Mgr. et Mgr. Adam Vojtéch, MHA

Ministr zdravotnictvi CR / Minister of Health

Ministerstvo zdravotnictvi Ceské republiky / Ministry of Health of the Czech Republic

Palackého namésti 4

128 01 Praha 2

Vizeny pane ministfe,

tento dopis se tykd nasi dodavky remdesiviru
(vyvojovy kod GS-5734), na zakladé rozhodnuti
Ministerstva  zdravotnictvi Ceské republiky
vydaného dne 9. &ervna 2020 pod &islem jednacim
MZDR 17280/2020-9/0LZP na zakladé § 8 odst.
6 zakona ¢&. 3782007 Sb., o
(,,Rozhodnuti“). Po pfezkoumani védeckych a
klinickych informaci, které jsou v sou€asné dobé k
dispozici, si Ministerstve zdravolnictvi
pokracovat s dodévkou a pouzivanim remdesiviru
v Ceské republice.

1é¢ivech

pieje

Zaddme Vas, za ucelem zajisténi souladu s
ptislusnymi regulacemi a ochrany pacienti, o Va3
souhlas s nasledujicimi body:

1. Jste schopni zajistit plnou sledovatelnost
produktu v pfipadé jeho stahovdni nebo
udélosti, kterd by pfedstavovala nebezpedi
pro pacienty.

2. V rozsahu, v jakém je to proveditelné,
souhlasite s tim, Ze zajistite poddvani zprav
0 bezpecnosti z podavani remdesiviru podle
Rozhodnuti  prostfednictvim  poskytnuti
»Pokynl a formulafe pro hlaseni informaci
tykajicich  se  bezpetnosti  1éCivého
pfipravku® uvedenych v pfiloze A tohoto
dopisu od pfijemct remdesiviru Statnimu
Gstavu pro kontrolu 1é¢iv, ktery informace
pfeda spoleénosti Gilead.

3. PrestoZe si Spolecnost Gilead je védoma, Ze
Ministerstvo  zdravotnictvi je povinno
poskytovat informace podle piislusnych
pravnich pfedpis, tak podrobnosti o
jednotlivych dodavkach (véetné mnoZstvi a

Dear Minister,

This letter relates to our supply of remdesivir
(development code GS-5734), pursuant to the
decision of the Ministry of Health of the Czech
Republic issued on 9 June 2020 under a reference
number MZDR 17280,2020-9/QLZP based on the
Section 8 (6) of the Act No. 378/2007, on
Pharmaceuticals (“Decision”). Having reviewed
the scientific and clinical information available at
this time, the Ministry of Health wishes Lo proceed
with supply and use of remdesivir in Czech
Republic.

We ask for your agreement to the following, to
provide consistency with the relevant regulatory
frameworks and to help protect patients:

1. That you have the capability to maintain full
traceability of product in case of a product
recall or event leading to a patient safety
issue.

2, That to the extent that it is feasible, you
agree to facilitate the reporting of safety
reports from the administration of the
remdesivir pursuant to the Decision through
provision of the “Safety Reporting
Instructions and Form™ included in Annex A
of this letter from recipients of the
remdesivir supply to the State Institute for
Drug Control, who shall pass this
information to Gilead.

3. That whilst Gilead is aware that the Ministry
of Health is obliged to provide information
according to applicable legislation, the
details of separate supplies (including
quantities and timings) should be kept
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nadasovani) by mély byt davémé a nemély
by byt zvefejiovdny. Spoletnost Gilead
Sciences s. r. o. bere na védomi, Ze
Ministerstvo  zdravotnictvi je povinnym
subjektem podle zakona &. 106/199% Sb., o
svobodném pristupu k informacim, a nelze
po ném spravedlivé pozadovat mlCenlivost

ohledné informaci, které je povinno
poskytnout.

4. Distribuce  remdesiviru  bude  Fizena
Ministerstvem  zdravotnictvi  Ceské
republiky pro pouziti v souladu s
Rozhodnutim. Podrobnosti  tykajici se
distribuce jsou uvedeny v piiloze B tohoto
dopisu.

5. Gilead byl pozidin  Ministerstvem

zdravotnictvi Ceské republiky o poskytnuti
remdesiviru pfed jeho tplnym schvélenim
(registraci). Na zdkladé Rozhodnuti v
rozsahu vyplyvajicim ze zikona €. 378/2007
Sb. spole¢nost Gilead neodpovida za Gjmy
zpusobené, wvzniklé, souvisejici nebo
zplsobené s podanim nebo pouZitim
remdesiviru pouzivaného k potlateni nebo
omezeni Sifeni COVID- 19 dodaného podle

Rozhodnuti.

