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Dear Ing. Plicka,
Thank you for contacting the European Medicines Agency (EMA),

Your letter, dated 13 March 2021, requests access to documents and information regarding the registration of
vaccines against COVID-19 and the supervision of the proper conduct of this procedure. Your letter was forwarded
to Access to Documents Service on 07 April 2021.

In your letter you indicate the importance of transparency for the benefit of EU citizens and EU Member States
with regard to the legitimacy, quality and availability of decision-making processes. EMA's values and core work in
protecting public health is indeed by ensuring that any authorised medicinal product and vaccine must have the
highest possible degree of efficacy and safety. In response to the Covid- 19 pandemic, EMA and regulatory
Agencies in Europe have focused their resources on speeding up processes for evaluation and authorisation of

. treatments and vaccines without altering standards of quality, safety and efficacy. As for other vaccines in the EU,
the highest regulatory standards continue to apply, and the integrity and independence of the scientific
assessment is hot compromised.

With regards to your specific questions:
1. Authorisation of COVID-19 products (your points a, f, I and k)

EMA is responsible for the scientific evaluation of applications for centralised marketing authorisations in the
European Unlon, This authorisation procedure allows pharmaceutical companies to submit a single marketing
authorisation application to EMA, market the medicine and make it available to patients and healthcare
professionals throughout the European Economic Area on the basis of a single marketing authorisation. An
authorisation procedure is therefore initiated by the application of a company that wishes to obtain a marketing
authorisation, Typically, developers submit applications for marketing authorisation after they have all the
relevant data, and the submission is followed by an evaluation that can last up to 210 days.

One tool EMA is using to speed up the evaluation of COVID-19 vaccines is the ‘rolling review.' With the rolling
review, developers can submit data from studies as and when they become available, allowing EMA to start
evaluating data at an earlier stage and before the developer submits a formal application. The result is a swifter
review of data with no change to the robustness of the evaluation,

When an evaluation is complete, EMA has the option of recommending a conditional marketing Authorisation
(CMA). Applicants may be granted a CMA for such medicines on less comprehensive clinical data than normally
required, where the benefit of immediate availability of the medicine outweighs the risk inherent in the fact that
additional data are still required. A CMA is also intended for a public health emergency (e.g. a pandemic). For
these medicines, less comprehensive pharmaceutical and non-clinical data may also be accepted. The legal basis
is Article 14(7) of Regulation (EC) No 726/2004. The provisions for granting a conditional marketing authorisation
are further elaborated in Regulation (EC) No 507/2006.

EMA considers that the CMA is an appropriate regulatory mechanism for use in the current pandemic emergency
to grant all EU citizens' access to a vaccine and to underpin mass vaccination campaigns., CMA provides a
controlled and robust framework for accelerated approval still with all the usual safeguards and controls firmly in
place, including the ability to ensure that adequate studies continue after approval, It is a type of approval for
medicines addressing unmet medical needs, and in particular those to be used in emergency situations in
response to public health threats such as COVID-19. The timelines are such that it allows for a thorough
assessment of the available data to reach a scientific opinion on whether the vaccine is safe, effective and of good
quality and is therefore suitable to vaccinate people.

More information about the development, evaluation, approval and monitoring of COVID-19 vaccines can be found
here: https:,f/www.ema.europa.eu/en/human-regu|atory/overview,’pub||'c-heaIth~threats,/coronavirus~di5ease-
covid-19/treatments~vaccines/vaccines-covid—19Xcovid—19-vaccines-deve!oprnent-evaIuation-approval—monitoring

Also addressing your points f and k (on the approval process and responsibilities within this process), it should be
noted that vaccines are authorised by the European Commission on the basis of a scientific opinion and
recommendation of EMA's Committee for Medicinal Products for Human Use (CHMP), following a procedure that
involves the Member States.
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2. Information on the content of the reports (side effects -~ EPAR, clinical reports, RMP, mechanism of action,
efficacy - EPAR, clinical reports (your points b, ¢, d, e, g, h, i and h)

As explained above, EMA is responsible for the scientific evaluation of applications for centralised marketing
authorisations in the European Union. The CHMP evaluates marketing authorisation applications submitted
through the centralised procedure, with input from the Pharmacovigilance Risk Assessment Committee (PRAC) on
aspects of the risk-management plan (and the Committee for Advanced Therapies (CAT) for advanced-therapy

authorise a medicinal product.

