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Thursday, 29 October 2026

Lung GVHD Consortium Monthly Meeting

8:30-9:30 AM PDT | 11:30 - 12:30 PM EDT | 5:30 — 6:30 PM CEST
Meeting via Zoom (not recorded)

Announcements
e Upcoming meetings and case discussions

High level recap of Geneva Conference
e Day 1/ Day 2 Key Takeaways
o Definition / Diagnostic criteria updates and next steps
e Day 3 Clinical Trials
o Follow-up surveys from the Breakout sessions:
Group 3: Agents to Test (presented by Dr Catherine Lee, FHCC)
Group 4: Correlative Studies (presented by Dr. Sean Agbor-Enoh, NIH/NHLBI)

Next meeting: Thursday 19 November 2026.

Announcements

e Tandem 2026 Orlando

o 2/16 Ancillary Meeting Tues (TBD)

=  Focus on Response Criteria and Clinical Trials

o 2/17 RVI and BOS Scientific Talk for ID Track (GSC)

o 2/19 President’s Spotlight Session on Lung cGVHD (Bruce Blazar, Joe Hsu, GSC)
e ATS 2026 New Orleans 5/14-19
e CHEST 2027 Vancouver

High level recap of Geneva Conference

Dates: 23-25 September 2026

In person attendance: 157

Online attendance: 25-30 daily

Video highlight: https://youtu.be/MYvvngl if4

Day 1: Pathogenesis
Synthesize preclinical understanding of the pathogenesis of BOS that occurs in the context of allogeneic
hematopoietic cell transplant and identify translatable targets and key priorities for preclinical investigation

Key Takeaways
e Airways cGVHD is a pan-airways process; the anatomic and cellular specificities of small airways dictate
the clinical and physiologic consequences.
e Early and ongoing injurious infectious and noninfectious triggers and loss of airway epithelial progenitor
cells orchestrate the multifaceted chronic alloimmune responses (B cells, TLS, profibrotic macrophages,


https://youtu.be/MYvvng1_jf4
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Tfh) that lead to lung fibrosis.

The lung endothelium is likely underrecognized as an instigator of post-HCT lung injury of all forms,
including BOS, which is supported by clinical observation of DLCO impairment.

A key and critical insight from preclinical models of transplant fibrosis: there are different forms of
collagen that can broken down by targeting non-canonical pathways.

We have the translational tools (murine models, lung organoids, HPLS, omics) and novel insights from
cGVHD, CLAD, IPF, bronchiectasis, to develop biomarkers (e.g. cfDNA) and rationale targeted therapies for
BOS and lung cGVHD.

Next Steps

Manuscript draft
Specific projects
e cfDNA and biomarker discovery
e LT and BOS endotyping (BAL)
e Preclinical testing
e Ongoing multicenter natural history cohort
e Consideration of therapeutic agents: pulmonary antifibrotics, DPP-1 inhibitors, CCSP repletion, etc.

Day 2: Updating the NIH Definition of BOS

Derive a consensus revision of the HCT-BOS diagnostic criteria and conceptual framework for defining lung chronic

GVHD

Key Takeaways

Because lung cGVHD involves more than just airways, physiology and diagnostic imaging needs to be
interpreted accordingly in the context of alternative etiologies (including active infection) aided by
multidisciplinary discussions.

Our conventional tools to measure physiology are limited by inherent imprecision, feasibility, and
interpretation and thus we need to develop and employ novel diagnostic technologies.

While histology is not required for a clinical diagnosis of lung cGVHD, clinico-pathologic correlations always
provide valuable insights.

With concerted efforts at PFT implementation and longitidinal assessment, we should be able to improve
early recognition of lung cGVHD. This is particularly important in light of evolving HCT practices.

Under a more inclusive diagnostic definition, we can aim for more accurate phenotyping and endotyping
of lung cGVHD.

Next Steps

Public comment period ends tomorrow 10/30
Delphi TBD
Primary Manuscript submission no later than 1/2027
Additional manuscripts
e Implementation Group x 2 ¢ ready to submit now
RESEARCH
e Application of new diagnostic criteria to multicenter cohort (Yadav, Sharifi, Adderley, et al)
e Multicenter natural history cohort and Common Protocol
e Ongoing work with alternative diagnostic modalities
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Day 3: Clinical Trials
Establish an ideal clinical trial design and identify clinical trial readiness gaps for Lung GVHD after HCT

Highlights
e  Mr. Guy Livneh and Patient Perspective
e Industry Panel
e ‘Be creative’ —Jason Chien
e Breakout group report out
e White Board Ideal Clinical Trial (Hackathon)

Breakout Groups
e Trial Design: Greg Yanik and Jamie Todd
e Inclusion and Endpoints: Najla El Jurdi and GSC
e Agents to Test: Catherine Lee and Bruno Crestani
e Correlative Studies: Sean Agbor-Enoh and Jose Antonio Perez Simon
e Recruitment and Retention: Helene Schoemans and Danielle Stahlbaum

Key Takeaways

¢ The patient voice is critical for all aspects of trial design including response criteria, endpoints, recruitment
and retention.

e Industry and regulatory partners are ready to work with key stakeholders.

e Natural history studies, biomarker discovery, and interventional trials should occur in tandem.

e There are off-the-shelf as well as unmarketed agents that can be tested in a controlled fashion under a
platform design.

e Preventing and reversing the pulmonary impairment of lung cGVHD still comes back to our understanding
of natural history and pathogenesis.

e The breakout session discussions served as a starting point for ongoing discussions with key stakeholders
to move forward with creative solutions and innovative clinical trials for lung cGVHD.

Breakout groups 3 and 4: Agents to test and Correlative Studies
e (Catherine Lee MD
e Sean Agbor-Enoh MD PhD

In addition to the Key Takeaways from Days 1, 2, and 3 of Geneva (see Slide Deck), we heard brief presentations
from post-Geneva follow-up work from Day 3 Clinical Trials Breakout Groups 3 and 4. Sean Agbor-Enoh presented
the preliminary results from the Correlative Studies survey that he and Jose Antonio Simon Perez crafted with their
group on which correlative biomarkers should be prioritized for use in clinical trials. There were 47 respondents to
their survey. There was broad consensus for the use of chest CT imaging techniques including PRM as a potential
endpoint / biomarker. There are no validated serologic biomarkers for BOS / lung cGVHD; there was broad
consensus that serologic biomarkers are largely exploratory. More details will be shared about the survey including
the respondent characteristics and which biomarkers could be prioritized in a clinical trial.

Then Catherine Lee of Breakout Group 3 Agents to Test shared the results of her intragroup survey which had 9/13
respondents. Key messages from the survey included that the goal of first line therapy for BOS should be
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improvement in the FEV1. There was unanimous agreement on prioritizing agents (or combinatorial approaches)
that had both inflammatory and antifibrotic properties. Respondents were most interested in testing rovacitinib, a
novel agent in development by Sanofi, then nerandomilast, which is FDA-approved for IPF, and third, axatilimab.
Priority factors for choosing a drug included safety and tolerability as well as strength of the data in BOS, among
other factors including mechanism and feasibility / cost.
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