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Nonclinical Safety Testing in
Support of Development of
Pediatric Medicines
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The International Conference on Harmonisation of Technical Requirements
for Registration of Pharmaceuticals for Human Use
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Guidance for Industry; Nonclinical Safety Evaluation of

Pediatric Drug Products (FDA, CDER)

Guideline on the need for non-clinical testing in juvenile
animals of pharmaceuticals for paediatric indication

(EMA/CHMP/SWP/169215/2005)
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Integrated Risk Assessment

O[JASEHDNDEBFTDREFTD-ODEFEMAFT—LIELTHDIEET

OICH-M3(R2)VCERTFEH A FSAUDODHB R
- BEEEHR(2.1-26) ITDVWTEEIT REAZTEFYICEE

- RFIRHZzLLIC, BEMISFHEL, REMLOBESOASGRIC, FRRHERE
Efé%%;ﬂ YA ZERBIETESRBIFONDIGERIC(FLE/OISELS

2.1 Intended Clinical Use
2.2 Pharmacologic Properties and Pharmacodynamics
2.3 Organ system ontogeny

2.4 Pharmacokinetic and ADME Data
2.5 Nonclinical Safety Data

2.6 Clinical Data
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Design Aspects of Juvenile animal study
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e General Principles

* Species Selection

* Endpoints to assess

* Dose selection

* Sex and sample size

* Grouping and weaning

e Dosing route

e Age atinitiation of dosing
e Duration of treatment

* Reversibility/off-treatment period
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Consideration for Pediatric-first development
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3. DESIGN ASPECTS OF NONCLINICAL JUVENILE

ANIMAL TESTS

* General Principles

* Species Selection

* Endpoints to assess

e Dose selection

* Sex and sample size
* Grouping and weaning
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Pharmacokinetic and ADM ta e TK
Nonclinical Safety Data

Clinical Data

Integrated Risk Assessment

Reversibility/off-treatment period

4. CONSIDERATIONS FOR PEDIATRIC-FIRST

5. Others
* Excipients
e Combinations
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