University Hospital Olomouc, Zdravotniki 248/7, 779
00 Olomouc 3, Czech Republic

Date: 21 August 2024

Re. REQUEST FOR USE OF UNREGISTERED DRUG:
Repotrectinib for Compassionate Use in Patients.

Fakultni nemacnice Olomouc, Zdravotnikii 248/7, 779
00 Olomouc 9, Ceska republika

Datum: 21 srpen 2024

Re. ZADOST O POUZITI NEREGISTROVANEHO
LEKU: Repotrectinib pro soucitné pouziti u pacientd.

1 ¢

Bristol Myers Squibb [Bristol-Myers Squibb spol.
s r.0. Budéjovicka 778/3 140 00, Praha 4]
("BMS") is a pharmaceutical company that
develops, manufactures and sells innovative
pharmaceutical products. Some countries, including
Czech Republic, have regulatory specific
mechanisms that allow drugs not approved in that
country to be provided for a compassionate use to
patients who are ineligible or otherwise unable to
enroll in a clinical trial for that drug. You are a
licensed health care professional (“Reguester”)
requesting provision of Repotrectinib ("Drug”) by
BMS on a compassionate use basis for the patients
under your care, FastTrack Request number: REQ-
0000047807 (“Patient”). Drug is not approved in
Czech Republic,

Requester attests all required applications have
been duly submitted to the relevant National
Health Authorities (SUKL and other Authorities, as
needed) and that he/she is allowed to release and
administer the Drug, this in accordance with the
applicable legal framework governing the specific
procedures under which Drug can be administered
in Czech Republic for compassionate use.

Requester attests he/she will adhere to all
conditions for use of unregistered drug as
determined by legal regulations and by the
State Institute for Drug Control.

This Letter Agreement sets forth the terms under
which BMS will supply a limited quantity of Drug to
Requester for compassionate use with Patient.
Requester agrees to comply with the following in
order BMS accepts Drug to be provided under this
Letter Agreement:
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Bristol Myers Squibb [Bristol-Myers Squibb spol.
s r,0, Budéjovicka 778/3 140 00, Praha 4]
(dale jen “BMS") je farmaceuticka spolecnost, kterd
vyvijf, vyrébi a prodavé inovativni farmaceutické
produkty. Nékterd zemé, vietné Ceské republiky,
maji  specifické regulaéni mechanismy, které
umoinuji, aby léky, které nebyly v dané zemi
schvaleny, byly poskytnuty pro soucitné pouZitf
pacientim, ktefi nejsou zpdsobili nebo z jiného
divodu nemohou byt zafazeni do klinického
hodnoceni s danym pripravkem. Jste licencovany
zdravotnicky pracovnik (ddle jen “Zadatel") a
poZedujete od BMS poskytnuti  pFipravku
Repotrectinib (dile jen "Lék') na zdkladé
soucitnéhe poufiti pro pacienta ve vasi pédi
FastTrack Request number: REQ-0000047807
("Pacient"). Lék neni schvalen v Ceské republice.

Zadalel potvrzuje, Ie vSechny poZadované Zadosti
byly fadné podany u pfisluSnych statnich
zdravotnich organd (SUKL a dalSich orgéand, dle
potieby) a Ze je oprdvnén Lék uvolnit a podat, a to
v souladu s platnym pravnim ramcem, ktery
upravuje konkrétni postupy, za kterych miZe byt
Lék v Ceské republice podén pro soucitné pouZiti,

Zadatel potvrzuje, #e bude dodrZovat
véechny podminky pro pouziti
neregistrovaného  pripravku  stanowené

pravnimi pfedpisy a Statnim dastavem pro
kontrolu léCiv.

