduji Platné zakony a predpisy,
nebo na zadost Uradu na ochranu osobnich Gdaju.

(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

(v) Zdravotnické zarizeni a Zkousejici zavedou
prislusna spravni, technicka a fyzickd bezpecnostni
opatreni k ochrané osobnich (daji pomoci souéasnych
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consideration the state of the art of applicable
technologies.

osvédcenych oborovych postupd,
nejmodernéjsi pouzitelné technologie.

pricemz zohledni

(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 zarizeni a Zkousejici budou
dodrzovat veskeré pokyny tykajici se kodovani
Vyzkumnych tdaja vydané kdykoli spolecnosti ImmunoGen
v souladu s Platnymi zakony a narizenimi 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 zarizeni a Zkousejici budou provadét
postupy k odhalovani a reakci na poruseni divérnosti
osobnich (daju definované Platnymi zakony a predpisy,
napriklad poruseni zabezpeceni, které vede k nahodnému

nebo protipravnimu zniCeni, ztraté, zméné nebo
neopravnénému poskytnuti nebo zpristupnéni
prenasenych, uloZzenych nebo jinak zpracovavanych

osobnich Udajd. Zdravotnické zafizeni a Zkousejici
uvédomi spolecnost ImmunoGen o jakémkoli poruseni
divérnosti osobnich Udaju v souvislosti se zpracovanim
Vyzkumnych Gdaju bez zbytecného prodleni, nejpozdéji
vsak do dvaceti Ctyr (24) hodin od zjisténi takového
poruseni. Zdravotnické zarizeni a Zkousejici a spolecnost
ImmunoGen budou primérenym zpusobem spolupracovat
pri napravé poruseni davérnosti osobnich (daju a nez
oznami poruseni duvérnosti osobnich (dajl prislusnému
Uradu, 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 sponsor ImnmunoGen 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  dajd.
Zdravotnické zafizeni a Zkousejici predaji Subjektim
studie v souladu s Platnymi zakony a predpisy Informovany
souhlas s ucasti ve Studii schvaleny zadavatelem,
spolecnosti ImmunoGen, a prislusnou Etickou komisi.
Tento Informovany souhlas musi byt podepsan jesté pred
zahajenim Ucasti Subjektu ve Studii. Zdravotnické
zarizeni a Zkousejici museji vCas informovat spolecnost
ImmunoGen, pokud Subjekt odvola souhlas nebo nebude
souhlasit s pouzivanim jeho osobnich Udaju v souladu
s Platnymi zakony a predpisy. Smluvni strany souhlasi se
spolupraci v ramci individualnich pozadavk( Subjekti
studie.

(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

(d) Osobni Udaje Personalu. Pred zahajenim Studie a
v jejim pribéhu mohou byt Zkous$ejici a Personal vyzvani
k poskytnuti osobnich dajl, které spadaji do pusobnosti
Platnych zakon( a predpisi a/nebo jsou nezbytné
k realizaci Smlouvy. Zdravotnické zarizeni a Zkousejici se
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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.

zavazuji, ze budou Personal informovat, ze jejich osobni
Udaje bude zpracovat spolecnost ImmunoGen, a
odpovidaji za ziskani prislusného souhlasu v rozsahu
pozadovaném Platnymi zakony a predpisy.

(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) Pfedavani (daju. Spole¢nost ImmunoGen muze
Udaje predavat dal$im subjektim skupiny ImmunoGen a
jejich prislusnym zastupcim po celém svété. Spolecnost
ImmunoGen a jeji pridruzené subjekty a prislusni zastupci
nicméné na ochranu téchto osobnich (daji uplatni
primérena opatreni. Osobni Udaje mohou byt také
zpristupnovany na zakladé pozadavki jednotlivych
prisluSnych Gfadd nebo Platnych zakon( a predpisu,
napriklad za Ucelem hlaseni zavaznych nezadoucich
pfihod a dodrzovani zakoni a predpisi ohledné
bezpecnosti [&Civ.

(f) 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.

() Uchovavani udajd. Osobni Gdaje
budou uchovavany pouze po dobu nezbytnou pro splnéni
Gcelu jejich shromazdovani, pokud Platné zakony a
predpisy nevyzaduji nebo neumoznuji delsi dobu
uchovavani.

17. Miscellaneous.

17. Rizné.

(a) 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; zmény. Tato Smlouva spolecné
s veskerymi prilohami, jez jsou jeji soucasti a na néz
Smlouva odkazuje, nahrazuje veskeré predchozi dohody,
ujednani a prohlaseni jakéhokoli druhu a predstavuje
Uplné ujednani Smluvnich stran s ohledem na predmét
této Smlouvy. Pro platnost dodatk( k této Smlouvé nebo
zmén této Smlouvy je nezbytné, aby mély pisemnou formu
a byly podepsany Smluvnimi stranami.

