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Development of patient-centric solutions which integrate the appropriate drug
product profile and meet delivery system user requirements provides the

challenge of combini

ng two distinct development processes. A strategy for this

approach is provided.
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Challenges:

Drug Regs: CFR 210/211
Systems

Device Regs: CFR 820
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Recommended Path Forward/Strategy:

1. Define Requirements

Evaluate options
*Build understanding
of chemistry

Drug target
product profile
and user
requirements

Formulate for optimal
delivery

2. Conformance with Standards

3. Identify Critical Quality Attributes (CQAs) and Essential Performance
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4. Execute Well Thought-Out Testing and Human Factors Programs

Throughout lterative Development
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Source: Molly Follette Story, PhD, FDA/CDRH/ODE, Presented at AAMI/FDA International
Conference on Medical Device Standards and Regulation, March 21,2012
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Delivery Systems Must be Designed to Protect and Safely Administer the
Drug Product

Differences in:

*Spring force (speed &
pressure of delivery)

Needle gauge Dispersion volume Dose —
‘Needle length and uptake response
*Injection volume of injectable relationship

*Resultant dispense time

Conclusion:

e

Evaluate and manage risk
*Intended use studies
Data and corroboration
*Lifecycle management

The Goal of Development:
*Build the evidence necessary to support the decisions being made
*Form the foundation of knowledge for lifecycle management
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