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PDCO PDCO FormulationFormulation WorkingWorking GroupGroup (FWG)(FWG)

MembersMembers / / participantsparticipants
–– PDCO (PDCO (inclincl reprrepr))
–– EMA QSEMA QS
–– QWPQWP
–– ExternalExternal expertsexperts ((clinicalclinical / / EuPFIEuPFI))
–– FDAFDA

MonthlyMonthly meetingsmeetings ((ViteroVitero))
AimAim: : FacilitateFacilitate scientificallyscientifically sound and sound and 
consistentconsistent PDCO PDCO positionspositions onon formulationformulation
issuesissues in in PIPsPIPs



AssessingAssessing formulationformulation issuesissues in in PIPsPIPs 
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Essentials Essentials onon thethe paediatric paediatric needsneeds 
re re formulationsformulations

Age Age appropriatenessappropriateness
–– A A formulationformulation thethe childchild is is ableable to to taketake

SizeSize, taste, , taste, volumevolume, , easeease ofof administrationadministration, , 
dosingdosing regimen, regimen, treatmenttreatment settingsetting

–– With With sufficientsufficient dosingdosing accuracyaccuracy
StrengthStrength, , devicedevice, , 

–– AppropriateAppropriate safetysafety
ExcipientsExcipients, , devicedevice, handling, , handling, 

Dose Dose criticalitycriticality,,
treatmenttreatment durationduration, setting, setting



Part D.II of paediatric investigation plans;Part D.II of paediatric investigation plans; 
BackgroundBackground infoinfo

CompositionComposition ((qualitativequalitative & & quantitativequantitative))
AppearenceAppearence, taste, , taste, sizesize
PracticalPractical handling for handling for administrationadministration ofof thethe
intendedintended dosedose
MixingMixing withwith foodfood
DosingDosing accuracyaccuracy vsvs criticalitycriticality ofof thethe dosedose
DeviceDevice –– medicalmedical devicedevice and and dosingdosing devicedevice



Part D.II of paediatric investigation plans;Part D.II of paediatric investigation plans; 
FormulationFormulation strategystrategy

JustifyJustify strategystrategy
JustifyJustify ’’unfeasibilityunfeasibility’’
DiscussDiscuss optionsoptions
DiscussDiscuss and and justifyjustify ’’excipientsexcipients’’
in in relationrelation to age,to age,
treatmenttreatment durationduration,,
severityseverity ofof diseasedisease



Essentials Essentials onon thethe paediatric paediatric needsneeds re re formulationsformulations 

ChallengesChallenges during PIP during PIP processprocess (1)(1)

EarlyEarly PIPsPIPs
–– FormulationsFormulations not not fixedfixed
–– No No experienceexperience withwith 

formulationsformulations
–– Plans Plans vaguevague……
–– IntentionsIntentions goodgood……
–– PDCO PDCO ’’followfollow upup’’??

Late Late PIPsPIPs
–– FormulationsFormulations oftenoften +/+/-- 

fixedfixed
–– SubstanceSubstance wellwell knownknown 

((companycompany))
–– ReluctancyReluctancy re re furtherfurther 

formulationformulation 
developmentdevelopment



Essentials Essentials onon thethe paediatric paediatric needsneeds re re formulationsformulations 

ChallengesChallenges during PIP during PIP processprocess (2)(2)

Art 8 Art 8 PIPsPIPs ((authorisedauthorised productsproducts))
–– ExistingExisting formulationsformulations wellwell knownknown
–– UnmetUnmet medicalmedical needneed in in childrenchildren knownknown
–– SignificantSignificant experienceexperience onon off off labellabel useuse in in childrenchildren
–– ReluctancyReluctancy re re furtherfurther formulationformulation developmentdevelopment



Essentials Essentials onon thethe paediatric paediatric needsneeds re re formulationsformulations 

ChallengesChallenges during PIP during PIP processprocess (3)(3)

Proposed 
PIP condition

Proposed 
age group

Proposed age group

Proposed conditionAdditional condition

Proposed PIP condition

Proposed age groupAdditional age group

Neonates



Essentials Essentials onon thethe paediatric paediatric needsneeds re re formulationsformulations 

ChallengesChallenges due to due to missing datamissing data

SafetySafety ofof excipientsexcipients
in in thethe paediatric paediatric populationpopulation????

AcceptabilityAcceptability ofof differentdifferent dosagedosage
formsforms
in in thethe paediatric paediatric populationpopulation????
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Essentials Essentials onon thethe paediatric paediatric needsneeds re re formulationsformulations 

ConclusionConclusion

FocusFocus onon thethe needneed for for appropriateappropriate
formulationformulation for all relevant age for all relevant age groupsgroups

ReasonableReasonable requestsrequests
ProductProduct specificspecific decisionsdecisions
ConsistentConsistent approachapproach
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