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64th ASH Annual Meeting & Exposition

The 64th ASH Annual Meeting and Exposition took place in December 10-13, 2022 at the Ernest N.

Morial Convention Center in New Orleans, Louisiana.

Representatives from the CML AN were there participating in several activities and sessions. Our

chair Jan Geissler was invited to give a presentation on the importance of patient involvement in

data-driven blood cancer research within the HARMONY Alliance special session. Zack

Pemberton-Whiteley, a member of our Steering Committee presented a poster with results of a

multi-country survey on experiences and views of leukemia patients. Other patient advocates

like Gerald Clements, Lisa Machado, Pat García-González, Denis Costello, Samantha Nier, and Eglys

González, were also there.

Here we present this conference report that summarizes the key CML highlights of interest to the

patient advocacy community.



Treatment of TKI resistant chronic phase CML.
Timothy Hughes, MD

o Discussion of assessments and selecting the optimal
TKI and TKI doses in CP-CML patients with TKI
resistance. Tolerance, mutation profile, co-morbidities,
and cardiovascular risk factors should be considered
in the context of their prior response.

o Description and benefits of Asciminib were
mentioned, concluding it has good efficacy and safety
as monotherapy particularly when the disease is still
responsive.

o Case reports and ongoing clinical studies were
addressed. Indicating the complexity of an optimal
third-line selection. Concluding that assessment to
information regarding resistance status, mutations
and CVS risk are needed.

Education Session:
Beyond Routine Frontline Therapy of CML



Transplantation in CML in the TKI Era: Who, When,
How? Nicolaus Kroeger, MD

o Discussion on integrating allogeneic SCT as a curative
treatment approach for chronic and advanced phases
of CML. Use of allogeneic SCT in first and second
chronic phase (CP1 & CP2), and in accelerated phase
(AP). Conclusion is that it is still a curative treatment
option for patients resistant or intolerant to TKIs, in
both AP and BC. Better outcome in first chronic
phase.

o Risk factors like cytogenetic, molecular genetics,
BCR/ABL mutations, and BM fibrosis should be
considered.

o Ongoing improvements in 3rd generation TKIs or
STAMP inhibitors may modify further indications of
allogeneic SCT.

Education Session:
Beyond Routine Frontline Therapy of CML



Treatment of CML in Pregnancy. Jane Apperley, MB.

o Discussion on safety and management of planned or
unplanned pregnancies during CML.

o Identification of the impact of TKI in fertility in men,
and on pregnancy of partners of male CML patients.

o Revision of animal model studies on outcomes of
pregnancy on TKI.

o Considerations when diagnosing CML during
pregnancy, and pregnancy in stablished CML.

o With advances in clinical research and data revision,
lately are physicians more likely to let patient got to
term and less like to recommend termination.

Education Session:
Beyond Routine Frontline Therapy of CML



621. Chronic Myeloid Leukemia Diagnosed during Pregnancy: How to Manage? Description of
86 Cases from ELN International Registry

Elisabetta Abruzzese, MD

Retrospective and prospective data obtained from 11
countries through the ELN CML pregnancy registry since
2001. Analysis of clinical and demographic data, therapy,
pregnancy outcomes and follow-up were performed.

o There is a real possibility of normal childbirth in
women diagnosed with chronic phase CML.

o Adjusting the treatment by pregnancy trimester, the
risk for both the safety of the mother and infant can
be balanced.

o IFN / PEG-IFN can be used from the first trimester.

o The use of HC has no advantages over Imatinib.

Oral Abstract Sessions



622. Efficacy of Ropeginterferon Alpha 2b in Inducing Treatment Free Remission in Chronic
Myeloid Leukemia – an International, Randomized Phase III Trial (ENDURE, CML-IX) of the
German CML-Study Group

Andreas Burchert, MD

Results from ENDURE, CML-IX (NCT03117816), a
multicenter, international phase III trial evaluating the
role of a novel form of pegylated proline interferon-alpha
2b (ropeg-interferon-alpha, ropeg-IFN) in inducing TFR.
Period between May 2017 and June 2021.

o RopegIFN doeos not improve the chance of achieving
TFR in unselected TKI pre-treated patients.

o TKI exposure of 6 years or more and no prior stop
attempt favors TFR induction by ropegIFN.

o RopegIFN is very well tolerated.

Oral Abstract Sessions



624. Racial and Ethnic Disparities in Survival Outcomes in Chronic Myeloid Leukemia

Catherine Sobieski, MD

The National Cancer Database was used to identify CML
patients (pts) diagnosed from 2004-2019. Demographic
and treatment characteristics were compared for White,
Black, Asian, Hispanic and other minority populations.
The OS was compared by race and ethnicity.

o Factors associated with improved survival include
Asian and other races, Hispanic Ethnicity and Female
gender.

o Limitations of the study due to underrepresentation
of rural critical access hospitals, and lack of data on
specific TKI therapy, adherence and side effects.

o Young black patients have worse OS than white
patients

o Access to treatment remains a significant barrier.

Oral Abstract Sessions



Underrepresented minorities in clinical trials for hematologic malignancies: what's the data on the data?

