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. LERIS WBb.nall :: Rgquest for Infomatioi/acces6 to doc1m.nl6 {ih rcg€d! lo !|E

Ou rcf e rc n ce : At e s(202 x. ) 307 2943

Dear IMr. Pl icka,

P ease f ind attached a let ter on the above mentioned subject.

Xindl\ /  note thai  thls is sent by e-mai l  only.

Kind regards,

Unit  "Med;clnes: pol icv, authorisa;on and monltor ing

Eur$pean I ,
Cornrnission !

Iuropean Commjssion
DG Health ard Food Safely

This nessdge represents solely the views of its authar ond can not be regorded N the afficidl position aJ the

Cammissian.lt is intended satcly fat the percon to whorn it is addresse() dnd may contain conlidential inlormahoi )

you have received this tfiessoge in eftaL pleose natit'y firc as soan ds po,Sible
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EUROPEAN COMMISSTON
IJII'EC1 OI{ATLJ GENIRAT fOR IIEAI1 I.I ANI) FOOD SAFE1Y

llql(h:ysrcn\, modiorLptud(cbid innova(ior

Brussels
SANTE.DDG |B.5/HLlameA2 l)3321 045

Dear Dr Plicl(a,

I have been asked to reply lo.your lctter daled 29 December 2020 addrcssed to
President von der Leyen concerning the authorisafion ofCOVID-19 vaccines which was
registered trs received by the Commission on l0 March 2021. We have also feccived your
confimatory rcquest of 26 April 2021. I apologise for the delay in replying to yuur
ooffespondence.

The Euopean Comnrission is cootdinating a common ELuopean respolls€ to the
coronavirus outbreak Saf€ and cflcctivs vacciltos are impo ant in tho fight ogainst the
SARS-CoV-2 virus and ihc rctufn to ou| normal livcs.

Due to thc urgency oI thc pandemic, vaccinos against the SARS-CoV,2 virus (COVID-
19 vaccines) are being developed and authorised in an acceleratetl lrranne1. But they still
meel lhc salnc hiSh stanJ.rrds as al l  olhcr vrccjncs.

Massive investments have been made to cLevelop rapidly COVID,19 vaccines. It was
possible for the dovelopmeot 10 be done morc quickly by combining diftbrcnt phasos of
the cl inical tr ials.

'Ihe Euopean Commission does not organisg directly clinical lrials but through its
fesearch and innovation funding programmes support has been mBde available lbr the
developmcnt of the vaooines. In addition, the Euopean Medioines Agency (EMA) is
providing guidance for cdicinc developcrs and pharmaooutical companics to help spced
up developnent and approval ofCOVID-19 rclflt,3d medicines.

To oblain a marketing approval ibr a vacoine in the EU, a vaccine developer Deeds to
submit the rcsults ol'all testirg/invcstigations to thc medi0incs fcgulatory authoriti0s jn
Eurcpe as part of a 'mdrketing authorisatjon' application. In the case of COVID-19
vaccines applications are being submitted to the EMA through the cantralised proceduro
which 0llows the malkotil]g o1:a medicine on the busis of a single Eu-widc assessmgnt

DipL. lng. Jiii Plicka
pfcdseda spolku
HABEAS CORPUS,spolek
P.O. BOX a. 21
19821 Pfaha 98
Cesk6 republika
e-mail :infb@voxpopuli.sk
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Vaxzevria (fonnerly COVID-19 Vacoine Astt^Zerec|r) ' 29 J^nt\ary 2021 -
https://ec.europn.eu/heillth/documontt/community-registe/hlm1/h I 529.hlm
COVID- l9 Vacoino Jaussen - 1l March 2021
$as.lee,eluep!.edbe!]th/rloj!r]]!$ft.eflEr!1_jtv$sjs1r!11!r,ll 525.htm

The vaccines have been granted oondilional markcting authorisations which can be used,
for exaDple during public health emergencies, to speed up approval.

Conditional marketing auihodsations are a well tested model used lor medicines approval
for a long time. They can be grrnled tbr A medicine that addresses unmet mediqal needs
ofpaticnts on the b.rsis of less comprehqnsive data, including phatmaceutical and non-
clinical data, than nomraLly recluired. The available data ml'lst indicate that the medicin€'s
benefits outweigh its risks (i.e. it has d positivc bcncfit-risk balance) ancl thc dpplicant
should be in a position to provide the comprchensive data in the future. The
autho sations have a robust post'autholisation regulatory framework based oo legally
binding obligalions, safeguards and controls.

