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European Parliament resolution on the draft Commission implementing decision 
amending the marketing authorisation granted by Decision C(2022) 7342(final) for 
“Comirnaty - tozinameran, COVID-19 mRNA vaccine (nucleoside-modified)”, a 
medicinal product for human use 
(D085577/01 - 2022/2991(RSP))

The European Parliament,

– having regard to the draft Commission implementing decision amending the marketing 
authorisation granted by Decision C(2022) 7342(final) for “Comirnaty - tozinameran, 
COVID-19 mRNA vaccine (nucleoside-modified)”, a medicinal product for human use,

– having regard to Regulation (EC) No 726/2004 of the European Parliament and of the 
Council of 31 March 2004 laying down Union procedures for the authorisation and 
supervision of medicinal products for human use and establishing a European 
Medicines Agency1, and in particular Article 10(2) thereof,

– having regard to the opinion  delivered on 10 November 2022 by the Committee on 
Medicinal Products for Human Use,

– having regard to the application for an extension within the meaning of Annex I to 
Commission Regulation (EC) No 1234/2008 of 24 November 2008 concerning the 
examination of variations to the terms of marketing authorisations for medicinal 
products for human use and veterinary medicinal products2, submitted by BioNTech 
Manufacturing GmbH on 7 November 2022 under Article 4(1) of Regulation (EC) No 
726/2004,

– having regard to European Medicines Agency decision P/0179/2021 of 23 April 2021 
on the acceptance of a modification of an agreed paediatric investigation plan for highly 
purified single-stranded, 5’-capped mRNA encoding full-length SARS-CoV-2 spike 
protein (BNT162b2) (Comirnaty), (EMEA-002861-PIP02-20-M01) in accordance with 
Regulation (EC) No 1901/2006 of the European Parliament and of the Council,

– having regard to Article 11 of Regulation (EU) No 182/2011 of the European 
Parliament and of the Council of 16 February 2011 laying down the rules and general 
principles concerning mechanisms for control by Member States of the Commission’s 
exercise of implementing powers3,

– having regard to thecommunication of the Commission of 2 February 2000 on the 
precautionary principle,

– having regard to the EU Risk Management Plan for ‘Comirnaty - tozinameran, COVID-
19 mRNA Vaccine (nucleoside modified)’,

1 OJ L 136, 30.4.2004, p. 1.
2 OJ L 334, 12.12.2008, p. 7.
3 OJ L 55, 28.2.2011, p. 13.
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– having regard to the judgement from the Court of Justice of 17 December 2015 in the 
Case C-157/144,

– having regard to Rule 112(2) and (3) of its Rules of Procedure,

– having regard to the motion for a resolution of the Committee on the Environment, 
Public Health and Food Safety,

Context

A. whereas on 21 December 2020, a conditional marketing authorisation for the placing on 
the market of "Comirnaty - tozinameran, COVID-19 mRNA Vaccine (nucleoside 
modified)" was granted by Decision C(2020) 9598(final) subject to certain 
requirements, in accordance with Article 14-a of Regulation (EC) No 726/2004 and 
Regulation (EC) No 507/2006;

B. whereas by the draft Commission implementing decision amending the marketing 
authorisation granted by Decision C(2022) 7342(final) for “Comirnaty - tozinameran, 
COVID-19 mRNA vaccine (nucleoside-modified)”, a medicinal product for human use, 
the aforementioned medicinal product received full marketing authorisation;

C. whereas the applicant, BioNTech Manufacturing GmbH, on 7 November 2022 applied 
for an extension within the meaning of Annex I to Commission Regulation (EC) No 
1234/20085  under Article 4(1) of Regulation (EC) No 726/2004;

D. whereas Article 19 of Regulation (EC) No 1234/2008 requires that an application for 
the extension of a marketing authorisation be evaluated in accordance with the same 
procedure as for the initial marketing authorisation to which it relates;

E. whereas Commission Delegated Regulation (EU) 2021/7566  stipulates that in order to 
ensure the continued effectiveness of authorised COVID-19 vaccines, it may be 
necessary to modify them in ways that involve changing their composition so as to 
protect against new or multiple variant strains in the context of the pandemic or 
otherwise; such changes, which include the replacement or addition of a serotype, strain 
or antigen or a combination of serotypes, strains or antigens, should be considered as 
variations to the marketing authorisation in accordance with  Regulation (EC) No 
1234/2008 ; some vaccines are based on nucleic acid technology to produce an immune 
response; modifications of those vaccines may include changes to the coding sequence;

