
University Hospital Olomouc, Zdravotniku 248/7, 779 Fakultni nemocnice Olomouc, Zdravotnfku 248/7, 779 
00 Olomouc 9, Czech Republic 00 Olomouc 9, Ceska republika 

Date: 21 August 2024 Datum: 21 srpen 2024 

Re. REQUEST FOR USE OF UNREGISTERED DRUG: Re. iADOST 0 POUZITI NEREGISTROVANEHO 
Repotrectinib for Compassionate Use in Patients. LEKU: Repotrectinib pro soucitne pouiiti u pacientu. 

-Bristol Myers Squibb [Bristol-Myers Squibb spol. 
s r .o. Budejovicka 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 ("Requester") 
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 tor use of unregistered drug as 
determined by legal regulations and by the 
State Institute tor 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: 

- --Bristol Myers Squibb [Bristol-Myers Squibb spol. 
s r .o. Budej ovicka 778/ 3 140 oo, Praha 4 ) 
(dale jen "BMS") je tarmaceuticka spolecnost, ktera 
vyvfj l, vyrabl a pr<:x:lava inovatlvnl farmaceuticke 
produkty. Nektere zeme, vcetne Ceske republ iky, 
majl spec.ifid<e regulacnf mechanismy, ktere 
umoinujf, aby IE~ky, ktere nebyly v dane zemi 
schvaleny, byly poskytnuty pro soucitne pouZiti 
pacientum, kterf nejsou zp~sobill nebo z jim!ho 
dOvcdu nemohou bYt zai'azeni do klinickeho 
hodnoceni s danym pfipravkem. Jste llcencovany 
zdravotnlcky pracovnik (dale jen "Zadatel") a 
pozadujete od BMS poskytnuti prfpravku 
Repotrectinib (dale jen "Lek") na zaklade 
soudtneho pouiitf pro pacienta ve vasi peo, 
FastTrack Request number: REQ-0000047807 
("Pacient"). Lek nenl schvalen v Ceske republlce. 

:Zaddtd potvrzuje, ie vsechny poiildovane zadosti 
byly fadne podimy u pi'lslusnych st:atnich 
zdravotnich organO (SUKL a dalsfch organO, die 
potreby) a ze je opravnen Lek uvolnit a podat, a to 
v souladu s platnym pnivnfm ramcem, kte,.Y 
upravuje konkretnl postupy, za kte,.Ych m~ze bYt 
Lek v Ceske republice podan pro soucitne pouziti. 

iadatel potvrzuje, ze bude dodriovat 
vsechny podminky pro pouziti 
neregistrovaneho pripravku stanovene 
pravnimi p fedpisy a Statnim ustavem pro 
kontrolu leciv. 

Tato pfsemna dohoda stanovuje podminky, za 
kte,.Ych BMS doda Zadateli omezene mnoistvi U:!ku 
pro soucitne pouiiti Pacientovi. Aby BMS souhlasila 
s poskytnutim Leku, Zadatel v souladu s touto 
pfsemnou dohodou souhlasf s tim, ie bude 
dodriovat nasledujici: 
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1. 

2. 

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 contralndlcations to, all market­
approved drugs to treat Patient' s medical 
condition; 

1. Zadatel bude dodriovat vsechny platne zakony, 
regulaenf pozadavky, eticke normy a spravnou 
lekarskou praxi, pokud jde o informace 
o Pacientovi a podavani Leku pro soucitne 
pouzitf, a je V'{hradne odpovedny za ziskanf 
v5ech poZCidovanych schvalenf a opravnenf, 
ktera jsou ze zakona vyzadovana k podavanf 
Leku Pacientovi; 

2. Zadatel prohlasuje a zarucuje spolecnosti BMS, 
ze existuje neuspokojena h~karska potreba 
Pacienta, proto:Ze pacient je refrakternf nebo 
nesnasenlivY nebo rna kontraindlkace ke vsem 
h~kOm schvalenym na trhu k leCbe Pacientova 
zdravotnfho stavu; 

3. Requester will document in Patient's medical 3. Zadatel dolozf ve zdravotnicke dokumentaci 
record that the treatment being provided is Pacienta, ze poskytovana lecba je v Ceske 

4. 