Conditional markeling authorisations are valid lbr one year and can be renewed annually,
Oncc a oonditional rnarketing a[thorisalion has beon grantcd, the marketing authoisatron
holder must fulfil specific obligations within defined timelines. These obligations could
include completillg ongoing or rew studies or collecting additioDal data to confirm the
medicine's benefi t-risk , balaoce remains positive. They are includcd in Annex II of th€
Comnrission decision, copies of which arc availnble on tho previously mentioncd
webpages oftbe Union Register of mcdicinal products. The CHMP assesses whether the
obLigations havc been ftrlfilled.

The safely and efl'ectiveness ofthe COVID-19 vaccines are rigorously monitored, as lor
all rnedicines, through thc EIJ'S established mcdicio€s monitoring syslem. ln additior,
special measuros arc in plaoe to quiokly collect and cvaluatc new information. Fol
example, lbr new authorisalions manut'acture$ usually must sehd a safety report to the
EMA -every six months. Fot COVID-19 vaccines, safety reports must be sent gvery
month'. In addition, the EMA sct up additional iargc-scale safcty ftonitoring given ihe
cxceptionally high nulnber ofpcople expecled to |eceive the vaccines'.

Infornralion on the known side effccts of thc vacoines are includcd in the product
informalion addressed to the heallhcare professional$ and patients. This intbrmation con
be lound in the Allnexes to the aulhorisatior decisions. The inforftation to healthcare
professionals is included in Annex I "sunnraly ol ploduct charaoledstics"r soction 4.8 ol
Anoex I includes details ofundcsirable ef'lbcts ard lists the adverse reactions detected in
clinical tfials and post-authorisatio! experience; section 4.3 indicales if there are dly
oontraindications; and, section 4.4 providcs information on spcoial worning and
preoautions for use. Annex lll inc[des the "package Leafletr infomation for the usor" of
the vaccine, in section 4 details ofpossiblc side efl-ects are Biven.

Th€ details of tlle ljMA irsscssments are publishod on their website. Below are details of
the basis of the vaccine and the direct link to the European public assessment reports

lrftl]!/q{u.9!]!alr . f rl.l!ut-rj!l:I!grrl uv/ovcryj-e,!.,11t!!!tlicd!!l!h:thlti!1r&q!94!yit$:4r!r4.\!:
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(EPAR) that were adopted by the CHMP at the time of iniriai authorisation of the

/ . Conrirnaty5 - mRNA vaccine (nucleosjde modified) _

[!UlcJriN$u!uC!:cp94-E!ud1'
COVID- l9 Vaccine Modetua6 - nRNA Vaccine (nucleoside
httDs://www.e1na.eurooa.eu/er/documenls/assessmcnt_rcoorL/

modified) -

gqdQ]q_!!!tp[Ll]!r-.rs..u'sm..nt-r.oorrrr:p14
. Vrxlu\ r i i r  ( lbrmcrly COV lD- j  g Vac( ine Asrraleneca) adcno,"lru)

)s://wW\,.el11a,europa.cu/en/
vrously-covid- l9-vaccinc-,rs

ts/a

L4wyu-g!u.eqgp!.gu/e n/docitfi ents/
j . !4l:sl l :sltrrr 'rrub,l j ,  .r:rrs.,rnrrrr -r 'gnncr' pdt

it(gs JAvw w.-c.u!.!!l o[tr ri/. nlftiic i ncs/!!!Ij]dE!illl_,o!!r!trr]y

.  COVID-19 Vaccine Janssens - odcnovirus
- 19-v

The EPARs provide inlbrmation on thc cvidence of thc period of protection of lhe
vaccine available at the time ol initial a\rthorisation. This evidence continuaa to U"
collected tlrough on-going studies the outcones ofwhich will be submitted to EMA tbrtheir scientific assessment.

In the case of the autho;isalioDs related to the COVID-I9 vaccines, the EMA is also
committed to publishing the details of the underlying clinical trials wiich are accessible
thrcugh their clinical data websitee.

Ihc sci€ntillc asscssment by the EMA and the Commission,s authorisation procequre arein accord.uce $Lih thc regulaiory frarnewotk. The authorisecl COVID_I9 vaccines are

:1L1".]-,:l:i: Tglljg:i''f. 
if emersjng .evid€nce rcquires an update of the marketins

aulnof lSi l t '  r r i  t l l ts u l l l  a lsO bc cOmplel fd \ , !  hln IhC fegrhlory f tatncr\  ork.

