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Administrative and procedure information

Start of procedure 22 April 2025
First discussion by the PDCO 23 May 2025
Adoption of the PDCO Opinion 23 May 2025

Therapeutic class or condition concerned by the class waiver:
Diagnosis of IgE-mediated allergy

EMA Decision number granting the class waiver and Date:
CW/0001/2015 of 23 July 2015

Initial ground:

Clinical studies with diagnostic allergens cannot be expected to be of significant therapeutic benefit to
or fulfil a therapeutic need of the specified paediatric subset(s).

Scientific justification for the review or revocation the granted class
waiver:

Comment:
EMA Scientific Officer:
The proposed condition to be covered by a class waiver is ‘Diagnosis of IgE-mediated allergy’.

Clinical studies with medicinal products, intended to diagnose IgE-mediated allergy, are not
expected to bring a significant therapeutic benefit to or to fulfil a therapeutic need of the paediatric
population. This is because sensitivity and specificity of diagnostic allergens can be extrapolated
from adults to children.

This will avoid unnecessary trials in the paediatric population.
PDCO Rapporteur:
The argumentation of the EMA Scientific Officer is completely endorsed.

Even if different doses/concentrations would be used in the paediatric population / in justified cases
(e.g. for a Skin Prick Test, SPT procedure), this is also a common procedure that is used for severe
allergic adult patients, where for instances lower concentrations are used for safety reasons.

The preferred site for SPT in the paediatric population might be different for practical reasons.
Usually it is applied on the volar surface of the forearm, but in infants, the back is the preferred site
for space reasons. However, the different application site has little or no effect on concentration or
safety of the products.
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Paediatric Committee Discussion:

The PDCO considered that sensitivity and specificity of diagnostic allergens can be extrapolated from
adults to children. This will avoid unnecessary trials in the paediatric population.

The Committee recommends granting a class-waiver for all medicinal products in the condition
‘Diagnosis of IgE-mediated allergy’ on the grounds that clinical studies with the specific medicinal
product cannot be expected to be of significant therapeutic benefit to or fulfil a therapeutic need of

the specified paediatric subset(s).

Paediatric Committee Opinion and Grounds:

In May 2025, the PDCO adopted a positive opinion to recommend updating the list of classes of
medicines covered by a class waiver.
The Committee recommends granting a class-waiver for all medicinal products in the condition

‘Diagnosis of IgE-mediated allergy’ on the grounds that clinical studies with the specific medicinal
product cannot be expected to be of significant therapeutic benefit to or fulfil a therapeutic need of

the specified paediatric subset(s).
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