Luciano Megala Costa, MD, PhD. University of Alabama at Birmingham Hospital / Sikander Ailawadhi. Mayo Clinic /
Rayne Rouce, MD. Baylor College of Medicine, Texas Children’sHospital

Multiple myeloma represents an excellent scenario to
study disparities in clinical trial participation and
outcomes. It is a condition 2-3 times more incident in
Black than in White individuals. Although individuals of
racial-ethnic minorities are under-represented in clinical
trials, when enrolled their outcome is the same or even
better than in other patient groups.

o Proper clinical trial representation is required.

o No matter how well resourced a CT might be, there are
costs to receiving care associated with participation,
and they become a barrier.

o The eligibility criteria disproportionally can exclude the
minority patients to participate in CTs.

o Lack of diversity in the workforce. Approaches to
increase the proportion of underrepresented
investigators in clinical research are required.

Spotlight Sessions



Underrepresented minorities in clinical trials for hematologic malignancies: what's the data
on the data?

Potential strategies:

o Set concrete targets for trial enrolment

o Registration trials should specify how minority accrual
will be optimized

o Having a trial diversity officer

o Provide culturally sensitive training to sites and staff

o Post-marketing specific data in minorities.

Spotlight Sessions



• Driving Real-World Evidence for Hematologic Malignancy Research – A Joint ASH RC and 
EU HARMONY Session

Impact of Real-World Evidence on Research and
Clinical Care: Priorities from ASH RC Data Hub

Adam Sperling, MD, PhD

o The ASH Research Collaborative aims to accelerate
progress in hematology, foster collaborative
partnerships and improve lives of people affected
by blood diseases.

o Focused on capturing RWD in order to enhance
care and accelerate research in hematology.

Special-Interest Sessions



• Driving Real-World Evidence for Hematologic Malignancy Research – A Joint ASH RC and 
EU HARMONY Session

HARMONY Alliance: Moving Toward Multicenter Real-World
Data Capture in the Hematologic Malignancies in Europe -
A Patient's Perspective.

Jan Geissler.

o After pre-clinical and clinical studies more effort should
be made in collecting evidence of drug performance in
the real world.

o Unwillingness to share data is the biggest risk to big data,
as it is not in the patients’ best interest, leads to delays in
collective learning and duplication of research.

o The HARMONY Patient Cluster of 8 global patient
umbrella organisations in hematology has contributed
to central parts of the HARMONY project: data
anonymisation, research proposals and core outcome
sets.

Special-Interest Sessions



FDA Patient Advocacy Session

During the meeting the FDA representatives gave an update on the relevant ongoing projects:

o Fostering Regulatory Science and Collaboration to Translate Real World Data into Real World Evidence.

o TEAM FoRWD - (Translational Evaluation and Assessment of Methods to Facilitate use of Oncology RWD)

o Optimus - Get the dose right the first time

o FrontRunner - Advancing Development of New Oncology Therapies to the Early Clinical Setting

o Project Facilitate - Assisting Healthcare Providers with Expanded Access Requests for Investigational
Oncology Products

For most of the meeting the importance of inclusion of PROs along the whole process of drug 
evaluations and development was addressed and discussed. As well as ways on how to get patients 

better involved in the drug development processes.



External sessions – ELN Breakfast

During the ELN Breakfast meeting held at ASH 2022
in New Orleans, reports from each WPs were
presented, and an update session of the HARMONY
Alliance was conducted. Within it, our Chair Jan
Geissler presented a description of the research
proposals submitted by the patient community to
HARMONY.

o Prevalence of clinically relevant problems and
symptoms in patients with CML

o A comparison study of "toxicity over time" and QoL
among all available TKI options

o Correlation of demographic, disease and therapy
factors with toxicity and tolerability of the different
TKIs.



“Cancer & Mental Health: The Science & Art of Whole Patient Care.”

Discussions on mental health during cancer diagnosis and therapy as part of quality
cancer care. Presented from the view of phycologists and social workers. Aiming for
a more personalized approach and support to the patients and their carers.

Allison Applebaum, PhD (Memorial Sloan Kettering Cancer Center)

Heather Honoré Goltz, PhD (University of Houston-Downtown)

Joseph A. Greer, PhD (Massachusetts General Hospital Cancer Center)

BeiGene has a program called Talk About it: Cancer and Mental Health.

o Mental health support can improve quality of life and health outcomes for
individuals impacted by cancer.

o Aimed at patients and caregivers, healthcare professionals and policymakers.

o Designed to elevate the important intersection of mental health and cancer care.

o Talk About It will feature innovative empowerment strategies, advance public
policy conversations, and inspire dynamic health equity initiatives to support
people throughout their entire cancer journey.