Yours sinccrely,

(e-signed)

Andrzej Jan RYS

xslraLzcncca
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Viiieni pane Plicko,

Byljsem poI6d5n, abych odpov6d6l na v65 dopis ze dne 29 prosince 2020 adresoi 'an,i  u' ivatel i

Piedseda von der teyen ohlednE povolenivakcln COVID'19, ktere bylo

registrovdn tak, jak jej (omise obdrrela dne 1o- bfezna 2021 Obdriel i  isme tak€ vase

potvrzujlci i6dost ze dne 26. dubna 2021 Omlouvlm se za zpo:ddni pi i  odpovid6ni na vaSe

korespondence.

Evropskd komise koordinuje spoletnou evropskou reakci na EU

koronavirov6 ni lkaza Bezpetnd a Uiinn6 vakcinyjsou d0lezit6 v bojiprotl

Virus SARS-CoV-2 a n6vrat do naiich b6inich iivotn

Vzhledem k nal6havosti pandemie jsou vakclny proti  viru sARS-CoV'2 (vakciny cOVlD19) vyvieny a

autorizov6ny zrychlen' im zplsobem Ale stale

spl6uji  stejnd vysok6 standardy jako vlechny ostatnivakciny

Do rychlEho Wvoje vakcin covlD'19 byly vynalo:eny znatn6 investice to bylo

je mo:n6, aby bylWvoj proveden rychlej i  kombinaci r iznich fdzl

kl inick6 studie.

Evropsk6 komise neorganizuje kl inick6 studie pfimo, ale prostfednictvim svvch

EU poskytla podporu program0m financov6ni v' /zkumu a inovaci

vivoj vakcin. Krome toho je Evropsk6 agentura pro l6i iv6 pi ipravky (EMAI

poskytovi inipokyn0 vivoj i j f0m l6div a farmaceutickvm spoleinostem' aby pomohll urvchl;t

zdokonalitv\ivoj a schvalovdni l6tiwch piipravkir souvisejicich s COVID-19'

Aby vvvojaf vakcin ziskal soLlhlas s uvedenim vakciny na trh v EU' muslto udClat

pFedlol i t  visledky vlech zkousek / ietfeni regula'nim 0fad0m pro l6t iv6 pfipravky v

Evropa jako soud6st iiidosti o ,,registraci" V piipadd COVID-19

iddosti o vakciny se pfedkli idaj i  EMA central izovanim postupem

kter\ i  umoiiuje lveden( l6aiv6ho pfipravku na trh na zi4kladd jednotndho posouzeni pro celou EUa

registrace platnd v cel6 EU Evropskii komise bere a

rozhodnutio tom, zda vydat ro?hodnutio registracit i  nikol i  na zakladd

doporuieni EMA V so\rladLl se svou strategiivakcin covlD-19



/  Komjse zkri i t i la dobu potfebnou k dokonienl postupu povolovdnl vakc'n cOVlD1g.

Z6dosti o povoleni vakcin covlD'19 projdou komplexnim

vddeck6 hodnoceni provi iddn6 odbornvmi v6deckimiWbory EMA pro t lovdka

l6ky a bezpeinost 'Vibor pro humiinn{ l6t ivd pflpravky (cHlvlP)

a Vibor pro posuzovdn{ r izik v rdmci farmakovigi lance (PRAC).

U l6l iv, ich pfipravkt COVID-19 zavedla€gentura EMA postupy rych16ho p;Fikumu

hodnoceni Zddostiv co nejkrati lch 6asovvch 16mcich a pfi  2aj idtdnl robustnosti

v€deck6 n620ry. Kl i iem k tomuto zkr6ceniiasovich obdobijsou ,,pr[bdZnd kontroly". Na veiejnosti

zdravotni pohotovost, EMA hodnot( idaje o ; l ibn,/ch vakcin6ch, jakmile budou k dispozici.

EMA tedy miie zai i t  vyhodnocovat data, zatimco vwoj stdle probihi i .  Kdy:

vtvoj l6tivdho piipravku postaauje pro registraci

form6lnipostup posouzeni miie prob6hnout v€ velmikr6tkdm iasovdm rdmci

proto:e data j i l  byla podrobena kontrole b6hem pr&bE:nd kontroly

V'/bor CHMP agentury EMA ppt6, co dokoniisv6 v6deck6 hodnocenl ddaj0 a pot6

posulovani kvali ty, bezpecnosli  a uainnocri daneho ldciveho pi ipravku.ini:

doporuaenr Komisio 1om. zda by mel byt l6civy pi ipravek udelen a

registrace v tU.

tvropskd komise povoluje vakclny covlD L9 v souladu s

pfislusn6 pr6vni pfedpisy, zejm6na nafizeni[vropsk6ho parlamentu (ES) t.126/2oo4

a pro Radu ze dne 31. biezna 2004, kterou se stanovipostupy Unie pro

- povolenia dozor nad humijnnimi a veterindrnimi l6i ivimi pi ipravky a -

o zf 'zeniEvropskd agentury pro l6i iv6 pfipravky (t l i ,  v6st.L 136, 30.4.2004, s 1).

