Evropsky vakcinaéni skandal se kvili témto uniklym
dokumentiim jen zvétSuje
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7 prosince, 2023

Experimentalni genoveé injekce byly schvaleny na zakladé tvrdého
natlaku zjevné zkorumpované Lejnové, jejiz tajemné SMS s Séfem
Pfizeru Bourlou jen potvrzuji, Ze cely schvalovaci proces nebyl zrovna
,cisty.”

Velmi zajimavy je i fakt, ze Clovék, ktery se nad jednanim Lejnové jiz na
samém pocatku schvalovaciho procesu pozastavil, pfed ¢asem ,nahle”

vrs v v s

krku.”

Zastupce feditele a vedouci oddéleni COVID-19 v Evropské agenture
pro IéCivé pfipravky (EMA) Noél Wathion dne 19. listopadu 2020
informoval o tom, jak na néj $éfka EU Ursula von der Leyenova vyvijela
natlak.

Byl jednim z lidi v EMA, ktefi méli za ukol posoudit rizika vakcin, které
nas udajné mély ,vysvobodit“ z pandemie.

O den pozdéji, 20. listopadu 2020, podepsaly EU a Pfizer smlouvu na
300 miliona davek vakciny s tim, Ze v té dobé nebylo nic znamo o
ucinnosti a dlouhodobych ucincich takzvané vakciny.

V e-mailu svym kolegum Wathion hovofil o ,atmosféfe,” ktera byla
nejen docela napjata, ale obCas i trochu nepfijemna.

Nekolikatydenni prodleva mezi americkym a evropskym schvalenim
neni pro Evropskou komisi pravdépodobné snadno pfijatelna, protoze
politické dusledky by byly pfilis velké.
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https://necenzurovanapravda.cz/2023/12/evropsky-vakcinacni-skandal-se-kvuli-temto-uniklym-dokumentum-jen-zvetsuje/
https://www.ninefornews.nl/het-europese-vaccinatieschandaal-wordt-alleen-maar-groter-door-deze-uitgelekte-documenten/

Vakciny spolecnosti Pfizer byly schvaleny pod tlakem a pod heslem:
ohnout je nebo zlomit, podle Remco van Velzena, ktery e-mail zverejnil
na X.

----- Original Message-—

From : Wathion Noel <Noel Wathion@ema.europa.eus

Sent: Thursday, 19 November 2020 19:12

‘Io Cooke Emer <tmt.s.ukﬂ;mmﬂi.ey> Sweeney Fergus <Ferqus Sweeney@Eema.europa.eu>; Nolte Alexis <Alpds Nolte @ema.ewepa.eu>; Baone Hilde
: Dias Monica <Monica Diss@ema.europa.eu>; Cavaler Marco <Marco Cavaleri@ema.curopa.gu>

Subje(.l Som e lellemons aﬂnr lodays TC with the Comm issionar

Dear all,

Since Alexis and Monica were no longer connected when we had our short discussion after today’s TC with the Commissioner, a brief summary of what | already said together with some
additional reflections.

As a minimum we can say that the npleasant, and provides a hint on what EMA may expect if the expectations are not

being met_imespective if such expectations are realistic of nol.
The real added value of today’s TC in my view is that we have more clarity now on what may not be easily acceptable for the EC, ie a delay of several weeks between an authorisation granted by

the FDAS MHRA (under whatever form ) and 3 CMA opinion issued by EMA. The ‘gmi‘tical fall-out seems to be too high, even if the “technical” level at the MSs (as it was referred to by the
Commissiener) could defend such a delay in order to make the outcome of the scientific review as robust as possible.

Even if it can not be excluded now that at the end we are aligned with the FDA/MHRA (both in the outcnme n{ the scmnln"c review arld. the tunmu] the opposite nrta{nlv can not he excluded at
this moment so we need to prepare for the worst case sc enario. 50 how do we go from here? 7 1o m

What can we do on top, without creating the perception that we are interfering outside our “technical” mandate?

A non-exhaustive list:

1. Explaining the EMA process and what it will defver:

- A public event is organised on 11/12: | think we need to critically review if we will achieve what is needed, taking into account the already brought forward date and the content related
aspects.

