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Beta Cell Preservation Working Group
Meeting Minutes
November 10, 2025 | The Whitley, Atlanta, GA
Participants
In-person: Lauren Culbreth (TCH); Laura Jacobsen (UFL); Shideh Majidi (Children’s National); Naomi Fogel (Lurie Children’s); Carla Demeterco-Berggren (Rady); Jen Sherr (Yale)
T1D Exchange: David Walton, Debbie Taylor, Nicole Rioles, Trevon Wright, Ori Odugbesan, Jaime Lucove, Alyssa Cabrera, Claire Rainey
Remote: Dan DeSalvo (TCH); Vana Raman (Utah); David Broome (U Michigan); Alex Tuttle (Indiana/Riley); Mary Pat Gallagher (Hassenfeld); Jacqueline Lonier (Berrie Center); Brittany Williams (U Michigan); Todd Alonso (BDC)

1. Welcome and Objectives
Dr. Demeterco-Berggren reviewed the pilot year, including study goals, screening workflows at Rady Children’s, and the rationale for early detection and intervention in T1D.
Key points:
· Screening is valuable for identifying high-risk individuals and preventing DKA.
· Major barriers: clinic time, space, staff training, and patient willingness.
· Beta cell preservation offers potential to slow progression and enable early interventions such as teplizumab.
· Several gaps were identified in practice and data infrastructure.

2. Proposed Timeline
· White paper draft: December 22, 2025
· Case study on financial impact of new therapies: December 22, 2025
· Commentary submission: Jan–Feb 2026
· Perspective article submission: March 2026

3. Data Metrics Discussion
The two-center pilot (Rady and University of Florida) reviewed candidate metrics.
Key themes:
· Need to distinguish “low-hanging fruit” metrics from those difficult to obtain consistently.
· EMR variability: some metrics are routinely captured; others are absent or inconsistently documented.
· Important metrics identified:
· Date of diagnosis (ideally via a standardized smart form).
· Stage at diagnosis (1, 2, or 3) with dedicated EMR fields.
· C-peptide as an indicator of residual beta cell function.
· Teplizumab prescribing patterns and treatment completion.
· Date of insulin initiation.
· Screening registry to benchmark screening activity.
· CGM/TIR to be incorporated in future phases.
· Consensus that metrics should be integrated into the broader T1DX data specification, not maintained in a separate database.
· ADA guidance is needed to reduce clinical inertia around staging and early intervention.

4. Barriers and Data Use Agreements
· Need to document reasons for non-use of teplizumab (e.g., not offered, clinical trial participation, refusal).
· Some institutions require IRB approval despite QI classification; harmonization of data use pathways is needed.

5. Developing a QI Framework for Teplizumab
Focus areas:
· Standardizing processes and EMR protocols for post-diagnosis (stage 3) introduction of teplizumab.
· Defining required labs and monitoring protocols.
· Collecting and sharing institutional workflows and clinical pathways.
· Case studies addressing staffing and FTE needs.
· Exploration of external models (e.g., Breakthrough T1D centers of excellence; UTSW infrastructure).
· Preparation of business-case templates and flowsheets (e.g., Texas Children’s example).

6. Roles and Workstreams
Writing and Publications
· White paper / best practice guide: Group effort.
· Commentary (Jan 2026): Drs. Jacobsen and Demeterco-Berggren.
· Perspective (Feb–Mar 2026): Collaboration; Dr. Broome to contact JCEM.
· All participants will be invited as co-authors.
· Working group membership to be listed in an appendix.
Financial Working Group
Drs. Sherr, Broome, Alonso, Demeterco-Berggren, Majidi, Gallagher, Raman, Aguirre.
Focus: clinical eligibility pathways, prescriber workflows, financial modeling, and business case strategy.
Measures Group
Drs. Jacobsen, DeSalvo, Fogel, Gallagher, and Demeterco-Berggren.

7. Additional Stakeholders to Engage
· Rebecca Aguirre (Texas Children’s)
· David Sparling (Oklahoma)
· Kimber Simmons (BDC)
· Joyce Lee and Inas Thomas (U Michigan)
· Breakthrough T1D (Dr. Danne) regarding center-of-excellence alignment
· Sanofi (industry engagement)

8. Assignments and Deliverables
· Integrate patient care workflows with data collection.
· Establish a health equity subgroup co-led by Dr. Majidi (patient equity topics) and Dr. Gallagher (staff equity topics) to address:
· Access to teplizumab (including Medicaid barriers).
· Clinic-level resource variation.
· Reasons for payer denials.
· Staff and patient/family education materials.
· Educational content:
· Staff education – Dr. Jacobsen
· Family/PWD education – Dr. Demeterco-Berggren
· Letters of necessity – CNM
· Revisit Dr. Sherr’s prior (unpublished) access-to-teplizumab survey.
· Include insulin TDD monitoring considerations.

9. Next Steps
· Distribute meeting minutes, journal spreadsheet, working group roster, and doodle poll for next meeting.
· Follow up with individuals connecting with David Sparling and other stakeholders.
· T1DX to engage with Anton and the Data Science Committee.
· Schedule a dedicated financial workgroup meeting.
· Next meeting: Early December (poll to follow).
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