V tuto chvili miZeme zdarma dodat 360 davek
(lahvigek) k distribuci pouze v ramci Ceské
republiky. Poté se, jak jiz bylo dohodnuro,
vzhledem k pretrvavajici pandemické situaci a
vysoké Urovni poptavky  po
remdesiviru spojené se slozitosti jeho vyrobniho
procesu, nemizeme zavézat k dodavkam dal¥iho
konkrétniho mnozZstvi remdesiviru ani se zavazat k
pfedem urfenému harmonogramu doddvek.
Jakékoli daldi dodavky Vam budou ozndmeny
dopisy.

celosvétové

Podminky tohoto dopisu se budou vztahovat na
vSechny budouci davky remdesiviru poskytnuté
Ceské republice v souladu s Rozhodnutim, pokud
Gilead Sciences s. r. 0. neoznami s dostateénym

confidential and not discussed publicly.
Gilead Sciences s.r.o. acknowledges that the
Ministry of Health is an entity obliged under
Act No. 106/1999 Sh., On Free Access to
Information, and cannot be legitimely
required to remain confidential about the
information it is obliged to provide.

4, That distribution of remdesivir will be
controlled by the Ministry of Health of the
Czech Republic for use consistent with the
Decision. The details of the distribution are
specified in the Annex B to this letter.

5. That Gilead has bean requested by the
Ministry of Health of the Czech Republic to
supply remdesivir in advance of full
regulatory approval (marketing
authorisation). Based on the Decision which
is based on Act no. 378/2007 Sb., Gilead
does not bear the liability with respect to
claims for loss caused by, arising out of,
relating to, or resulting from administration
or use of remdesivir used to combat or
reducc the spread of COVID-19 supplied
under the Decision.

We can supply 360 vials free of charge at this time
for disuibution only within Czech Republic.
Thereafter, as agreed, given the ongoing pandemic
situation and the high level of global demand for
remdesivir coupled with the complexity of its
manufacturing process, we are not able to commit
to supply further specific quantities of remdesivir
or to commit to a given supply schedule. Any
further supply will be notified to you by letters.

The terms of this letter will apply to any [ulure
vials of remdesivir provided to the Czech Republic
pursuant to the Decision unless Gilead Sciences s.
1. a. notifies the change of conditions in sufficient
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predstihem zménu podminek tak, aby Ministerstvo
zdravotnictvi mohlo svobodné tuto zménu
posoudit a akceptovat ji (véetné toho, zda takové
dodavky zlstanou darovany zdarma). Gilead
Sciences s. r. 0. a Gilead Sciences Inc. berou na
védomi, Ze pfijemcem dodavek a obdarovanym za
Ceskou republiku bude Vseobecnd fakultni
nemocnice v Praze, nebo Fakultni nemocnice u
Svaté Anny v Brné, dle uréeni Ministerstva
zdravotnictvi a ndsledné poskytovatelé lizkové
péce za podminek podle Rozhodnuti.

Z4dné davky remdesiviru, které jsou darovany
Ceské republice, nejsou uréeny k dal§imu prodeji.
Spole¢nost  Gilead Sciences, Inc. vénuje
Remdesivir podle Rozhodnuti v mnozstvi
popsaném vtomto a daldich dopisech Ceské
republice bezplatné. Spolecnost Gilead Sciences,
Inc. a Gilead Sciences s. r. 0. zajisti dovoz a
distribuci vsouladu s Rozhodnutim. Gilead
Sciences s.r.0. se Ucastni procesu darovani.

Byli bychom vdééni, kdybyste mohli podepsat a
vratit nam pfiloZenou kopii tohoto dopisu, abyste
potvrdili sviij souhlas s vy$e uvedenym. Zaslete ji

prosim na adresu (@gilead.com

Gilead bere na védomi, Ze tento dopis bude dle
zéxona &. 340/2015 Sb., o zvlastnich podminkach
ucinnosti nékterych smluv, uvefejiiovan! téchto
smluv a o registru smluv, zvefejnén v registru
smluv. Dékujeme za Vasi spolupraci na podpote
pacient( v této naroéné dobé.