Z6sadnlf i ize rozhodovdni o povoleni CoVID-19

oakovdnije konzultace s i lenskvmisti i ty prostfednictvim komitologickdho procesu

elensk6 stety odpovidaji za marketing a pouiiviini produktu ve sv'ich zemich

tak se vyj6dfi k povoleni dl ive, ne: vydii  rozhodnuti

!



Komiqe.

Konelnou fdzl je pti jetf Komisi rozhodnutlm pi i jatvm

Sbor komisaFU.

Ndrvy a data povolenlvakcln cOVID-19 jsou uvedeny ni ie. v

navlc existuje odkaz na jejich konkr6tni webov6 strenky v unijnim registru l6aivtich pfipravkrl

produkty2, kde jsou kopie pivodniho rozhodnuti o povoleni, doprovodn6 pfilohy a

dalSlzmdny lze nal6zt:

0 Comirnati - 21. prosince 2O2O -

https://ec,europa.eu/health/documents/community-register/html/h1528.htm

0 COVID-19 Vaccine Moderna - 6. ledna 2021 -

https://ec.europa.eu/health/documents/community-register/html/h1507.htm

1 COlvl (2020) 680 final

2

https://ec.europa.eu/health/documents/commLrnity'register/html/ index-en.htm

3

EVaxzevria (di iven Vaxzevria (di ive vakclna COVID-19 Astrazeneca)- 29.ledna 2021-

https://ec.europa.eu/health/documents/community'register/html/h1529.htm

0 vakcina COVID-19lanssen - 11. biezna 2021 -

httpsi//ec.europa.eu/health/documents/community-register/html/h1525.htm

Vakclndm byla uddlena podmindnii  rozhodnutio registraci, kteri i  l2e pouii t ,

napfiklad pl i  mlmoiadn,i 'ch udii lostech v oblasti  veiejndho zdravi k urychleni schvalov6ni

Podmindnii rozhodnutl o registracijsou dobfe vyzkoulenim modelem pouiivanvm ke schviileni

l6iiwch pftpravkir

na dlouhou dobu. Mohou btt ud6leny na 16k, kterv fesineuspokojen6 16kafskd potfeb,

pacienti na zi iklad6 m6n6 komplexnlch 0daji l ,  vietnd farmaceutickvch a neklinickich Udajl: ,  neZ jsou

obvykle poZadovdny. Dostupn6 Udaje muslnaznadovat, Ze l6aivi pl lpravek obsahuje

piinosy pievaluj l  nad jeho riziky (t j .  majipozlt ivn{ pomEr pflnosrl a r izik) a iadatelem



by m6l bit schopen v budoucnu poskytnout komplexn'data. The
/ .  '
/  povoleni maji si lni poregistradni reguladni 16mec zaloien'/ na legi i ln6

z6vaznd povinnosti, ziiruky a kontroly.

Podmlnen6 fozhodnuti o registraci jsou platni i  po dobu jednoho roku a lze je ka;dorotnE
prodluZovat.

Jakmile je ud6lena podmindnii  registrace, registrace

dri i tel mus'splnit konkr6tni povinnostive stanovenvch lh0tdch. Tyto povinnosti mohly

zahrnuji  dokondenl probihajlcich nebo hovich studii  nebo shromaidbvdni dalSich idaj i  k potvrzenl

Pomdr pfinosi a r izik l6divdho pfipravku zfist i iv6 pozit ivni. Jsou zahrnuty v pff loze l l  imluvy
' 

Rolhodnuli Komise, jehoZ kopie jsou k d;spozicl na vyi ie uveden6m

webov6 strdnky registru l6divich pfipravko Unie. VVbor CHMP hodnoti,  zda

ziivazky byly splnEny.