Tato pisemnd dohoda stanovuje podminky, za
kterych BMS doda Zadateli omezené mnozstvi Léku
pro soucitné pou?iti Pacientcvi. Aby BMS souhlasila
s poskytnutim Léku, Zadatel v souladu s touto
pisemnou dohodou souhlasi s tim, Ze bude
dodrzovat nasledujici:
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Requester will comply with all applicable laws,
regulatory requirements, ethical standards and
Good Medical Practice regarding the Patient
information and administration of the Drug for
compassionate use and is solely responsible
for obtaining any required approvals and
authorizations legally required to administer
the Drug to Patient;

Requester represents and warrants to BMS
that there is an unmet medical need for
Patient since Patient is refractory or intolerant
to, or has contraindications to, all market-
approved drugs to treat Patient’ s medical
condition;

Requester will document in Patient’s medical
record that the treatment being provided is
experimental in Czech Republic;

Requester will comply with the Declaration of
Helsinki when treating Patient, especially
Requester will obtain the appropriate informed
consent explaining to Patient prior to providing
Drug to Patient the potential risks and benefits
and the fact that safety and effectiveness of
the Drug have not been established and are
not fully known at this time as well as the fact
that Drug is not yet approved in Czech
Republic;

Requestor has informed Patient that BMS will
only make available at this time sufficient
quantity of Investigational Drug free of charge
to complete the Patient’s treatment or until
such time as the Investigational Drug receives
a marketing authorization in Czech Republic.

Adverse Events; Submissions/Reparts

Requester will comply with the required
reporting procedures in the Instruction
Document provided by BMS.

Requester will comply with all applicable
privacy and data security legal requirements in
providing any Patient information to BMS.

BMS will collect and process the Doctor's
name, specialty and business contact details
(Doctor's personal data) for the purposes set
out in this letter of agreement, including BMS’
records keeping and reporting purposes. BMS'
local affiliate will transfer the Doctor's personal
information to the relevant authorities, as may
be required, and to the United States of

Zadatel bude dodrzovat viechny platné zékony,
regulaéni poZadavky, etické normy a sprawnou
lékarskou praxi, pokud jde o informace
0 Pacientovi a podavani Léku pro soucitné
pouziti, @ je vyhradné odpovédny za ziskani
viech pozadovanych schvaleni a opravnéni,
kterd jsou ze zdkona vyZadovana k podavani
Léku Pacientovi:

Zadatel prohladuje a zaruluje spoleénosti BMS,
Ze existuje neuspokojend lékafskd potieba
Pacienta, protoZe pacient je refrakterni nebo
nesnaseniivy nebo ma kontraindikace ke viem

Iéklim schvélenym na trhu k lécbé Pacientova
zdravetniho stavu;

Zadatel doloii ve zdravotnické dokumentaci
Pacienta, Je poskytovand léba je v Ceské
republice experimentalni;

Zadatel bude pfi |éib& Pacienta dodrZovat
Helsinskou deklaraci, zejména Zadatel ziské od
Pacienta prislusny informovany souhlas, ve
kterém Pacientovi pred podanim Léku vysvétli
moZnd rizika a pfinosy a skutecnost, Ze
bezpecnost a (cinnost Léku nebyly dosud
stanoveny a nejsou v soutasné dobé piné
znédmy, jakoZ i skutenost, ze Lék dosud neni v
Ceské republice schvilen k pouZiti;

Zadatel informoval Pacienta, ze spolenost BMS
poskytne v soudasné dobé bezplatné pouze
dostateéné mnoZstvi hodnocenéhe  Léku
k dokonceni IéEby Pacienta nebo do doby, nez
Lék obdrzi registraci v Ceské republice.

NeZadouci pfihody; HlaSeni/Zpravy
Zadatel bude dodrzovat pozadované postupy

pro podavani zprdv uvedené v Dokumentu
poskytnutém spolecnosti BMS.

Zadatel bude, pii poskytovéni jakychkoli
informaci o Pacientovi BMS, dodrZovat viechny
platné zakonné pozadavky na ochranu

soukromi a zabezpecen( jeho Gdajll.