5. 

6. 

7. 

8. 

experimental in Czech Republic; republice experimentalnf; 

Requester will comply with the Dedaration 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/Reports 

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

4. Zadatel bude pi'i lecbl! Paclenta dodi'Zovat 
Helsinskou deklaracl, zejmena Zadatel zfskci od 
Paclenta pi'fslusny informovany souhlas, ve 
kterem Pacientovi pred podanfm Leku vysvetli 
mozna rizika a prfnosy a skutecnost, ze 
bezpecnost a ucinnost leku nebyly dosud 
stanoveny a nejsou v sou~asne dobe pine 
znamy, jakoz i SkUteCnost, ze lek dOSUd neni II 
Ceske republlce schvalen k pouiitf; 

5. Zadatel informoval Pacienta, ze spolecnost BMS 
poskytne v soucasne dobe bezplatne pouze 
dostatecne mno:Zstvi hodnoceneho Leku 
k dokoncenf lecby Pacienta nebo do doby, nez 
Lek obdr-Zi registracl v Ceske republice. 

6. Nezadouci pl'ihody; Hlaseni/Zpravy 

Zadatel bude dodriovat pozadovane postupy 
pro podavanf zprav uvedene v Dokumentu 
poskytnutem spolecnosti BMS. 

Requester will comply with all applicable 7. 
privacy and data security legal requirements in 
providing any Patient information to BMS. 

Zadatel bude, pi'i poskytovani jakYchkoli 
informaci o Pacientovi BMS, dodriovat vsechny 
platne zakonne pozadavky na ochranu 
soukromf a zabezpe(enf jeho udajO. 

BMS will collect and process the Doctor's 8. 
name, specialty and business contact details 
(Doctor's personal data) for the purposes set 
out In this letter of agreement, induding 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 

BMS bude shromazd'ovat a zpracovavat jmeno 
lekare, specializaci a obchodnf kontaktni udaje 
(OSObnf udaje lekare) pro ucely UVedene II teto 
dohode, vcetne vedeni zaznamO a vykazovanf 
BMS. Mfstni pobocka BMS preda osobni udaje 
lekare pnslusnym ui'adOm, ktere mohou bYt 
pozadovany, a do Spojenych statO americk'fch, 
kde se BMS nachazi, jakoz jejfm 
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9. 

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). 

10. 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 ilvr.~rc of the present request of 
Drug and the use of the unregistered 
medicinal product by co-signing this Letter 
prior to any such use. 

11. 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 using 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 
sdentitic litterature or otherwise. For the 
avoidance of doubt, this Letter Agreement 

zastupcOm/poskytovateiOm sluieb, kteff se 
podflejf na logisticke podpore soucitneho 
programu. Pokud jsou osobnf udaje h~kal'e 
pouzity nebo zverejneny mimo Evropu, BMS 
zajistf, aby byly zavedeny dostatecne zaruky 
zabezpecenf, dtlvemosti a ochrany soukromf na 
ochranu osobnich udajO lekare v pripadech, kdy 
je BMS pouzfva nebo zpristupnuje prijemctlm 
nebo zemim, ktere neposkytuji stejnou uroven 
ochrany udajO jako v Evropske unii. Lekar bude 
mit pravo vznest namitku, ziskat pi'fstup nebo 
pozadat o opravu nebo vymazanf sv-Ych 
osobnfch udajO v souladu s platnymi za kony 
o ochrane osobnfch udajO, a to kontaktovanim 
BMS na v-Yse uvedene obchodni adrese. 