You may be aware that for many years EMA has been a pioneer in providing an unprecedented leve| of
transparency with respect to the evaluation of medicines. In relation to COVID-19, we are increasing our
transparency measures still further, We have published the product information with details of the conditions of
use of the four authorised COVID-19 vaccines before the formal marketing authorisation was granted as well as
the risk management plan (RMP).

In this respect, please note that in the European Union, companies must submit an RMP to the Agency at the time
of application for a marketing authorisation. RMPs include information on a medicine's safety profile such how its

requirements for several sections of the RMP, You can find a set of regulatory documents, including the product
information and RMPs, in the main page of each COVID-19 vaccine in the following link:
https://www.ema.europa.eu/enfhuman-reguIatoryfoverviewfpub!fc«health-threats/coronavirus—ciisease-covid-
19/I:reatments-vaccines/vaccines—covid-19/c0vid-19~vaccines—autharised#authorised-covid—19-vacclnes~section

In addition, EMA has made all efforts to expedite the publication of the full European Public Assessment Report
(EPAR) for each vaccine within 3 days of its authorisation by the European Commission (EC),

An EPAR provides public information on a medicine, including how it was assessed by EMA. It reflects the scientific

conclusions of the relevant EMA committee at the end of the assessment process, providing the grounds for the

number of working parties and related groups which conduct the scientific work of the Agency. The Committee's
evaluations provide the basis for the authorisation of medicines in Europe. For more information about EMA's
Committees, how they work and its Members please refer to this link:
https:/'/www.ema.europa.eu/en/ccrmmittees/how-committees~w0rk

To address your point g regarding the basis that the vaccines against Covid-19 work, please find below the EPARs
for the COVID-19 vaccines authorised for use in Europe where you can find specific information on the quality
(e.g. mechanism of action, manufacturing process), safety (e.qg. side effects) and efficacy (e.g. results of clinical
studies) as requested in your letter,

¢ Cominarty EPAR: https://www.ema.europa.eu/en/documents/assessment~report,/comFrnaty-epar—publfc-
assessment-report_en.pdf

= COVID-19 Vaccine Moderna EPAR: https:ﬁwww.ema.europa.euzen,’documents!assessment-report,fcovid—19—
vaccine~moderna~epar-public-assessment-report_en.pdf

* Vaxzevria (previously COVID-19 Vaccine AstraZeneca) EPAR;
https://www.ema.europa.eufen/documents/assessment-report/vaxzevria-previously-covid-19-vaccine-
astrazeneca-epar-pubIic-assessment—report_en.pdf

» COVID-19 Vaccine Janssen EPAR: https://www.ema.europa.eu/en/documents/assessment—report/covid—19~
vaccine-janssen—epar—public—assessment-report_en.pdf

EMA does not deal with sales, development or production (your points b and c) of any medicinal products,
including Covid-19 vaccines. Please see the below @ comprehensive overview (entitled "From laboratory to
patient”) of all stages from initial research of a medicine to patient access, including how EMA supports medicine
development, assesses the benefits and risks and monitors the safety of medicines:
https:ﬂwww.ema.europa.eu/en/documentsfother/Iaboratory»patient-journey—centrally-authorised-
medicine_en.pdf

In addition, please note that there is no guarantee against side effects of the vaccine (your point j), Please refer
to the EPAR that provides an overview of the scientific evaluation, especially the risk-benefit balance of products,

The Agency also publishes clinical data submitted by industry to support their marketing applications for human
medicines under the centralised procedure. EMA is currently publishing clinical data for COVID-19 medicines. For
information on the latest clinical data published please refer to the following website:
https:/Xcllnicaidata.ema.europa.eu/web/cdp.