F. whereas Delegated Regulation (EU) 2021/756  allows for a derogation from Chapters I, 
II, IIa and III of Regulation (EC) No 1234/2008 if at least the following conditions are 

4 Judgment of the Court of Justice of 17 December 2015, Société Neptune Distribution v Ministre de l'Économie 
et des Finances, C-157/14, ECLI:EU:C:2015:823.
5 Commission Regulation (EC) No 1234/2008 of 24 November 2008 concerning the examination of variations to 
the terms of marketing authorisations for medicinal products for human use and veterinary medicinal products 
(OJ L 334, 12.12.2008, p. 7).
6 Commission Delegated Regulation (EU) 2021/756 of 24 March 2021 amending Regulation (EC) No 1234/2008 
concerning the examination of variations to the terms of marketing authorisations for medicinal products for 
human use and veterinary medicinal products (OJ L 162, 10.5.2021, p. 1).
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fulfilled: firstly, there needs to be a pandemic which is duly recognised by the World 
Health Organization or by the Union in the framework of Regulation (EU) 2022/2371  
of the European Parliament and of the Council7; and secondly, variations may be 
accepted only if the benefit-risk balance of the medicinal product is favourable;

G. whereas the draft Commission implementing decision would provide, in particular, an 
authorisation to deliver a booster dose to children of 5 to 11 years of age;

Efficiency

H. whereas the initial conditional marketing authorisation was granted to Comirnaty - 
tozinameran, COVID-19 mRNA Vaccine (nucleoside modified) based on the 
assumption that it offered a high level of protection against COVID-19 since a blind 
trial with 41 135 participants was conducted; being an event driven study all 
conclusions are solely based on only eight double-vaccinated people with COVID-19 
with symptoms compared to 152 participants from the placebo group with COVID-19 
with symptoms; 

I. whereas the pivotal study was initially planned to enrol approximately 30 000 
participants, which would have a probability of 78 % of detecting an adverse effect with 
a frequency of 0,01% (1/10000) and a probability of 95 % of detecting an adverse effect 
with a frequency of 0,02 % (1/5000); 

J. whereas the protocol was amended to enrol approximately 46 000 participants, which 
slightly enhanced the ability to detect adverse effects, although rarer events might not 
be detected; 

K. whereas participants in the pivotal study were initially planned to be followed for up to 
24 months in order to assess the potential for late-occurring adverse reactions, such as 
the theoretical risk of vaccines-associated enhanced disease including vaccines-
associated enhanced respiratory disease; 

L. whereas after completing the final efficacy analysis, the relative short-term vaccine 
efficacy was shown to be 95 %, this being the basis for obtaining regulatory 
authorisation; following that analysis the applicant started to unblind all participants to 
determine those participants randomised to placebo so that they could be offered a 
vaccine in accordance with the local authorisation; 

M. whereas to date, most placebo subjects have been unblinded to receive an active vaccine 
at or prior to 6 months after the second dose, therefore, a placebo group for comparison 
of safety data are only available for up to 6 months after the second dose ; 

N. whereas there is no possibility anymore to collect reliable clinical data on long-term 
safety as the people who had received placebo injections in the trials were offered the 
option to take the vaccines instead;

7 Regulation (EU) 2022/2371 of the European Parliament and of the Council of 23 November 2022 on serious 
cross-border threats to health and repealing Decision No 1082/2013/EU (OJ L 314, 6.12.2022, p. 26).
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O. whereas the conditional marketing authorisation was delivered in a specific context of a 
public health emergency when it was considered that the benefits to public health of the 
early availability of vaccines in terms of how many lives would be saved outweigh any 
risk despite the lack of specific data;

P. whereas since that first authorisation, the virus is now less severe for the general 
population and the serious or long-term adverse effects of ‘Cominarty - tozinameran, 
COVID-19 mRNA Vaccine (nucleoside modified)’ put into question the benefit of this 
vaccine for the general population; 

Q. whereas in retrospect, it has also been shown that the mortality of the early subtypes, 
including the Wuhan variant, was not as feared, but rather comparable to a moderate-to-
severe influenza epidemic and particularly affected the elderly;

R. whereas it is a fact after vaccination campaigns that people vaccinated with Comirnaty - 
tozinameran, COVID-19 mRNA Vaccine (nucleoside modified) can still be 
contaminated with SARS-CoV-2, get COVID-19, develop symptoms and be 
contagious;

S. whereas excess mortality - that is the number of all-cause deaths exceeding the baseline 
number of expected deaths - is estimated by Eurostat to be 9,8 % in January to August 
2022, which is higher than that in March to August 2020 (9,3 %),-which was at the 
initial phase of the COVID-19 pandemic; whereas in Germany it was as high as 20 %  
in the months of September and October 2022;