Assighment; Delegation.

(b)

(b) Postoupeni; delegovani.

(i) 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.

(i) Pokud neni v této Smlouvé uvedeno jinak, nesmi
Zdravotnické zarizeni tuto Smlouvu ani jakékoliv pravo ci
povinnost z ni vyplyvajici prevést na jakoukoliv treti
stranu bez predchoziho pisemného souhlasu spolecnosti
ImmunoGen.

(ii) 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

(i) Spolecnost ImmunoGen mdze prevést néktera
nebo vsechna sva prava a povinnosti podle této Smlouvy
na své Pridruzené subjekty (definované nize) nebo zajistit
plnéni této Smlouvy kterymkoli ze svych Pridruzenych
subjekt, a to vcetné platby nebo prijimani penéznich
prostfedkd splatnych dle této Smlouvy. Spolecnost
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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 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.

ImmunoGen ponese vyhradni odpovédnost za Ukony a
pripadna opomenuti svych Pridruzenych subjekt pfi
plnéni této Smlouvy. Spolecnost ImmunoGen muzZe také
postoupit tuto Smlouvu treti strané v ramci poskytnuti
licence, prodeje nebo jinym prevodem souvisejiciho
programu vyvoje léciv spolecnosti ImmunoGen této treti
strané. ,,PFidruZenymi subjekty“ se rozuméji fyzické ci
pravnické osoby, které ovladaji spolecnost ImmunoGen
nebo jsou ji ovladany, nebo jsou ovladany stejnou
spolecnosti jako spolecnost ImmunoGen. ,,Ovladanim* se
rozumi primé ¢i neprimé vlastnictvi minimalné padesati
procent (50 %) akciového kapitalu, hlasovacich prav nebo
opravnéni rozhodovat primo ¢i neprimo o vedeni
pravnické osoby a jeji strategii, a to na zakladé vlastnictvi
cennych papira 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
nezaklada mezi Smluvnimi stranami zprostredkovatelsky
vztah ani partnerstvi a nezmocnuje zadnou ze Smluvnich
stran, aby vstupovala do pravnich zavazkd 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/nazvi. Nebude-li to vyZadovano
zakonem, nesmi zadna Smluvni strana pouzivat nazev,
ochranné znamky nebo loga ¢i jména zaméstnanc( druhé
Smluvni strany v souvislosti s jakoukoli inzerci nebo jinou
propagacni literaturou bez predchoziho 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 of Czech Republic, without restricting any
right of appeal.

(e) Rozhodné pravo. Tato Smlouva se Fidi a bude
vykladana a vymahana v souladu s pravnim radem Ceské
republiky. Smluvni strany timto podléhaji vyhradni
jurisdikci soud( v Ceské republice, aniz by tim bylo jakkoli
omezeno pravo na odvolani.

(f) 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.

(f) Oddélitelnost ustanoveni. Shleda-li prislusny
soud, ze je néktera zpodminek této Smlouvy
nevymahatelna, nezdkonna nebo neplatna, bude

dodrzovani takové podminky vymahano pouze v rozsahu,
v jakém je vymahatelné nebo neporusuje platné pravni
predpisy. Veskeré ostatni podminky této Smlouvy
zUstanou platné a ucinné v plném rozsahu.

(g) 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.

(2) Neexistence prav tretich stran. S vyjimkou
pripadd vyslovné uvedenych v Priloze této Smlouvy
neudéluje nic v této Smlouvé Zadna 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

(h) Nevzdani se prav. Vzdani se nebo pristoupeni
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
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upon compliance with any such warranty,
certification, representation, agreement, term, or
condition in this Agreement.

trvat na dodrzovani jakékoli takové zaruky, potvrzeni,
prohlaseni, dohody nebo podminky v této Smlouvé

(i) 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 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.

(1) VysSi moc. Zadna ze Smluvnich stran nebude
odpovédna ani ji nebude pric¢itano zavinéni jakéhokoli
zpozdéni zplsobeného pri¢inami, které jsou mimo realnou
moznost ovlivnéni Smluvni stranou, zejména projevy Vyssi
moci, stavkami nebo jinym narusenim prace, valkami, at
uz vyhlasenymi ¢i nevyhlasenymi, obcanskymi nepokoji,
zasahy statu, sabotazi a dalSich pfricin, at uz podobnych
nebo odliSnych od téch, které jsou zde uvedeny, za
predpokladu, ze dotéena Smluvni strana neprodlené
oznami druhé Smluvni strané pricinu a jeji Ucinky na
sluzby, které maji byt podle této Smlouvy poskytovany .

