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[Waivers

Proposed medical condition to be covered in the PIP [or product-specific waiver]

Please add any paediatric subset for which a waiver is requested, for this product in this condition

From (age o stage) ‘Age specification (from) | To (age or stage) ‘Age specification (to) Tegal grounds for waiver | Comments
Quality aspects
Medicinal product information (for existing and proposed medicinal products)
Medicin | Propos | Strengt | Propos | Propos | Length | New | Min | Max | Dose | p | Os | Ass. | Medic | Scorin | Contain | Releas | Origi | Comme
alprod. |edor |hof |ed edage |of drug | dose | dose |spec |H [m | medic |al 0 er e nof | nt
name | existing | active |target |range |treatme | delivery | per | per |f. al device closure form
pharm. | subst. | pop. nt system | admi | admi device | classif system
form or n n 2
strateg
v

Ingredients of the selected medicinal product

Medicinal product name Substance Role Strength New excipient?
(ingredients for medicinal
product)

Possible routes of administration for the selected medicinal product

Medicinal product Route of General route Maximum dimension | Maximum volume per | Max no. of Comments
name (Routes for administration category (mm) for solid forms | intake capsules/tablets per
medicinal product - dose

25)





image5.png
Scientific information

Annual report on deferred measures (Please provide general information first, applying to the whole paediatric development, and then information on any of the studies/measures included
in the latest Decision applicable to this PIP)

Annual report details

PIP Regulatory Entitlement™

‘Active compassionate-use programs? (ongoing from latest report) =

Gther marketing aumhorisAlens obtained, outside the EU?

New compassionate-use programs? (not mentioned in previous reports) =

Marketing authorization information

Date of first national or DCP authorization in the EU

Related non-cenfralised products authorised (type ‘N/A' f not applicable) ~

Development progression

Ts the global paediatric development ongoing as planned, for this PIP? T

Main difficulty with paediatric development (choose only the main one)

‘Al difficulties encountered (choose any that apply, including the main one above)

‘Applicant's comments~
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Procedural information

Planned OD submission date

Legal basis

Legal basis for PIP/walver application

‘Article 8 trigger

‘Additional description / details

Contact information for public enquiries

Emall for public enquiries (to be published on the EMA website)

Phone number for public enquiries (to be published on the EMA website)

Please list any advice received from the FDA, or national competent authorities (EU or non-EU)

Reference number | Name Country advice
received from

Date of advice

‘Advice status

‘Advice outcome
attached

Comments
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Scientific information

Scope (dagriosis, prevention or treatment]

Treatment of

Proposed medical condition to be covered by the PIP (Text)

Proposed medical condifion to be covered by the PIP (MedDRA)

Proposed adult indication(s) within the condition above (text)

Proposed PIP pasdiatic indication(s) within the condition above (text)
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Jcompletion of pharmacokinetic studies in aduts

Date of completion of the pharmacokinetic studies n adults

Please Justfy below 1 no date of completion can be provided

Are you requesting a (partial) waiver, for one or more subsets of the pasdiatric
population in this condition?

Proposed date of completion for PIP