T. whereas the variant is intended for use in children in the age group 5 to 11 years , 
including as a booster dose; whereas EUROSTAT does not keep official figures for that 
age group, but the size of the total population in the Union in the age group under 14 
years was 68 million people; 

U. whereas out of 65 800 identified COVID-19 cases in children aged 5 to 11 years old, 0, 
61 % were hospitalised and 0,06 % needed intensive care support and, while still 
regrettable, only 6 children died in 2020 with COVID-19, and 5 in 2021;

V. whereas in the Eudravigilance database 5 466 side-effect reports in the age group 3 to 
11 years are registered, and 4 994 (91 %) reports are linked to the Pfizer-Biontech 
vaccine; 

W. whereas the Commission was not able to confirm the number of children already 
double-dose vaccinated who have died from COVID-19, a number that could support 
the principle of a booster-dose if the efficiency was significant in relation to the side-
effects;

X. whereas the Commission was not able to explain how many children’s lives have been 
saved by the experimental Comirnaty vaccine;

Y. whereas in the Eudravigilance database, 2 183 reports of serious side-effects for the age 
group 3 to 11 years are related to the administration of the Comirnaty vaccine, including 
32 with a fatal outcome;
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Missing Data

Z. whereas according to Annex I accompanying the draft Commission implementing 
decision the following (severe) side-effects of ’Comirnaty - tozinameran, COVID-19 
mRNA Vaccine (nucleoside modified)’ occur with an unknown frequency: 

a. severe allergic reaction,

b. extensive swelling of the vaccinated limb,

c. swelling of the face (swelling of the face may occur in patients who have had 
facial dermatological fillers),

d. a skin reaction that causes red spots or patches on the skin, that may look like a 
target or ’bulls-eye’ with a dark red centre surrounded by paler red rings (erythema 
multiforme),

e. unusual feeling in the skin, such as tingling or a crawling feeling (paraesthesia),

f. decreased feeling or sensitivity, especially in the skin (hypoaesthesia);

AA. whereas the Pharmacovigilance Risk Assessment Committee (PRAC) has 
recommended that heavy menstrual bleeding should be added to the product 
information as a side effect Comirnaty - tozinameran, COVID-19 mRNA Vaccine 
(nucleoside modified); whereas the long term consequences of the hormonal disruption 
remain so far unknown; 

BB. whereas the Annex submitted so far as product information does not include heavy 
menstrual bleeding as a side effect;

CC. whereas the EU Risk Management Plan for Comirnaty - tozinameran, COVID-19 
mRNA Vaccine (nucleoside modified)8 (EU Risk Management Plan) describes vaccine-
associated enhanced disease (VAED) including vaccine-associated enhanced respiratory 
disease (VAERD) as an important potential risk;

DD. whereas the EU Risk Management Plan states that there is information missing on the 
use of ‘Comirnaty - tozinameran, COVID-19 mRNA Vaccine (nucleoside modified)’ in 
the following situations:

- use in pregnancy and while breast-feeding, 

- use in immunocompromised subjects,

- interaction with other vaccines,

- use in frail subjects with unstable health conditions and co-morbidities (e.g. chronic 
obstructive pulmonary disease (COPD), diabetes, chronic neurological disease, 

8 https://www.ema.europa.eu/en/documents/rmp-summary/comirnaty-epar-risk-management-plan_en.pdf
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cardiovascular disorders),

- use in patients with autoimmune or inflammatory disorders,

- use in subjects with autoimmune or inflammatory disorders,

- long term safety data;

EE. whereas a study requested by the European Medicines Agency (EMA) on the safety of 
the vaccine in pregnant women started in February 2021 by BioNTech/Pfizer was 
discontinued without further notice or explanation;

FF. whereas despite the information missing, the product information states that 
‘Comirnaty-tozinameran, COVID-19 mRNA Vaccine (nucleoside modified)’ can be 
used during pregnancy; pregnant women vaccinated with ‘Comirnaty’ during the 
second and third trimester have not shown negative effects on the pregnancy or the 
newborn baby; while information on effects on pregnancy or the newborn baby after 
vaccination during the first trimester is limited, no change to the risk of miscarriage has 
been seen or that ‘Comirnaty’ can be given during breast-feeding’;

GG. whereas the lipid nanoparticles (LNPs) used as adjuvants for’ Comirnaty - COVID-19 
mRNA Vaccine (nucleoside modified)’ have not yet been used in human medicine; 
whereas to date, there are no studies that have investigated their distribution and 
accumulation in different body tissues, whereas this kind of study has been standard in 
all marketing authorisations before; 