With regards to your question about alternative procedures using traditional herbal medicines being taken into
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account into the designing of clinical trials (your point d), please note that the responsibility and choice of the
designing of the trials lies within the marketing authorisation applicant. Please refer to the published clinical
documents for more information.

y Regarding your point h: Information related with duration of the immunity afforded by COVID-19 vaccines can be
y found here; https://www.ema.europa.eu/en/human-regulatory/overvlew/public-heal_th-threats/coronavirus-
dIsease~covid~19/treatments-vaccines/vaccines-covld-l9/covfd-19-vaccines~key-facts
We hope that this information will prove useful to you. Should you wish to contact the Agency again in future, or
request specific document(s) please submit your enquiry using the web form linked below:
https://www.ema.europa.eu/en/about-us/contact/send-question—europeammedicines«agency
Thank you for considering the above.

Yours Sincerely,

European Medicines Agency

Domenico Scarlattilaan 6, 1083 HS Amster&am, The Netherlands
Send us a question. Go to www.ema.europa.eu/contact Telephone: +31 (0)88 781 6000

We received your question(s) on: 07/04/2021

Subject of your enquiry: Claimant demanding access to the documents according to the Article 6 of the
Regulation the European Parliament and Council (ES) No. 1049/2001

Your question(s):
Request received via mail

—-——-—.——q—._—-——._..._.---....-.__.._.._._-..........—.--..-—...._u-—_.-.-—-..-—-..—........—.—......_——-._—.—._——..__..—-._—-—.-.._-n

Dear,

in the case of the procedure for the registration of vaccines against the disease known as SARSCoV-2
(Covid 19), hereinafter referred as Covid 19, and the supervision of the proper conduct of this
procedure, in accordance with Art. 6 Regulation of European Parliament and of the Council No.
1049/2001, we are asking You for access - sending the documents and information mentioned below:
a) who, when and on what basis did in Your office initiate an authorisation procedure - approval of the
placing on sale (use) of a covid 19 vaccine? Proof specific facts.

b) who, when and on what basis gave the assignment for development and production of, Your office-
approved vaccine against Covid 19 and what was the wording of this assignment? Proof specific facts.

c) where the development of your officeapproved vaccine against Covid 19 took place, who was (or is)
the head of the development and production team?When and where were the clinical studies and
clinical trials of the vaccine in question conducted and with what result?

d) whether alternative procedures, using traditional herbal or other preparations or other alternative
practices for the protection of the population to enhance the immunity of the population in a natural
way, have been taken into account in the design of clinical trials, or elsewhere or otherwise with Your
office-approved vaccine against Covid 19. If ves, state which, If not, state for what reason,

e) what are the side effects Your office-approved vaccines against Covid 19?

f) who specifically has in Your office responsibility for the approval process of Your office-approved
vaccines against Covid 19?

g) on what basis does the vaccine (approved by Your office) against Covid 19 work? (e.g. based on
weakened or dead disease agents, based on manipulation of RNA or DNA, or other)?

h) whether and for how long do the vaccines against Covid 19, approved by Your office, protect
against Covid 197

i) whether the Covid 19 vaccines approved by Your office undergo or have undergone a proper
authorisation procedure at all stages at your office, as required the law? If not, for what reason?
Which parts of the approval process have been omitted or "accelerated", if any and for what reason
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and on what basis did it happen?

i) which guarantees are provided by the manufacturer (or registrant) for Covid 19 vaccines, approved
by Your office, against side effects of the vaccine?

k) give us the evidence of the specific decisio

ns made by Your office on the authorisation (approval)
of the use of the vaccine against Covid 19 inc

luding justifications,

This e-mail has been scanned for all known viruses by European Medicines Agency.
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Vazeny pane Ing. Plicka,

dékujeme Vam za kontaktovani Evropske agentury pro é¢ivé pripravky (EMA).

