Wrap-up
Combination Products in the EU: From Regulatory Compliance to Clinical & Market Acceleration

The session explored the practical complexity of bringing medicinal product and medical device requirements
together for drug-device combination products in the EU. A key theme was that combination products are not only
a regulatory classification challenge. They require the pharma and medtech worlds to work from a shared
understanding of language, responsibilities, evidence, and lifecycle control.

Key takeaways from the session included:

1. Device and drug requirements must be controlled together

For integral drug-device combinations, release and lifecycle control must consider both medicinal product critical
quality attributes and device critical functional parameters. This includes, for example, sterility, stability,
compatibility, container closure integrity, dose accuracy, injection time, feedback functions, and final assembly
controls.

2. Interfaces are where many risks sit

The session highlighted the importance of strong oversight at the interfaces between pharma companies, device
manufacturers, suppliers, CMQOs, regulatory, quality, clinical, and post-market teams. Clear allocation of
responsibilities is essential, especially where activities are outsourced or shared across organisations.

3. Post-market surveillance for the device part must be integrated

Device-related complaints, usability issues, malfunctions, delivery errors, and post-approval changes should not
be managed in isolation. They need to be connected with pharmacovigilance, quality complaints, CAPA, risk
management, and device file maintenance.

4. Platform approaches can accelerate development, but only within clear limits

Existing device platforms can support faster development and market access by leveraging prior knowledge,
documentation, and performance data. This can only work when the intended use, drug characteristics, device
configuration, and bridging rationale remain within a clearly justified scope.

5. Partnerships matter

A successful combination product development depends on strong collaboration between pharma and device
partners. Choosing the right partner, maintaining oversight, and building mutual understanding are critical to
reducing quality risks and supporting reliable patient use.

Closing:

Combination products offer significant potential to enable patient-friendly therapies and accelerate development
pathways. However, this potential can only be realised when the drug-device interface is well understood,
scientifically justified, and effectively controlled throughout the full product lifecycle. The discussion also
highlighted the importance of earlier and stronger cross-functional collaboration across pharma and medtech, as
well as cross-functional teams to ensure robust oversight, lifecycle control, and successful patient outcomes.