BeiGene Patient Advocacy Event



o Free Treatment or Treatment Free? Where to invest limited resources in a highly manageable cancer

TKIs have not significantly affected the impact of a CML diagnosis on life expectancy, with outcomes remaining inferior in
economically disadvantaged parts of the world. We need to ask how limited resources should be deployed for the greatest
benefit.

o Disease Persistence in CML: Cell Intrinsic and Extrinsic Mechanisms

A lifetime of TKI therapy is associated with significant clinical and financial burden. While some individuals can discontinue
therapy and remain disease free for years, low levels of disease persist in the majority of patients. Recent methodologic
developments that enable to study of rare cell populations are providing an opportunity to understand this mechanism of
this persistence, and identifying new targets.

o TKI Resistance: More Than Just Abl Mutations

Much attention has been paid to the development of kinase domain mutations as THE mechanism of resistance. However
not all patients who develop resistance have detectable mutations. New data is emerging and old data re-emerging to
understand resistance more broadly, and learn how to address it.

iCMLf Forum: The next big challenges in CML?

Panellist and patient advocate Lisa Machado expressed the patient community 
expectations on the ongoing research performed in CML and its therapies. 

As well, the need of bringing clinical trials to underprivileged sites was brought up. 



o Acute leukemia patients appeared to be more
worried about relapse than those with chronic
leukemia

o Patients reported similar social wellbeing, social
and physical behavior among acute and chronic
leukemia, showing only few differences that can
be explained by the nature of the disease, the
urgency of treatment and available treatments in
acute leukemia.

o 34% of patents with childbearing potential
reported that fertility preservation was not
discussed with their healthcare team.

o The data obtained supports that patient inclusion
in decision-making and placing them at the center
of care are still important needs. Efforts to achieve
patient centricity are to be continued.

Poster Presentations

2303. Experiences and Views of Leukemia Patients: A Global Survey

Zack Pemberton-Whiteley, ALAN



o To overcome some limitations of conventional
qPCR and that of the dqPCR methods, the
establishment of clinical guideline is crucial for
wide application on TFR in CML. This group
developed a novel technology, a chip-based real-
time dqPCR platform (LOAA; Lab On An Array; so
called Dr. PCR™) to achieve more stable, accurate
and precise monitoring of BCR-ABL1 in a timely
manner.

o Results showed that Dr PCR efficiently detects
clinical specimens with low copy number of BCR-
ABL1 compared to conventional qPCR.

Poster Presentations
1699. Chip-Based Digital PCR Platform, Lab on an Array, the Newly Developed Highly Accurate and Sensitive
Method for the Detection of BCR-ABL1 Transcripts in Chronic Myeloid Leukemia

Hyun-Woo Song, PhD. Optolane Technologies



o For patients living in remote locations, monitoring
can be financially burdensome. To address this
need, this group developed a system to measured
e13a2 and e14a2 BCR::ABL1 transcripts in capillary
blood collected using the Tasso-M20 device.

o The assay was able to quantify accurately
molecular responses associated with survival
benefit (BCR::ABL1 transcripts ≤ 1%) and major
molecular response (BCR::ABL1 transcripts ≤ 0.1%),
but was less reliable at quantifying BCR::ABL1
transcripts < 0.06%.

o This monitoring may improve CML molecular
monitoring adherence by allowing at home
patient-initiated sample collection.

Poster Presentations

1690. Minimally Invasive Blood Sampling for BCR::ABL1 transcript Monitoring

Vivian Oehler, MD. Fred Hutchinson Cancer Center



o Adolescents and young adults (AYAs) are defined
as those between the ages of 15 through 39.

o This study aims to find out if AYA age group differ
from older age group in clinicopathological
variables or outcome.

o Results indicated that this group have a worse
prognosis.

o Unique challenges for this population include
fertility issues, access to health care, and
survivorship concerns.

o Treatment free remissions are more important and
more relevant for this age group .

Poster Presentations

1702. Chronic Myeloid Leukemia in Adolescents and Young Adults: Clinicopathological Variables and Outcomes

Mohammad Abdulla, MD. Hamad Medical Corporation



o This is a retrospective study of 77 CML patients
from 36 centers, who have failed the second-
generation TKI. All of them received Asciminib
through a compassionate program.

o A dose adjustment was required, being more
frequent in the intolerant group than in the group
resistant to previous lines.

o 73% of patients maintained or achieved a
complete cytogenetic response (CCyR) and 60% a
major molecular response (MMR).

o Responses were much better in patients who
started asciminib for intolerance than in those who
started it for resistance

Poster Presentations
1708. Toxicity of Asciminib in Real Clinical Practice; Analysis of Side Effects and Cross-Intolerance with Tyrosine
Kinase Inhibitors

Lucía Pérez-Lamas. Hospital Ramón y Cajal



o This study examined QoL and the impact of
financial burden in QoL of patients from the only
Ethiopian center providing TKI therapy to CML
patients from all over the country. Tikur Anbessa
Hospital

o The top three most prevalent clinically relevant
problems were physical functioning (60%),
emotional functioning (40%) and social
functioning (38%), being pain the most prevalent
symptom. Contrary to what is seen in high-income
countries, financial difficulties was the most
reported (89%) non-clinically relevant problem.

o It was observed a statistical significant association
of higher financial difficulty with a greater impact
on daily life.

Poster Presentations
2306. Health-Related Quality of Life and Financial Burden of Ethiopian Patients with Chronic Myeloid Leukemia
Receiving Tyrosine Kinase Inhibitors

Fabio Efficace, PhD. GIMEMA



ASH 2022
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