BMS bude shromazd'ovat a zpracovavat jméno
lékafe, specializaci a obchadni kontaktni daje
(osobni Udaje lékafe) pro Gcely uvedené v této
dohodé, vietné vedeni zaznam( a vykazovani
BMS. Mistni pobocka BMS pfeda osobni (daje
lékafe pfislusnym U(fad@m, které mohou byt
pozadovény, a do Spojenych statd americkych,
kde se BMS nachdz, jakoz i jejim
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America where BMS is located, as well as to its
agents/service  providers  involved  in
supporting the compassionate use running. If
the Doctor’s personal data is used or disclosed
outside Europe, BMS will ensure sufficient
security, confidentiality and privacy safeguards
are established to protect the Doctor's
personal data where BMS uses or discloses it
to recipients or countries that do not provide
the same level of data protection than in the
European Union. The Doctor will be entitled to
object, access or request correction or
deletion, of its personal data in accordance
with applicable privacy laws by contacting BMS
on the business address stated above.

Drug being not approved in Czech Republic,
Requester will be provided by BMS with all
relevant data related to how the Drug is
dispensed for his/her information (including
the information sheet surrounding
risk/benefits), being specified that Requester
is solely responsible for administration of Drug
and any consecutive damages which would
not be caused by defect of the Drug (only
manufacturer’s liability would apply).

By operation of law, the entrepreneur
operating the healthcare institution, is
responsible for any damages (damages to
health or death of persons) resulting from use
of the unregistered medicinal product in the
manner specified in paragraph 4. Hence,
Requester must make sure that the
entrepreneur  operating the healthcare
institution is awarc of the present request of
Drug and the wuse of the unregistered
medicinal product by co-signing this Letter
prior to any such use.

Proprietary information about Drug provided
by BMS to facilitate medically appropriate
treatment of Patient with Drug is confidential.
Requester agrees to disclose this proprietary
information as well as the results obtained by
the Physician wusing the Drug only as
necessary to treat Patient, except to
governmental authorities where required by
applicable law. Requester acknowledges that
the use of Drug with a single patient under
the program is not designed to yield
scientifically meaningful data suitable for
publication, and therefore, Requester agrees
to obtain BMS' review and written consent
prior to making any publication of the results
of the administration of Drug, whether in the
scientific litterature or otherwise. For the
avoidance of doubt, this Letter Agreement

11. Chrénéné

zastupclim/poskytovatelim sluzeb, ktefi se
podilejil na logistické podpofe soucitného
programu. Pokud jsou osobni Udaje |ékafe
pouZity nebo zvefejnény mimo Evropu, BMS
zajisti, aby byly zavedeny dostatetné zaruky
zabezpeeni, diivérnosti a ochrany soukromf na
ochranu osobnich (idajti |ékafe v pfipadech, kdy
je BMS pouzivd nebo zpfistupiiuje prijemcdm
nebo zemim, které neposkytuji stejnou drover
ochrany Udajd jako v Evropskeé unii. LékaF bude
mit pravo vznést ndmitku, ziskat pfistup nebg
pozédat o opravu nebo vymazani svych
osobnich ddajd v souladu s platnymi zakony
o ochrané osobnich Udajl, a to kontaktovanim
BMS na vy$e uvedené obchodni adrese.

. Vzhledem k tomu, Ze Lék neni schvdlen v Ceské

republice, spoleénost BMS poskytne Zadateli
viechny relevantni Udaje tykajici se toho, jak
se Lék podava pro jeho/jeji informaci (vCetné
informacniho  listu  tykajicho se rizik a
pifnosll), pfiemZ je uvedeno, 7e Zadatel je
vyhradné odpovédny za podani Léku a jakékoli
nasledné skody, které by nebyly zplsobeny
vadou Léku (uplatni se pouze odpovédnost
vyrabce).