S uctou

Za Gilead Sciences s.r.o. / On b
Jméno/Name:
Datum/Date:

42 6. lolo

time so that the Ministry of Health can freely assess
and accept this change (including whether such
supplies will remain donated free of charge).
Gilead Sciences s.r.o. and Gilead Sciences Inc.
acknowledge that the recipient of the supplies and
the donee for the Czech Republic will be the
General University Hospital in Prague or the
University Hospital at St. Anna in Brno, as
determined by the Ministry of Health and
subsequently inpatient healthcare providers under
the conditions of the Decision.

All vials of remdesivir donated to the Czech
Republic hereunder are not for resale. Remdesivir
for supply under the Decision in the quantity
described in this letter and other lctters is being
donated free of charge by Gilead Sciences Inc. to
the Czech Republic. Gilead Sciences, Inc. and
Gilead Sciences s.r.o. will ensure import in
compliance with the Decision. Gilead Sciences
s.r.o. is involved in facilitation of the process of
donation.

We would be grateful if you could sign and return
the attached copy of this letter to acknowledge
your agreement to the above. Please send this to
) gilead.com

Gilead acknowledges that this letter will be
published in the register of contracts, in accordance
with Act no. 340/2015 Sb., on Special Conditions
of Effectiveness of Certain Contracts, Publication
of these Contracts and on the Register of Contracts.
We thank you for working with us in these
challenging times to support patients.

Yours sincerely
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Podpis ministra zdravotnictvi: / Signature of Ministry of Health:

Jméno/Name: Mgr. et Mgr. Adam Vojtéch, MHA
Funkce/Function: ministr zdravotnictvi

Datum/Date: :’?ﬁervna 2020
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Priloha B
Podminky doddvek remdesiviru

1. Neregistrovany léCivy pfipravek Remdesivir je dostupny ve dvou lékovych formach: REMDESIVIR (GS-
5734) 100 mg, koncentrat pro infuzni roztok, lagena 20 ml a REMDESIVIR (GS-5734) 100 mg, prasek pro
koncentrat pro infuzni roztok, lagena 30 ml.

2. Distributor spolecnost Gilead Sciences s.r.0. dodéd neregistrovany lé¢ivy pfipravek remdesivir na adresu
Vieobecné fakultni nemocnice v Praze, U Nemocnice 499/2, 128 08 Praha 2, ICO: 00064165 (,VFN*)
a Fakultni nemocnice u sv. Anny v Brné, Pekaiska 664/53, 656 91 Bmo, ICO: 001 59 816 (., FNUSA™).

3. Rozhodnuti o daldi distribuci neregistrovaného léZivého pfipravku remdesivir z VFN a FNUSA uéini
Ministerstvo zdravotnictvi CR ve spolupraci s VI'N a FNUSA bez tdasti spole€nosti Gilead.Sviences.

4. Ministerstvo zdravotnictvi CR zajisti, Z¢ VFN a FNUSA bude hlasit dodavky neregistrovaného 1é¢ivého
piipravku remdesivir odeslané na jednotlivé nemocniéni Iékarny v CR spolegnosti Gilead Sciences s.r.0.
nejpozdgji do 24 hodin po jejich odeslani a to e-mailem na CZ-SKRegulatory@gilead.com.
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Annex B
Terms and conditions for supply of Remdesivir

Unrcgistered medicinal product Remdesivir is available in two forms: REMDESIVIR (GS-5734) 100 mg,
concentrate for solution for infusion, lagena 20 ml and REMDESIVIR (GS-5734) 100 mg, powder for
concentrate for solution for infusion, lagena 30 ml.

Distributor Gilead Sciences s.r.o. will deliver unregistered medicinal product remdesivir to Vieobecna
fakultni nemocnice v Praze, U Nemocnice 499/2, 128 08 Praha 2, 1d.No. 00064165 (,,VFN*) and Fakultni
nemocnice u sv. Anny v Brn&, Pekaiskd 664/53, 656 91 Brno, 1CO: 001 59 816 (,,FNUSA").

The decision on further distribution of unregistered medicinal product remdesivir from VFN and FNUSA
will be done by Ministry of Health in cooperation with VFN and FNUSA without involvement of Gilead
Sciences.

The Ministry of Health shall ensure that the VFN and FNUSA will report sent deliveries of unregistered
medicinal product remdesivir to individual hospital pharmacies in the Czech Republic to Gilead Sciences
s.r.o. no later than 24 hours after their dispatch by e-mail to CZ-SKRegulatory(@gilead.com.
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