Ve svém dopise ze dne 13, biezna 2021 zadate o pristup k dokumentim a informacim tykajicim se
registrace vakcin proti COVID-19 a dohledu nad radnym priibéhem tohoto fizeni. Vas dopis byl
pfedan sluzbé Access to Documents Service dne 7. dubna 2021,

Ve svém dopise poukazujete na diilefitost transparentnosti ve prospéch ob¢anl EU a clenskych -
statt EU s ohledem na legitimitu, kvality a dostupnost rozhodovacich proces. Hodnoty a hlavni
cinnost agentury EMA pfi ochrané verejného zdravi skute¢né spocivaji v tom, Ze kazdy registrovany
lecivy pripravek a vakcina musi mit nejvyssi moznou miru Ucinnosti a bezpecnosti. V reakci na
pandemii Covid-19 zaméfila EMA a regulacni agentury v Evropé své zdroje na urychleni procest
hodnoceni a schvalovéni lé¢by a vakein, aniz by se zménily standardy kvality, bezpecnosti a
ucinnosti. Stejné jako u ostatnich vakcin v EU i zde nadale plati nejvyssi regulacni standardy a neni
ohroZena integrita a nezavislost védeckéhq hodnoceni.

Pokud jde o vase konkrétni otazky:
1. Povoleni pfipravkd COVID-19 (vase body a, f, 1a k)

Za vedecké hodnoceni Zzadosti o centralizovanou registraci v Evropské unii odpovida EMA. Tento
postup registrace umoznuje farmaceutickym spolecnostem predloZit agenture EMA jedinou 7adost
o registraci, uvést lécivy pfipravek na trh a zpiistupnit jej pacientdm a zdravotnickym pracovnikaim v
celém Evropském hospodarském prostoru na zakladé jediné registrace. Registracni fizeni je tedy
zahajeno zadosti spolecnosti, kterd si preje ziskat registraci. Vyvojafi obvykle predkladaji zadosti o
registraci poté, co maji k dispozici viechny relevantni Udaje, a po predlozeni zddosti nasleduje
hodnoceni, které maze trvat az 210 dni. |

Jednim z nastroju, které EMA pouziva k urychleni hodnoceni vakcin COVID-19, je "rolling review".
Diky pribéznému pfezkumu mohou vyvojafi predkladat Gdaje ze studii, jakmile jsou k dispozici, co?
agenture EMA umoznuje zahéjit hodnoceni udaju v drivejsi fazi a drive, nez vyvojar predlozi
formalni zadost. Vysledkem je rychlejsi prezkoumani udajd, aniz by se zménila robustnost
hodnocent.

Po dokonéeni hodnoceni ma EMA moZnost doporucit podminénou registraci (CMA). Zadateltim
muze byt udéleno povoleni CMA pro takové lécivé pripravky na zakladé méné komplexnich
klinickych Gdajl, nez je bézné pozadovano, pokud prinos okamZité dostupnosti lécivého piipravku
prevazi nad rizikem spojenym s tim, ze jsou jesté pozadovany dalsi Gdaje. CMA je rovné? uréena
pro pripady mimofadné situace v oblasti vefejného zdravi (napr. pandemie). U téchto léc¢ivych
pripravkit mohou byt akceptovany i méné komplexni farmaceutické a neklinické udaje. Pravnim
zakladem je ¢l. 14 odst. 7 nafizenf (ES) ¢. 726/2004. Ustanoveni pro udeleni podminéné registrace '
jsou dale rozpracovana v nafizeni (ES) & 507/2006. '