= Making better use of social media tooks as referred to by Emer today: we urgently need a dedicated strategy. However the resources in Comms are so stretched already that they have at this
moment enormous difficulties to cope with the high influx of (media) queries. Reaching out to 3 specialist com pany to help out?

2. Explaining the differences between US/ULK. EUA and CMA: although the general public and the media will not (necessarily) understand the nuances between the 2 concepts we have to
finafise this exercise which is curmently ongoing ASAP, and then, more importantly, decide how to make best use of it. QML _responsibility and accountability are cerainly elements fo be

gguj%grgq in ?I vigw,
3. Making the CMA process adapted as much as possible to the current pandemic situation: this exercise ks ongoing but (1) the time gained may be Emited and (2) any changes may be too late
for the Plizer/BloNTech vaccine. Nevertheless | think we should finakse ASAP if only to demonstrate that we did our utm ost.

1 hope these reflections can contribute to coming to a decision how to best address the important challenges ahead.
KR,
Noel

Zverejnil také druhy e-mail od EMA, ktery ukazuje, ze v listopadu 2020
si byli védomi rozdill mezi komerénimi (integrita mRNA 55 procent)
zkusebnimi Sarzemi (integrita mRNA 78 procent). Byly z toho velké
obavy.
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https://twitter.com/VelzenRemco/status/1732157435375181872?ref_src=twsrc%5Etfw

Nelte Alaxis

Mon 23/11/2020 10:42
Sent Items

TD:

Korakianiti Evdokia;
Evdokia,

One way to understand how the lower mRNA level in the finished product translates to
efficacy would be to measure whether it affects significantly levels of protein expression. It
could be that the level of antigenic protein expressed is not significantly affected. However,
I don't know whether there is a test that would allow to predict impact on efficacy without
clinical trial for comparability.
Alexis

Classified as internal/staff & contractors by the European Medicines Agency
Korakianiti Evdokia
Mon 23/11/2020 10:38

Inbox

Dear Colleagues,

This email is for awareness and to flag an important comparability issue with the BioNTech
vaccine that needs to be addressed prior to approwval.

Issue: A significant difference in %RNA integrity / truncated species has been observed
between the clinical batches [ ~ 78% mRMNA integrity) based on which the Interim analysis
was performed and the proposed commercial batches (~ 55%).

The company claims that the efficacy of the drug product is dependent on the expression of
the delivered RNA, which requires a sufficiently intact RNA molecule. The root cause for
for the lower %:RMNA integrity at commercial batches has not yet been identified

Impact: The potential implications of this RNA integrity loss in commercial batches
compared to clinical ones in terms of both safety and efficacy are yet to be defined.
whether or not the observed comparability issues could be a blocking point will depend on
the relevance of these observations to safety and efficacy and the company will be
requested to fully justify the lower %RNA integrity (and other differences noted).

Point for discussion will be whether the comparability issues can be solved only by Quality
data {additional functionalf in vitro biological data + available non-clinical) or that further
clinical data (bridging studies are/will be performed) will be needed. It is difficult to make
any projections on this.

Way forward: This issue and other MO { but in our view not blocking to a potential
approval) have been raised at ETF and are being discussed at BWP this week and in a TC
with FDA on Wednesday

wWith many thanks to Ton who's is the Quality specialist for this vaccine together with Brian
looking after the chemical elements

Best regards
Evdokia
Ext. 7150

»~Jasné zvazovali, zda budou potfebovat nové klinické studie
komercniho produktu se snizenou integritou mRNA. SkuteCnost, Ze k
tomu zjevné nedoslo a nebylo to stanoveno jako silny pozadavek ze
strany EMA, je opravdu nepfedstavitelna,” fika Van Velzen.

rpr v

,Zda se, ze politické dusledky by byly pfili§ velké, pokud by se pfilis
dlouho Cekalo se schvalenim,” uvedl séf EMA Wathion ve svém e-
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A nakonec velmi dulezity detail: Wathion neCekané zemrel letos v
srpnu.

Ohodnotte tento pfispévek!
ul[Celkem: 14 Primérné: 5]
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https://www.nieuwsblad.be/cnt/dmf20230816_96141060