HH. whereas a recent study shows that LNPs used for many preclinical studies are highly 
inflammatory; thus, their potent adjuvant activity and reported superiority compared to 
other adjuvants in supporting the induction of adaptive immune responses could stem 
from their inflammatory nature9;

II. whereas it has been shown in a large number of scientific research articles that, contrary 
to what is common with vaccinations, LNPs spread throughout the body and even pass 
the blood-brain barrier;

JJ. whereas mRNA-lipid nanoparticles have been shown to inhibit adaptive immune 
responses and to alter innate immune fitness in a heritable fashion;

KK. whereas the Commission was not able to confirm the availability of safety studies of 
LNPs in the paediatric population; 

LL. whereas the paediatric investigation plan provides for the completion of the clinical 
dose-finding, safety and immunogenicity studies by July 2024;

Myocarditis and pericarditis 

MM. whereas the EU Risk Management Plan describes myocarditis and pericarditis as an 

9 Ndeupen, S., Qin, S.,Jacobsen, S., Bouteau, A.,, Estanbouli, H.,,Igyártó. B.Z.,’The mRNA-LNP platform's lipid 
nanoparticle component used in preclinical vaccine studies is highly inflammatory’,iScience, 17 December 2021; 
24(12):103479.
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important identified risk;

NN. whereas the EU Risk management Plan states a mechanism of action (MOA) by which 
the vaccine could cause myocarditis and pericarditis has not been established; 
nonclinical studies, protein sequence analyses and animal studies in rats and non-human 
primates have not identified a MOA; hypotheses for MOA include an immune 
stimulated response (including the possibility of molecular mimicry), a general systemic 
inflammatory response from vaccination or a hypersensitivity response; whereas so far 
there is no explanation even though myocarditis and pericarditis have been identified as 
possible COVID-19 symptoms;

OO. whereas myocarditis may occur in up to 1 in 10 000 people (0, 01%) according to the 
data provided by the applicant;

PP. whereas causal association between ‘Comirnaty COVID-19 mRNA Vaccine 
(nucleoside modified)’ and myocarditis is considered to be at least a reasonable 
possibility; the majority of the cases have been reported in young males, and shortly 
after the second dose of the vaccine; whereas there is a selection bias as only severe 
cases requiring hospitalisation are reported;

QQ. whereas the real incidence of myocardial lesions would therefore probably be much 
higher in the general population; whereas it appears that myocardial injuries following a 
COVID-19 mRNA vaccine (nucleose modified)’ occur on average in 3, 7% of women 
and 0, 8% of men10;  

Precautionary Principle

RR. whereas the Commission and Member States have the possibility and responsibility to 
act according to the precautionary principle as enshrined in Article 191(2) of the Treaty 
on the Functioning of the European Union (TFEU) when the possibility of harmful 
effects on health have been identified but scientific uncertainty persists, by adopting 
provisional risk management measures that are necessary to ensure a high level of 
protection of human health;

SS. whereas, according to the communication of the Commission of 2 February 2000 on the 
precautionary principle , in order to invoke the precautionary principle a comparison 
must be made between the most likely positive or negative consequences of the 
envisaged action and those of inaction in terms of the overall cost to the Union, both in 
the long- and short-term;

TT. whereas the Court of Justice in its judgment of 17 December 2015 in Case C-157/1411 
finds that where it proves to be impossible to determine with certainty the existence or 
extent of the alleged risk because of the insufficiency, inconclusiveness or imprecision 
of the results of studies conducted, but the likelihood of real harm to public health 
persists should the risk materialise, the precautionary principle justifies the adoption of 

10 Müller, C.E., ‘ Myocardial Inflammation/Myocarditis After COVID-19 mRNA Booster Vaccination’r
11 Judgment of the Court of Justice of 17 December 2015, Société Neptune Distribution v Ministre de l'Économie 
et des Finances, C-157/14, ECLI:EU:C:2015:823.
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restrictive measures;

UU. whereas the Court of Justice repeated that reasoning in its judgment of 4 May 2016 
stating that the precautionary principle entails that, where there is uncertainty as to the 
existence or extent of risks to human health, protective measures may be taken without 
having to wait until the reality and seriousness of those risks become fully apparent;

Independence of EMA

VV. whereas stakeholders and EMA representatives publicly expressed that the rolling-
review process implemented to assess the different COVID-19 vaccines led to 
unprecedented support from EMA to the applicants; whereas by accompanying the 
companies in the regulatory process, EMA became more an adviser with a clear 
objective to get the product on the market, rather than an independent body in charge of 
assessment with neutrality duty; that commitment seriously hampered the capacity of 
EMA to remain objective;