Agentura EMA se domniva, Ze CMA je vhodnym regulacnim mechanismem pro pouziti v souc¢asné
pandemické nouzové situaci, aby byl véem obcantim EU umoznén pfistup k vakciné a aby byly
podporeny hromadné oc¢kovaci kampané. CMA poskytuje kontrolovany a robustni ramec pro
urychlené schvalovani, ktery stale obsahuje vseéchny obvyklé zaruky a kontroly, véetné moznosti
zajistit, aby po schvéleni pokracovaly odpovidajici studie. Jedna se o typ schvaleni pro lé¢ivé
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pripravky, které fesi neuspokojené medicinské potreby, a zejména ty, které maji byt pouzity v
mimofadnych situacich:v reakci na ohroent verejného zdravi, jako je COVID-19. Casové lhaty jsou
takové, aby umoznily dikladné posouzeni dostupnych Gdajd s cilem dospét k védeckému
stanovisku, zda je vakcina bezpeéna, G¢inna a kvalitni, a je tedy vhodna k ockovani lidi

Vice informaci o vyvoji, hodnoceni, schvalovani a monitorovani vakcin proti COVID-19 naleznete
zde: https://www.ema.europa.eu/en/human-regulatory/overview/publfc-hea‘lth- '
threats/coronavirus-disease-covid~19/treatments-vaccines/vaccines~covid-19/covid~19—vaccmes-
development-eva!uation-approval—monitoring,

K vasim bodim f a k (o schvalovacim procesu a odpovédnosti v ramci tohoto procesu) je tfeba
rovnéz poznamenat, ze vakciny schvaluje Evropské4 komise na zakladé védeckého stanoviska a
doporuceni Vyboru pro humanni lécivé pripravky (CHMP) agentury EMA, a to postupem, do
kterého jsou zapojeny ¢lenské staty.

2. Informace o obsahu zprav (nezadouci Ucinky - EPAR, klinické zpravy, RMP, mechanismus ucinku,
ucinnost - EPAR, klinické zpravy (vase body b, ¢, d, e, g, h,iah),

Jak bylo vysvétleno vyie, EMA je odpovédna za védecké hodnocen( #adosti o centralizovanou
registraci v Evropské unii. Vybor CHMP hodnoti registraci
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Jak bylo vysvétleno vyse, EMA je odpovédnd za védecké hodnoceni zadosti o centralizovanou
registraci v Evropské unii. Vybor CHMP hodnoti 4dosti o registraci predlozené centralizovanym
postupem, pricemz k aspektdm planu fizeni rizik prispiva Farmakovigilanéni vybor pro posuzovani
rizik léciv (PRAC) (a Vybor pro moderni terapie (CAT) v piipadé lécivych pipravkli pro moderni
terapii). Doporuceni vyboru CHMP tvofi zaklad rozhodnuti Evropské komise o registraci lé¢ivého
pripravku,

Mozna vite, ze EMA je jiz fadu let prikopnikem v poskytovani nebyvalé Grovné transparentnosti,
pokud jde o hodnoceni lécivych pfipravkes. V souvislosti s pfipravkem COVID-19 nage opatieni v
oblasti transparentnosti jesté zvysujeme. Zvefejnili jsme informace o pripravku s podrobnostmi o
podminkach pouziti ¢tyi schvalenych vakcin COVID-19 pred udélenim formalni registrace a také
plan fizeni rizik (RMP).

V teto souvislosti upozoriujeme, ze v Evropské unii musi spoleénosti predlofit agentuie RMP v
dobe podani zadosti o registraci. RMP obsahuje informace o bezpecnostnim profilu léc¢ivého
pripravku, napf. jakym zpsobem se bude predchazet jeho rizikim u pacienttl nebo Jakym
zpusobem budou tato rizika minimalizovana, plany studii a dalsich cinnosti k ziskani daléich
poznatkil o bezpecnosti a Ucinnosti lé¢ivého pripravku. Od Zadatell o registraci vakcin COVID-19
se vyzaduje, aby zohlednili zvldstni opatfeni pro sledovani bezpecnosti vakcin COVID-19 tim, e
uvedou Uvahy a pozadavky pro nékolik oddili RMP. Soubor regulacnich dokumentd, véetné
informaci o pfipravku a RMP; naleznete na hlavni strance kasdé vakciny COVID-19 na nasledujicim
odkazu: https://www.ema.eur'opa.eu/en/human~reguIatory/overview/public—health—
threats/coronavirus—disease—covid-19/treatmen'ts—vaccfnes/vaccines~covid-l9/covid-l9~vaccines—
authorised#authorised-covid-19-vaccines-section.

