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* NIH diagnostic criteria were developed for research purposes
and not all transplant providers, and even fewer primary
oncology providers use them in daily practice

« Many patients do not meet current NIH diagnostic criteria until
Irreversible damage has occurred

 Lack of prognostic markers for cGVHD development
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* Education of transplant providers (MD and NP/PA)
* E tools: eGVHD app, scoring tools embedded in EMR

* Improved education and engagement of the patient/caregiver In
monitoring for symptoms

» Assessment of cGVHD target organs at regular intervals, and
accurate documentation of baseline

« Schedule of recommended testing and link to paper worksheet

* Improved utilization of remote monitoring and assessments
 Telehealth visits
* Video conferencing with local physicians
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’ Early Diagnosis — Global Approach M) CANCRR

* Development of prospective observational studies that monitor
patients closely for the earliest changes associated with subsequent
development of cGVHD

 Enroll pre or very early post, frequent serial monitoring, f/lu —2 years
* Include clinical characteristics, PRO and biomarker assessments

* Explore the potential of machine learning to potentially identify
previously unknown associations that do not rely on a priori
hypotheses based on currently known risk factors or patterns of
disease

« Current study through the CIBMTR
 Future studies should incorporate emerging data from natural history studies
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» Specific recommendations for organs with high morbidity
 Skin/fascia, ocular and pulmonary
« Similar approaches could be applied to other organs

« Recommended clinical assessments
* Frequency and when to refer

* Research Goals
* Biomarker discovery — both systemic and tissue specific

 Validation of early signs of disease
« Patient report symptoms
» Diagnostic assessment — including new technologies
 Remote patient engagement — ex. PROM, spirometry



Enrollment in Longitudinal Observational Study
Pre or Early Post-HCT
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Regular Calendar Driven Assessments
Data to be collected
Physician and Patient documentation of signs and symptoms
* Routine laboratory assessments
* Research samples for biomarker assessment
* Potential to incorporate new technologies
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Moderate to

None or Mild cGVHD Severe cGVHD

Determine which
characteristics are
associated with high
risk phenotypes for
either global or organ-
specific trials
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Those with the best
sensitivity, specificity,
positive and negative

predictive value may
be appropriate for a
pre-emptive trial
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* The goal is to identify cGVHD eatrlier in the disease course prior
to irreversible organ damage

« Goal is to design pre-emptive trials to prevent progression to more
severe phenotypes

» At present there Is not evidence to prove that earlier treatment would
prevent progression

* Need for frequent testing and/or assessment by subspecialists
» Possible in a research setting, challenging in day-to-day management
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Goal to recognize cGVHD earlier in the disease course through
the following:

1. Improved engagement of both transplant non-transplant
providers and patients/caregivers
 Faclilitated by technology
1) telehealth (remote physician/patient assessment)

2) teleconferences (remote multidisciplinary conferences)
3) electronic applications/reporting tools.
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’ Summary of Recommendations  [G) S

Goal to recognize cGVHD earlier in the disease course through the
following:

2. ldentify early signs and symptoms of cGVHD associated with later
progression to highly morbid forms of cGVHD

- Development of natural history studies starting prior to HCT and continuing
through formal diagnosis and disease trajectory

« Exploration of machine learning to identify previously unrecognized risk
factors and patterns associated with highly morbid cGVHD. Further
refinement with data from NH studies

3. Research into prognostic markers in blood, tissue, fluid, imaging
and functional testing is needed to identify actionable test results
for potential pre-emptive therapy.
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« Challenges to widespread clinical implementation of cGVHD
assessments

« HCT providers need better tools in a hon-research setting

* Practice difference among HCT centers

« Some patient are always seen at HCT centers, others have a shared care model,
typically with a local oncologist (or PCP) with less frequent follow-up at HCT
center

« Consider development of easy to navigate education model for local providers

« Combination of telehealth visit between HCT provider and patient as well as on
demand telehealth conference between local provider and HCT provider to
discuss concerning sx
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Audience Discussion




