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CONCLUSIONS

BACKGROUND RESULTS

METHODS

■Ponatinib is a third-generation tyrosine kinase inhibitor (TKI) used to treat
chronic myeloid leukemia (CML) and Philadelphia chromosome-positive acute
lymphoblastic leukemia (Ph+ ALL) after failure or intolerance to previous TKI
lines or if a T315Imutation is detected.1

■Real-world data on ponatinib treatment are limited but are important to evaluate
the effectiveness and safety of ponatinib and optimize its use in daily practice.
■ In this prospective registry, we evaluated data on ponatinib use in routine
clinical practice in CML and Ph+ ALL patients collected during a 3-year period
in Belgium.

■Treatment-related adverse events (AEs) were reported in 34 patients (68%);
rash (26%) and dry skin (10%) were most common.
■Six (12%) patients reported ≥1 treatment-related serious AE. Treatment-related
serious cardiovascular events were coeliac artery stenosis, palpitations and
hypertension.

■Median follow-up was approximately 15 months for CML and 4.5 months for Ph+ ALL patients.
■Best response was a major molecular response (MMR) in 58% of CML and 41% of Ph+ ALL patients.
■Of 20 patients who started ponatinib due to intolerance to previous TKIs, 9 (64%) CML and 4 (67%) Ph+ ALL patients achieved an MMR.

Baseline patient characteristics

Safety

Treatment outcomes
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■The results obtained in this real-world registry in Belgium are in line with those
of the PACE trial,2,3 and support the use of ponatinib in patients with CML and
Ph+ ALL after failure or intolerance to previous lines of TKIs or who have a
T315Imutation.
■Deepmolecular responseswere observed as best response inmostCMLpatients
and a large proportion of Ph+ ALL patients. In Ph+ ALL patients, deep molecular
responses occurred more frequently in intolerant versus non-intolerant patients.
In general, responses occurred rapidly.
■No new safety signals were detected other than those previously reported.2,3
■This registry will continue the collection of real-world data, increasing the
number of patients and allowing for longer follow-up.
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D, day;M, month; D0, the start of reimbursement of ponatinib in Belgium, i.e. March 1, 2016

SD, standard deviation;N, total number of patients; n, number of patients in respective category
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Three-year estimatedoverall survivalwas85%and86%,respectively, inCMLandPh+ALLpatients andestimatedprogression-free survivalwas96%and57%,respectively.

All
patients
(N=50)

CML
patients
(N=33)

Ph+ ALL
patients
(N=17)

Age in years, median (range) 58 (19–83) 58 (19–83) 56 (28–80)
Age in years, mean (SD) 56.2 (15.56) 56.8 (15.62) 55.1 (15.86)
Female, n (%) 19 (38%) 12 (36%) 7 (41%)
Previous TKI lines, n (%)
1 TKI 4 (8%) 3 (9%) 1 (6%)
2 TKIs 23 (46%) 12 (36%) 11 (65%)
≥3 TKIs 23 (46%) 18 (55%) 5 (29%)
Presence of mutations, n (%)
T351I 12 (24%) 6 (18%) 6 (35%)
Other 10 (20%) 5 (15%) 5 (29%)
Not determined 3 (6%) 3 (9%) -
Medical history, n (%)
Liver disorder 2 (4%) - 2 (12%)
Pancreas disorder 2 (4%) 2 (6%) -
Reduced kidney function 6 (12%) 2 (6%) 4 (24%)
Hypertension 17 (34%) 11 (33%) 6 (35%)
Cardiovascular disease 19 (38%) 13 (39%) 6 (35%)
Smoking 13 (26%) 10 (30%) 3 (18%)
Diabetes 8 (16%) 5 (15%) 3 (18%)
Hyperlipidemia 5 (10%) 4 (12%) 1 (6%)
Hypercholesterolemia 6 (12%) 2 (6%) 4 (24%)
Significant alcohol abuse 4 (8%) 4 (12%) -
Other 36 (72%) 21 (64%) 15 (88%)

Intolerant, those who started ponatinib due to intolerance to previous TKIs; non-intolerant, those who started
ponatinib due to reasons other than intolerance to previous TKIs (progression, T315I mutation, refractoriness).
Percentages may not total 100 due to rounding.
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D, day; M, month. D0, the start of reimbursement of ponatinib in Belgium, i.e., 01 March 2016.

Prospective data collec�onRetrospective data collec�on

Registry start

M36

Named Pa�ent Program

D0

Current analysis

• Adults ≥18 years of age
• CML or Ph+ ALL pa�ents
• Treated with pona�nib on or after 01 March 2016

Registry end

Each bar represents an individual patient. Patients with CMLwere in chronic phase, except for 3 indicated patients: Blastic myeloid phase; Accelerated phase; Blastic lymphoid phase;CCyR, complete cytogenetic response;
MR2, molecular response;MMR, major molecular response; ASCT, allogeneic stem cell transplantation