10.Za pfipadnou Skodu (Ujmu na zdravi nebo

smrt osoby) wzniklou v dlsledku pouziti
neregistrovaného lécivého pfipravku
zplisobem uvedenym v odstavci 4. odpovidd

rovozovatel Zdravotnického zafizeni,
gadatel proto musi zajistit, pfed jakymkoli
podanim Leku, aby provozovatel

Zdravotnického zafizeni byl obezndmen o této
Jadosti o Lék, o jeho pouziti jako
neregistrovaného [édvého pfipravku, a to
spolupodpisem tohoto dopisu.

informace o Léku poskytnuté
spole¢nosti BMS za Gdelem zpfistupnéni vhodné
létby pacientovi Lékem jsou divérné. Zadatel
souhlasi s tim, e tyto chranéné informace,
jakoz i vysledky ziskané lékafem uZivajicim Lék
zvefejni pouze v rozsahu nezbytném k |é¢bé
pacienta, s vyjimkou vladnich organd, pokud to
vytaduji platné zékony. Zadatel bere na
védomi, ze jednotlivé pouZiti Léku u pacienta
v ramci programu neni navrzeno tak, aby
poskytovalo védecky vyznamna data vhodna
ke zvefejnéni, Proto Zadatel souhlasi s tim,
7e pred jakymkoliv zvefejnénim vysledkd
podavani Léku, at uZ ve védecké literatuie
nebo jinak, vysledky poskytne BMS ke kontrole
a ziskd pisemny souhlas spoleCnosti BMS se
zvefejnénim. Aby se pfedeSlo pochybnostem,
tato pisemna dohoda neomezuje pravo
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13.

14.

shall not restrict BMS' right to use the data in
a publication.

Requester shall not either infringe any
intellectual property rights protecting the Drug
or act in away that might infringe any
intellectual property rights protecting the
Drug. Drug shall be used in the sole purpose
of compassionate use, to the exclusion of any
research-related purpose.

Requester will indemnify BMS from and
against any damages, liabilities or costs
(including  without limitation reasonable
attorneys’ fees and costs of litigation) paid or
payable by BMS to a third party resulting from
claims based upon personal injury (including
death) to the above patient, including without
limitation as a result of the administration or
use of the Drug or the performance of medical
procedures to treat Patient’s disease.

This Letter Agreement may be terminated or
suspended by BMS, in its sole discretion, on
ten (10) days' advance written notice to
Requestor. Upon termination of this Letter
Agreement or if treatment is unsuccessful,
Requestor shall return any and all unused
supply of Investigational Drug to BMS
promptly.

We would appreciate if you could confirm receipt of
this letter by returning it by e-mail signed with date
of receipt.

Yours faithfully

12,

13.

14,

spoleé¢nosti BMS takové udaje publikovat.

Zadatel nesmi porufovat Zidna prava
dudevniho vlastnictvi chranici Lék ani jednat
zplsobem, ktery by mohl poruSovat jakakoli
préva duSevniho vlastnictvi chranici Lék. Lék
musi byt pouzivan vyhradné k Ucelu soucitného
programu, s vylou¢enim jakéhokoli Ucelu
souvisejiciho s vyzkumem.

7adatel odskodni spole¢nost BMS za jakékoli
gkody, zavazky nebo naklady (mimo jiné vietné
primérenych poplatkd za pravni zastoupeni a
nakladd na soudni spory) zaplacené nebo
splatné spolecnosti BMS tfetl strané v dlsledku
narokd zalozenych na Ujmé na zdravi (véetné
smrti) vySe uvedeného pacienta, mimo jiné
véetné v diisledku podani nebo pouiiti Léku
nebo provadéni lékarskych postupd k lécbé
onemocnéni pacienta.

Tato smlouva mize byt ukoncena nebo
pozastavena spoletnosti BMS podle jejiho
vlastniho uvaZeni, a to pisemnou vypovédi
zaslanou Zadateli deset (10) dni pfedem. Po
ukonéeni této pisemné dohody nebo v pfipads,
7e je lécba nelspéind, je Zadatel povinen
neprodlené vratit veskeré nepouZité zasoby
hodnoceného pfipravku spolecnosti BMS.

Ocenili bychom, kdybyste mohli potvrdit pfijeti

tohoto dopisu jeho vracenim e-mailem
podepsanym I s datem piijeti.
S Uctou





















