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• This work was sponsored by GlaxoSmithKline Biologicals SA

• Jean Hu-Primmer, Sarah Arden and Ben Stevens are employees of the GSK group of 

companies
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Existing Mechanisms 1
Direct Sponsor Interactions
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Existing Mechanisms 2a
Guidances
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Existing Mechanisms 2b
Innovation Initiatives

Digital Health Center of Excellence | FDA

https://www.fda.gov/medical-devices/digital-health-center-excellence
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Existing Mechanisms 3
FDA Extramural Funding

Priority Area 3: Support New Approaches to 

Improve Product 

Manufacturing and Quality

Priority Area 4: Ensure FDA Readiness to 

Evaluate Emerging 

Technologies
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Existing Mechanisms 4
Public-Private Partnerships
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Recent GSK Experience with ETT

• Meeting request submitted to discuss novel microbiological testing platforms with ETT.

• Discussions centered on:

o Leveraging prior knowledge for method validation.

o Approach for product-specific method validation and verification following method transfer.

o Sample preparation and bracketing of evaluated species.

o Comparability to compendial methods.

• Subject matter experts from various FDA divisions were assembled into the meeting package 

review.

• Robust feedback and discussions. Agency provided actionable responses and encouraged GSK 

to seek additional interaction as needed.

Useful pathway for integrating novel manufacturing and testing platforms
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What Works…
But can be improved…

• Direct Sponsor Interactions

‒ Consistency across Centers using formalized pre-preIND/type C process (can type D be 

used), e.g. informal interactions for CATT not ideal

‒ Well-publicized, clear champion (POC) within Centers to facilitate sponsor interactions

‒ Technology Master File that can be reviewed in the absence of application cross-reference 

(can manufacturing equipment vendors use this?)

• Global Alignment

‒ MOU(s) between Agency and counterpart innovation task forces at other National 

Regulatory Authorities to enable parallel scientific advice consultation to achieve alignment 

on regulatory risk and path forward

• Innovation Centers and Test Beds

‒ Agency supports academia, but how impactful are/were these BAA or RFA awards to the 

private sector? 

‒ Agency can consider collaboration with private sector R&D in the precompetitive space with 

CRADAs or using test beds
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Thank You