Bezpeanost a Uainnost vakcin COVIO-19 je pfisnd sledov6na, pokud jde o

vSechny 16ky prostiednictvlm zaveden6ho syst6mu sledoviini ldaivtch pfipravki v EU. Navic,

jso! zavedena specii i lni opatfeni pro rychli  sbdr a vyhodnoceni novich informaci. Pro

napfiklad u novtch povoleni musivirobci obvykle zaslat bezpednostnl zpravu do

EMA kaZdvch iest m€sic0. U vakcin COVID-19 je tfeba zasllat bezpeanostni zpr6vy V;dy

m€sic3

. Kromd toho EMA zfidi la dalSi rozsi ihl€ monitorovi inl bezpeinosti vzhledem k

neodekiivand vysokli poiet lidi, ktefi odkovii n I ote kdvaj i4

Informace o zniimich vedlej l ich Li i inclch vakcin jsou obsaZeny ve virobku

informace urten6 zdravotnickim pracovniktm a pacientUm. Tyto informace mohou

naleznete v pfi lohdch rozhodnuti o povoleni. Informace pro zdravotnictvi

profesiondlov6 je uveden v pl i loze | , ,Souhrn idaj i  o pi ipravku": oddil  4.8

Pfi loha I obsahuje podrobnosti o nei6doucich dincich a uvCdi neii idouci Lidinky zj iStEn6 v

kl inickd studie a poregistraani zkuienosti;  i i ist 4.3 uved', zda existuj i

kontraindikace; a i ;st 4.4 poskytuje informace o zvl6itnich varovi inlch a



-r I

,  f .zOednostni 
opatient pro pouii t i .  pi l loha lt  obsahuje,,pi ibalovou informacaj informace pro

/ uzivatele

vakcina, v t6sti  4 jsou uvedeny podrobnosti o mornvch ne:i jdoucich Uiincrcn.

podrobnosti o hodnocenlch EMA jsou zvefejndny na jeiich webovvch strdnk6ch. Nlre jsou uvedeny
podrobnostio

ziiklad vakciny a piimij vazba na evropsk6 vefel.n6 hodnotici zpriivy

https://www.ema.europa.eu/cs/human-regulatory/overview/pLlblic_heatth_threats/coronavrrus,
diseasecovid-19/treatments-vaccines/vaccinps-covid-1g/covid-19-vaccines,authorised# bezpeanostni
aktualizace-sekce pro autorizovan6-covid 19-vakcfny

httpsi//www.ema.europa,eu/en/news/ema-ecdc,jolnJorces_enhanced_post-marketinB_
monitoringcovid-1g-va€cines-europe(EpAR), kte16 byty pi i jaty viborem CHMp v dobd poadteen{
regr race

D Comirnatys

- vakclna mRNA (modi{iLovana nukleosjdy)

https://www.ema.europa.eu/en/documents/assessment_report/comirnaty,eparpublic_assessmenr-
report_en.pdf

Vakclna COVlD,19 Moderna 6

- mRNA vakcina {mod jf ikovanii  nukleosidem),

https://www.ema,europa.eu/en/documents/assessmenFreport/covid_19-vaccinemoderna_epar_
public-assessment-report_en.pdf

0VaxzevriaT

(dfive vakcrna COVTD-19 Astrdzeneca) .adenovirus -

https://www ema.europa.e!/en/documents/assessmenr report/vaxzevriapreviousry-covid-19-
vaccrne-aStrazeneca-epar-public-asseSsment_report_en.pdf

Vakcina COVID-19 Janssen

- aoenovtrus -



https://www.ena.europa.eu/en/documents/assessment-repod/covld-19_vaccinejanssen-epar_
public-assessment-report_eh,pdf

Soubory EPAR poskytujl informace o drlkazech o dob6 ochrany pFipravku

vakcina dostupnd v dobd poedtetni registrace. Tyto d0kazy z0stdvajl

shromdZddny prostfednictvlm problhajictch studll, jejicht Wstedky budou piedloZeny agentuFe El,4A

jejich vddeck6 hodnocenl.

V pl lpadd povolenf souvisejtclch s vakclnamj COVTD-19 je to tak6 EMA

zavdzala se zvelejnit podrobnosti zdkla'dnlch kllnickvch studit kte16 jsou pilstupnC

prostrednlctvim jejich webovtch strdnek ktinjcklich 0daji9

Vddeckd posouzenl ze strany EMA a schvalovaci postup Komisejsou

v souladu 5 reBuladnlm rdmcem. Povolend vakciny COVTD-19jsou

pod petlivym monitoroviinim, pokud novC drikazyvyraduji aktualizacimarketingu

povolenibude tak6 dokonaeno v reguladnlm ramcl.

S rictou,

{podepsdno elektronlcky)

Andrzej lan RYS

5

https://www.ema.europa.eu/en/medicines/human/EpAR/comirnaty

6

https://www.ema.europa.eu/en/medicines/human/EpAR/covld-19-vaccine,moderna

7

https://www,ema.europa.eu/en/medicines/human/EpAR/vaxzevria-previously-covid-1g-vaccin