9. Vzhledem k tomu, ze Lek neni schvalen v Ceske 
republice, spolecnost BMS poskytne Zadateli 
v5echny relevantni udaje t'fkajid se toho, jak 
se Lek podava pro jeho/jejf informacl (vcetne 
informaenfho listu cykajidho se rizlk a 
prfnosO), pncemz je uvedeno, ze Zadat-el je 
vYhradne odpovedny za podanf Leku a jakekoli 
nasledne skody, ktere by nebyly zpOsobeny 
vadou Leku (uplatnf se pouze odpovednost 
v-Yrobce). 

10. Za pffpadnou skodu (ujmu na zdravi nebo 
smrt osoby) vzniklou v dOsledku pouziti 
neregistrovaneho leCiveho pi'ipravku 
zpOsobem uvedenym v odstavci 4. odpovfda 
erovozovatel Zdravotnickeho zarizeni. 
Zadatel proto musf zajistit, pred jai<Ymkoli 
podanfm Leku, aby provozovatel 
Zdravotnickeho zanzeni byl obeznamen o teto 
zadosti o Lek, o jeho pouzitf jako 
neregistrovaneho leaveho pripravku, a to 
spolupodpisem tohoto dopisu. 

11. Chranene informace o Leku poskytnute 
spolecnosti BMS za ucelem zprfstupnenf vhodne 
h~cby pacientovi Lekem jsou dOverne. Zadatel 
souhlasf s t im, ze tyto chranene informace, 
jakoz i v-;.sledky ziskane lekarem uZivajfcim Lek 
zverejni pouze v rozsahu nezbytnem k lecbe 
paclenta, s vyjlmkou vladnich organO, pokud to 
vy!aduif platne zakony. zadatei bere na 
vedomf, ze jednotlive pouziti Leku u pacienta 
v ramci programu nenf navrzeno tak, aby 
poskytovalo vedecky y1znamna data vhodna 
ke zverejneni. Proto Zadatel souhlasf s tim, 
ze pred jakymkoliv zverejnenim vYSiedkO 
podavanf Leku, at' uz ve veclecke literature 
nebo j inak, v-;.sledky poskytne BMS ke kontrole 
a zfska pisemny souhlas spolecnosti BMS se 
zverejnenim. Aby se prede.slo pochybnostem, 
tato pisemm1 dohoda neomezuje pravo 
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shall not restrict BMS' right to use the data in 
a publication. 

12. 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. 

13. 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. 

14. 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. 

spolecnosti BMS takove udaje publikovat. 

12. zadatel nesmr porusovat zadna prava 
dusevniho vlastnictvf chranfd LE~k ani jednat 
zpusobem, kter)f by mohl. poru.so.~t jakakoli 
prava du5evniho vlastnictvl chramCI Lek. Lek 
musi bYt pouzfvan V'{hradne k ucelu soucitneho 
programu, s vyloucenim jakehokoli ucelu 
souvisejkiho s V'{zkumem. 

13. Zadatel odskodni spolecnost BMS za jak.ekoli 
skody, zavazky nebo naklady (mimo jine vcetne 
pnmerenych poplatku za pravnf zastoupenf a 
nakladu na soudnf spory) zaplacene nebo 
splatne spolecnosti BMS. tre~r strane v ?lls~dk~ 
naroku zalozenych na ujme na zdrav1 (vcetne 
smrti) V'{se uvedeneho pacienta, mimo jine 
vcetne v dfisledku podanf nebo pou2iti Leku 
nebo provadeni lekarskych postupu k lecbe 
onemocneni pacienta. 

14. Tato smlouva mOze bYt ukoncena nebo 
pozastavena spolecnosti BMS podle . jej~ho 
vlastniho uvazeni, a to pisemnou vypoved! 
zaslanou Zadateli deset (10) dni predem. Po 
ukonceni teto pfsemne dohody. nebo v prfpade, 
ze je lecba neuspes~a, )e Zada~el, po~1nen 
neprodlene vratit veskere nepouZlte zasoby 
hodnoceneho pripravku spolecnostl BMS. 

Ocenili bychom, kdybyste mohli potvrdit prijeti 
tohoto dopisu jeho vrckenim e-mailem 
podepsanym I s datem prijeti. 

s uctou 