WW. whereas the rolling-review process had no legal role to play in the assessment of a 
medicine according to Regulation (EC) No 726/2004 when the initial conditional 
authorisation was granted to the applicant;

XX. whereas the management board of EMA expressed the view that they had been under 
political pressure;

YY. whereas the Commission is deeply involved in the appointment of the management 
board of EMA and in the daily activities of EMA; whereas EMA is actually  directly 
under the Commission’s authority;

ZZ. whereas the independence of EMA towards the Commission and towards applicants 
remains questionable in the case of COVID-19 vaccines;

AAA. whereas the President of the Commission, Ursula von der Leyen, had direct personal 
communication with the Chief executive officer of Pfizer, the manufacturer of the 
Comirnaty - tozinameran, COVID-19 mRNA Vaccine (nucleoside modified)’; 

BBB.whereas Ms von der Leyen refused to clarify the content of that communication despite 
the requests for transparency by the European Ombudsman;

Misuse of ’Real world data’ and failing pharmacovigilance

CCC.whereas the concept of ‘real world data’ has no legal value in Regulation (EC) No 
726/2004, even though  EMA representatives have specifically emphasised that they 
would like to integrate such data instead of the requested studies in the regulatory 
process; 

DDD. whereas ‘real world data’ is something the industry has never seen, raising questions 
on the methodology and the legal framework for assessing such data at industry and 
authority levels;

EEE. whereas the proportion of 65 % of adverse effects reports coming from non-professional 
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is not sufficient to consider that the system is effective;

FFF. whereas the massive vaccination campaign with the conditionally authorised vaccine 
was not accompanied by an appropriate pharmacovigilance system as seen in the 
Member States where patients reported having faced difficulties to report adverse side 
effects;

GGG. whereas it remains unknown whether all the 1,6 million of pharmacovigilance reports 
have been dealt with;

HHH. whereas adverse effects are monitored as such if health conditions appear in close 
proximity to the vaccination and only then where they might be suspected to be related 
to the vaccination; whereas this temporality criterion disregards the possible long-term 
effects of the new mRNA platform and scientific studies showing effects which have 
been transmitted to the progeny of animals;

III. whereas post-vaccination syndrome is acknowledged by the applicant to be a crucial 
issue that is still under on-going assessment and there is no possibility of reaching 
conclusions at this stage;

JJJ. whereas consequently, the positive risk-benefit balance has not been sufficiently 
demonstrated, since the benefits remain very disputable and the  risks have not been 
properly assessed, and therefore there is no support the idea of a full marketing 
authorisation without any condition;

KKK. whereas the number of suspected adverse drug reaction reports per 100 000 doses 
administered diverges widely from country to country;

1. Considers that the draft Commission implementing decision exceeds the implementing 
powers provided for in Regulation (EC) No 726/2004; 

2. Considers that the draft Commission implementing decision is not consistent with 
Union law in that it does not respect the precautionary principle as enshrined in Article 
191(2) TFEU;

3. Considers that safe COVID-19 vaccines could protect people against the severe and 
potential lethal consequences of COVID-19, especially those with co-morbidities or 
obesity or belonging to older age groups , once the vaccines have been duly assessed;

4. Considers that the conditions for an extension within the meaning of Annex I to 
Regulation (EC) No 1234/2008  have not been fulfilled, as information requested 
concerning the parent vaccine was not provided at all or in a very insufficient manner, 
especially information on the long term effects or any adverse side effects of the 
different versions of the Comirnaty - COVID-19 mRNA Vaccine (nucleoside 
modified)’, the use of these vaccines in immunocompromised subjects, and during 
pregnancy and breastfeeding; 

5. Considers that conditions for an extension within the meaning of Article 21 of 
Regulation (EC) No 1234/2008, also have not been fulfilled as the decision is neither 
temporary, nor based on a favourable risk-benefit balance; 
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6. Considers that the draft Commission implementing decision is incompatible with the 
specific obligations as set out in Regulation (EC) No 1234/2008;

7. Considers that the sustained high level of excess mortality warrants caution with respect 
to the effect of the mass vaccination campaigns and needs further analysis;

8. Considers that public money should be spent as efficiently as possible, and highlights in 
that regard that, given the low risks that healthy people face from COVID-19, mass 
vaccination does not constitute efficient public expenditure;

9. Calls on the Commission to withdraw its draft implementing decision and to submit a 
new draft to the Committee;

10. Instructs its President to forward this resolution to the Council and the Commission, and 
to the governments and parliaments of the Member States.