Krome toho EMA vyvinula vegkeré Usill, aby urychlila zvefejnéni Gplné zpravy o hodnoceni evropské
vefejnosti (EPAR) pro kazdou vakcinu do 3 dnl od jejtho schvaleni Evropskou komisi (EK).
Zprava EPAR poskytuje vefejnosti informace o lécivém pfipravku, véetné toho, jak byl hodnocen
agenturou EMA. OdraZi védecké zavéry pfislusného vyboru EMA na konci procesu hodnoceni a
poskytuje podklady pro stanovisko vyboru, zda 3adost schvalit, ¢i nikoli. Agentura EMA méa sedm
vedeckych vyborl a fadu pracovnich skupin a souvisejicich skupin, které provadéji védeckou praci
agentury. Hodnoceni vyborti jsou zékladem pro registraci lecivych pfipravkd v Evropé. Dalg
informace o vyborech EMA, jejich fungovani a ¢lenech naleznete na tomto odkazu:
https://www.ema‘europa.eu/en/committees/how-committeeswork.

K Vasemu bodu g tykajicimu se zakladu, na ném3 vakciny proti Covidu-19 funguji, nize naleznete
EPAR pro vakciny proti Covidu-19 povolené k pouziti v Evrope, kde naleznete konkrétni informace
o kvalité (napf. mechanismus Gcinku, vyrobni proces), bezpecnosti (napf. nezadouci G¢inky) a
ucinnosti (napf. vysledky klinickych studii), jak poZzadujete ve svém dopise.

- Cominarty EPAR: https://www‘ema.europa.eu/en/documents/assessment»report/comirnaty—epar--
public-assessment-report_en.pdf

- EPAR vakciny COVID-19 Moderna: https://www.ema.europa.eu/en/documents/assessment-
reportfcovicl-19~vaccine-moderna~epar—pubfic—assessmen't-report_en.pdf.

- Vaxzevria (dfive COVID-19 Vaccine AstraZeneca) EPAR:;
https://www.ema.europa.eu/en/documents/assessment~report/vaxzevria~previou5|y~covid-19-
vaccine-astrazeneca-epar—pubIic—assessmen't-'r"eport&en.pdf.

- COVID-19 Vaccine Janssen EPAR: https://www.ema.europa.eu/en/documents/assessment-
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report/covid~19-vaccfne—janssen—epar—public—assessment—report_en,pdf

EMA se nezabyva prodejem, vyvojem ani vyrobou (vase body b a c) zadnych lécivych pripravkd,
vCetné vakcin Covid-19. V nize uvedenem prehledu (s nazvem "Od laboratore k pacientovi")
naleznete uceleny prehled viech fazi od pocatecniho vyzkumu lé&ivého pripravku az po jeho
zpristupnéni pacient(im, véetné toho, jak EMA podporuje vyvoj lécivych pfipravkd, posuzuje jejich
prinosy a rizika a monitoruje jejich bezpe¢nost:

https://www.ema.europa.eu/en/ciocuments/other/!aboratory-patien't-journey—centraIIy—authorised

medicine_en.pdf.

Dale upozorfiujeme, ze neexistuje zadna zaruka proti neadoucim Ucinkim vakeiny (vas bod 1.
Odkazujeme na EPAR, ktery poskytuje prehled védeckého hodnoceni, zejména pomér piinost a
rizik pfipravka.

Agentura rovnéz zverejriuje klinické udaje predlozené primyslem na podporu zadosti o registraci
huméannich 1é¢ivych pfipravka v ramci centralizovaného postupu. Agentura EMA v soucasné dobé
zverejriuje klinické Udaje pro lé¢ivé pripravky COVID-19. Informace o nejnovejsich zverejnénych
klinickych Gdajich naleznete na této internetoveé strance:
https://clinicaldata.ema.europa.eu/web/cdp.
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