(3) 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.

() Nadrazenost. V pripadé vyslovného rozporu mezi
podminkami Protokolu a této Smlouvy bude v otazkach
postupli ¢i metodiky provadéni Studie, odbornych
zalezitosti, ékarfské praxe a bezpecnosti Subjektu studie
rozhodujici Protokol. Ve vSech 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, and
(ii) delivered electronically by email.

(k) Podepsani smlouvy; Stejnopisy. Pro potreby
Smluvnich stran mdze byt tato Smlouva (i) vyhotovena ve
3 stejnopisech, z nichz kazdy bude povazovan za original
a oba spolecné predstavuji jednu smlouvu zavaznou pro
obé Smluvni strany a (ii) dorucena elektronicky e-mailem.

(L) 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.

L) Jazyk. Dojde-li pripadné 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.

(n) The contracting parties hereby acknowledge and
agree that this contract and its possible amendments
are subject to mandatory publication in accordance
with Act. No.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.

(m) Precedence. Pokud se pripadné vyskytnou
jakékoli nesrovnalosti mezi touto Smlouvou a Protokolem,
bude ve vztahu k postupim Studie urcujici Protokol.

(n) Smluvni strany timto berou na védomi a souhlasi, ze
tato smlouva a jeji pripadné dodatky podléhaji povinnému
uverejnéni v souladu se zakonem ¢. 340/2015 Sb., o
registru smluv, v platném znéni. Uverejnéni zajisti
Zdravotnické zarizeni. ZkousSejici souhlasi s uverejnénim
svého jména v souvislosti s touto smlouvou na portale
verejné spravy v souladu se zakonem o registru smluv.
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IN WITNESS WHEREOF, ImmunoGen, the Institution | NA DUKAZ TOHO tuto Smlouvu spolecnost ImmunoGen,
and the Investigator have executed this Agreement | Zdravotnické zarizeni a ZkousSejici podepsali k Datu
through their duly authorized representatives as of | (cinnosti.

the Effective Date.

IMMUNOGEN, INC.

By / Podepsal(a):

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

Title / Funkce:

Fakultni nemocnice Ostrava

By / Podepsal(a):

Name: <Authorized Contracts Signatory> / Jméno: <osoba opravnéna k podepisovani smluv>
doc. et doc. MUDr. Petr Vavra, Ph.D.

Title / Funkce: Deputy Director for Science, Research and education /Naméstek reditele pro védu, vyzkum a
vyuku

INVESTIGATOR / ZKOUSEJICI LEKAR

By / Podepsal(a):

Name / Jméno: doc. MUDr.Jaroslav Klat, Ph.D.

Title / Funkce: Deputy Head of LPP / zastupce prednosty pro LPP
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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 protikorupcnich zakond a
dodrzovat je. Nize je nicméné uvedeno shrnuti klicovych
zasad Platnych protikorupénich zakon(.

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

(A) Vzdy jednat cestné a poctivé a dodrzovat
nejprisnéjsi etické zasady.

(B) Not make, give, or offer any payment, gift, or
other benefit or advantage to any person for
the purposes of:

(B) Zadné osobé neplatit, neposkytnout ani
nenabidnout jakoukoli platbu, dar nebo jiny prospéch ci
vyhodu za Ucelem:

(i) securing any improper advantage; or

(1) zajisténi jakékoli neopravnéné vyhody;
nebo

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

(i) nabadani prijemce nebo jiné osoby, aby
ucinili, 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 vsech situaci.
Aby se vyloucCily jakékoli pripadné pochyby, vztahuje se
na jednani s Verejnymi Ciniteli (definovanymi nize) i na
jednani se zaméstnanci a zastupci obchodnich
spoleCnosti. Zvlastni pozornost je treba vénovat jednani
s Verejnymi Ciniteli. Osoby podilejici se na Studii nesméji
poskytovat nebo nabizet financni castky, dary ani jiné
plnéni ¢i vyhody s cilem ovlivnit jednani nebo rozhodnuti
verejného Cinitele nebo jej primét, aby vyuzil svého vlivu
na dalsi fyzické i pravnické osoby nebo na organy statni
spravy nebo primo ovlivnil jednani nebo rozhodnuti dalsi
fyzické ¢i pravnické osoby nebo organu statni spravy.
»verejnym Cinitelem* se rozumi jakakoli osoba jednajici

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.

za jakékoli vladni oddéleni, Grad nebo organ statni spravy
nebo za jakykoli podnik vlastnény nebo ovladany statem.
Jednd se io zdravotnické pracovniky statnich nebo
obecnich nemocnic nebo klinik a zastupce verejnych
mezinarodnich organizaci.

