Regulatory Topics in Nasal Product Development: Pediatrics and Reliability Expectations
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Introduction : Existing regulatory guidance concerning intranasal drug delivery is outdated or incomplete. To support product developers and inform the relevant regulatory science, the International Pharmaceutical Aerosol Consortium on Regulation & Science (IPAC-RS) formed a Nasal Working Group (WG) addressing technical, regulatory, and
harmonization challenges facing nasal sprays, nasal dry powder inhalers, and nasal pressurized metered dose inhalers. In this poster, two Working Group Subteams present their findings.

Regulatory Considerations for Nasal Pediatric Products Reliability Expectations for Emergency-Use Nasal Products

MATERIALS AND METHODS : In the absence of a specific regulatory guidance on this topic, the Nasal Products Reliability sub
team of the IPAC-RS Nasal Working Group reviewed the US Food and Drug Administration (FDA) guidance for emergency-use
autoinjectors [25]. This poster summarizes the requirements that could be translated to nasal products for emergency use

MATERIALS AND METHODS :
The Nasal Pediatric sub team of the IPAC-RS Nasal Working Group reviewed potentially relevant guidance documents from the US Food and
Drug Administration (FDA) and European agencies and summarized currently available resources in this manuscript.

Table 1. Intranasal drug products for which PSGs are available for adults and indicated
pediatric age groups [2]
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Conclusions : There is currently limited regulatory guidance specific for pediatric nasal products or for nasal products for emergency use. Product development teams may find it helpful to ACKNOWLEDGEMENTS REFERENCES WE NEED YOUR FEEDBACK!

examine the existing product-specific guidance for generic nasal products, for emergency-use autoinjectors, and the more general regulatory recommendations for nasal and pediatric
products. Based on the review of available guidance's, the IPAC-RS Working Groups are discussing gaps in the regulatory science and potential regulatory approval issues for nasal products
and will be identifying opportunities for collaboration and input from industry, pharmacopeias, academia and other stakeholders to develop best practice recommendations.
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