
An agency of the European Union

COVID-19 Update on development of 
therapeutics and vaccines for paediatric use 

Enpr-EMA meeting, 28 September 2021

Laura Fregonese
Paediatric Medicines and COVID19 Task Force



Classified as internal/staff & contractors by the European Medicines Agency 

Agreed COVID Vaccine PIPs (I)

Presentation title (to edit, click Insert > Header & Footer)1



Classified as internal/staff & contractors by the European Medicines Agency 
2

Agreed COVID Vaccine PIPs (II)



Classified as internal/staff & contractors by the European Medicines Agency 

Updates on Principles of COVID vaccines’ PIPs

• Age- descending approach (safety and reactogenicity)

• Development from birth to be discussed after all other age cohorts 

• Careful approach to dosing- also retrospective based on emerging safety profile

• Immuno-bridging with adult data (non-inferiority; neutralizing antibodies)

• Children with chronic conditions can be enrolled plus ad hoc studies for 
immunocompromised children

• Second year of follow-up requested, but not part of completion of the studies 

• Cross-over of placebo to active possible after 6 months

• End date on EMA website refers to end of the whole PIP
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Uptake of authorized COVID vaccines for paediatrics in EU
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Paediatric trials with Adv COVID vaccines?

• No AZ trials started in the EU in 

adolescents/paediatric populations-

Oxford trial (started Feb 21 in UK) was 

suspended

• Janssen phase 2 adolescents/adults was 

ongoing in some EU countries last 

spring- approx. 30 adolescents with no 

AEs

• Paediatric studies to be re-discussed 

with progress in understanding 

mechanisms and risk factors of TTS
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Recommendations for mRNA vaccines in paediatrics 
vis a vis myocarditis
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Myocarditis and paediatric benefit-risk of mRNA COVID vaccines 

• Occurs after mRNA COVID-19 vaccination 

(Pfizer-BioNTech or Moderna), especially 

in male adolescents and young adults

• More often after the second dose

• Usually within several days after 

vaccination (4-5 days)

• US rate 12.6 cases per million 2nd doses

• Most cases mild in severity

• Sequelae?
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Dimension needs to be clarified, but beware non-peer 
reviewed articles  
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MIS-C after vaccination? 
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• MIS-C Cases to 19th August 2021 in 
the EEA from EudraVigilance
database: Comirnaty: 5; Spikevax: 
1; Vaxzevria: no case; COVID-19 
Vaccine Janssen: 1

• Signals so far rare

• MIS-C part of the monitored AEs 
post-marketing (e.g. ACCESS; 
SPEAC)

• Signal investigation ongoing at 
EMA
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Vaccination of pregnant women (credit: Kelly Plueschke, EMA)
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• To date, data on COVID-19 vaccines and treatments in pregnancy are very scarce

• Current data show :

 That pregnant women with COVID-19 are at higher risk of severe disease and adverse (P) outcomes

 No obvious safety signals with respect to pregnancy/neonatal outcomes associated with vaccination 

• Importance of safety monitoring via routine and additional PhV measures + Clinical studies

• International collaboration (ICMRA and other stakeholders) is key to share information, 
data, experience and leverage this knowledge to develop a global strategy to protect 
public health

• EMA pregnancy strategy
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Agreed COVID Therapeutics PIPs (II)
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Agreed COVID Therapeutics PIPs (III)
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Principles of COVID treatment PIPs
• Partial extrapolation from adult data accepted but need of PK and safety data collection in children 

for each administration route and indication (prevention/treatment)

• In principle single arms PK/safety trials (small placebo-controlled arm possible)

• Extrapolation based on similarity of disease/target more difficult for immunomodulators than for 
antivirals

• PK matching; exposure-response matching at the target (e.g. neutralization from antiviral mAbs); 
some level of exposure- response data (clinical; viral load) 

• Extensive discussions on paediatric populations for pre/post-exposure prophylaxis (children ‘at 
risk’)

• Development from birth (including pre-term)
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Art 5.3 recommendations for antiviral mAbs include adolescents
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Tocilizumab
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Any questions?

Laura.Fregonese@ema.europa.eu

Official address Domenico Scarlattilaan 6  ● 1083 HS Amsterdam  ● The Netherlands
Telephone +31 (0)88 781 8737

Further information

Follow us on @EMA_News

mailto:Laura.Fregonese@ema.europa.eu
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