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Please fill all the predefined fields as accurately as possible
This field is not mandatory. If you do not have UPI it will be allocated at the time of submission.
Unique Product Identifier (UPI) :
Applicant / Company
Contact Person's Details
Name of the active substance(s)
(including salt, hydrate, ester or prodrug form, mixture of isomer, isomer if relevant; do NOT use a proposed INN, only a recommended INN is acceptable)
Product invented name (if available)
Therapeutic field
Condition(s) (in adults and children)
(if referred to, e.g. ICD9 or ICD10: code and in full)
Proposed pharmaceutical form(s)
(as far as known)
Proposed Paediatric Investigation Plan Indication(s)
Planned PIP submission date
(day/month/year)
This application will concern(not binding / for information only)
 
number of conditions for which a PIP (with or without deferral) will be included, in at least some subsets
number of conditions for which  a waiver will be requested for all paediatric subsets
total conditions in the application
A confirmation of applicability of a class waiver will also be requested, for one or more conditions
Are there or will there be duplicate marketing authorisations (or informed consent MA) for this PIP/waiver application?
If a new application for an existing PIP, please specify the PIP number
Modification of an agreed PIP?
In case of a modification of an agreed PIP, please specify the PIP number
Important:  please send this form via Eudralink in PDF format as it is to:  paediatrics@ema.europa.eu
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