(C) 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.

Q) Osoby podilejici se na Studii nesméji poskytovat
nebo nabizet financni castky, dary ani jiné plnéni ci
vyhody jakymkoli osobam, jestlize védi nebo maji
podezreni, ze by financni Castka, dar, plnéni ¢i vyhoda
byly zcela nebo castecné pouzity primo ¢i neprimo
k poruseni zakaz(i uvedenych v bodé (B) nebo (C) vyse.
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(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
Ucetni knihy, zaznamy a UCty, které dostatecné podrobné,
presné a poctivé odrazeji jejich transakce a nakladani
s jejich aktivy.

(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 Gcetnictvi, které
dostatecné zajisti, ze: transakce jsou provadény v souladu
s obecnym i zvlastnim povérenim vedeni; transakce jsou
dle potreby zaznamenavany (i) ke zpracovani financ¢nich
vykazll v souladu s obecné platnymi ucetnimi principy
nebo jakymikoliv jinymi podminkami platnymi pro takové
vykazy; a (ii) k zalu¢tovani aktiv; pristup k aktivim je
povolen pouze vsouladu sobecnym a zvlastnim
povérenim vedeni; a zaluctovana aktiva  jsou
v primérenych 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
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SAMPLE Exhibit C

VZOR Prilohy C

Representations and Warranties of Investigator

Prohlaseni a zaruky Zkousejiciho.

IMGN853-0416

IMGN853-0416

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

Ja, Zkousejici, timto prohlasuji a zarucuji se spolecnosti
ImmunoGen, ze:

= | am 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.

o Se mohu Studie svobodné z(castnit a neexistuji
zadna prava, ktera by vi¢i mné mohla uplatriovat jakakoli
treti strana, ani nemam vuci jakékoliv treti strané Zadné
zavazky, které by mi mohly branit ¢i mé omezovat pri
plnéni povinnosti uvedenych v této Smlouveé.

= 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.

o Nejsem stranou Zzadného soudniho frizeni ani
vySetfovani ze strany FDA i jiného zdravotniho
kontrolniho Uradu. Vysledky, které jsem poskytoval(a)
v predchozich klinickych hodnocenich, nikdy nebyly
odmitnuty kvili nepresnostem nebo kviali jejich
podvodnému ziskani.

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

o K provadéni Studie budu vyuzivat pouze radné
kvalifikované a zkusené pracovniky, na které budu
dohlizet a kontrolovat je.

= | currently 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.

o V soucasné dobé mam uzavreno pojisténi profesni
odpovédnosti ve zdravotnictvi (nebo Zdravotnické zarizeni
ma uzavreno pojisténi profesni odpovédnosti ve
zdravotnictvi, které se na mé vztahuje) a budu ho mit
uzavireno po celou dobu trvani Studie a spolecnosti
ImmunoGen predlozim na pozadani podrobnosti a doklad
0 mém kryti.

= | understand 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.

o Je mi znamo, Zze spolecnost ImmunoGen muze
chtit zpracovavat mé osobni Gdaje k administrativnim a
komercénim (celim, napriklad v databazi, ktera bude
vyuzita pri organizaci budoucich klinickych hodnoceni. Je
mi také znamo a souhlasim s tim, ze pokud to bude pro
tyto Ucely nezbytné, mohou byt mé osobni udaje
predavany tretim osobam, napriklad dalSim spolecnostem
ze skupiny ImmunoGen nebo jejich poradcim a externim
poskytovatelim sluzeb, jakoz i kontrolnim uradim a
danovym Uradim, pokud to budou vyzadovat platné pravni
predpisy nebo pravidla prislusné burzy cennych papira.
Neni ode mne pozadovan souhlas s opétovnym pouzitim
mych osobnich Udaji a mé odmitnuti nemusi mit vliv na
provadéni této Studie, pouze na dalsi komunikaci.
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| have read this Appendix C and agree to be bound by
the terms and conditions of this Appendix, including,
but not limited to, the obligations of nondisclosure,
assignment of inventions, and publication as set forth
in the Agreement.

Tuto Prilohu C jsem si precetl(a) a souhlasim s tim, Ze
podminky této Prilohy budou pro mé zavazné, zejména
pokud jde o zavazky vyplyvajici z ustanoveni Smlouvy
o nesdélovani (daju, postupovani objevu a publikovani.

By:

Podepsal(a):

doc. MUDr. Jaroslav Klat, Ph.D

doc. MUDr. Jaroslav Klat, Ph.D
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