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Proposed Conference Specs

What need is this conference meeting:

Potential Topics:

Source of Speakers:

Payment: Free Pay-to-attend

Length: Half Days Full Days

Format: Virtual Hybrid In-Person

Proposed By: Date:

Conference

Proposed Dates:

Speaker Invitations Start Date: Abstract Due Date:



BEBPA Proposed Conference Specs 2

Potential Speakers:

Initial Action Items:

Rough Agenda


	Payment: Choice2
	Length: Choice2
	Format: Choice1
	Text Field 12: This is a topic which was suggested multiple times by attendees of the virtual early stage RFM meeting held June 2024.  We are suggesting this to complete the information available to drug sponsors to enable more efficient and compliant establishment of in-house reference programs.
	Potential Topics: • What is 2-Tier In-house Program for In-house References
• Commutability (Value Assignment) 
• Designing bridging studies
• Stability Programs for references
• Real time monitoring of references
• Selecting the appropriate product batch for a new reference
• Special considerations for Primary vs. Secondary references
• Special handling of reference batches (formulation, container/closure, etc.)

	Source of Speakers: • Experienced Industry speakers from organizations with commercial products who have established 2 tier systems
• Regulatory speakers to discuss some of the common pitfalls they see in new applications and in established companies
• Perhaps from standard organizations (NIBSC, WHO, USP, EP) to hear about their best practices that the industry might like to adopt

	Proposed By: Laureen Little
	Date: 7/24/24
	Conference: RFM 2025 — Follow-up RFM conference for establishing In House References for Commercial Products
	Proposed Dates: February 25-27,2025
	Speaker Invitation Date: July 31, 2025
	Abstracts Due: Sept. 15, 2025
	Potential Speakers: • Jane Robinson (speak herself and recommend NIBSC speakers)
• Cindy Grant
• Marie GG (Find us a Novartis speaker)
• Ken Miller
• FDA:  Leslie Wagner, Gerry Feldman (recommendation), 
• Dean Smith ?
• Check the attendee comments for the RFM meeting
• Kevin Brooks
• Nadine Ritter

	Initial Action Items: 1.  Put together the working draft RE
2. Run this working draft by Jane RE
3.  Write a template invitation letter for speakers RE then LEL
4. Contact speaker list above - LEL

	Rough Agenda: Day 1
1.  Overview of a 2-tier system for an in-house commercial reference
• Industry insights (Cindy Grant or Matt Borer)
• Regulatory Requirements (Gerry Feldman?  Dean Smith?) 
2. Bridging Studies for an in-house commercial reference
• International Organization approach
• Industry In-House comparability of value assignment (Ask Matt if there is a Lily statistician who could give this talk – I know Doris used to do this)
• Case study about what to do if you have a new international standard which now doesn’t work. (Ask Jane for Case study)

Day 2
Stability Programs for commercial reference
• Standards Organization approach
• Industry case studies (Ken Miller?)
• FDA insights into what happens when a stability problem is found. (Leslie?)
Day 3
Trending Programs for commercial reference
 • NIST? Or NIBSC perspective? Or USP?
• Industry perspective -  Perhaps Kevin Brooks?



