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3 Feedback on pERC Initial Recommendation
Name of the Drug and Indication(s): VENCLEXTA (venetoclax)
Indication: in monotherapy for the treatment of patients with chronic lymphocytic leukemia (CLL) with 17p
deletion who have received at least one prior therapy, or patients with CLL without the 17p deletion who have
received at least one prior therapy and for whom there are no other available treatment options.
Funding request: As monotherapy for the treatment of patients with chronic lymphocytic leukemia (CLL) who
have received at least one prior therapy and who have failed a B-Cell Receptor Inhibitor (BCRi)
Role in Review : Manufacturer
Organization Providing Feedback: AbbVie Corporation
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Manager, Market Access & Pricing
+1-514-832-7132
Catherine.robert@abbvie.com
3.1 Comments on the Initial Recommendation
a) Please indicate if the Submitter (or the Manufacturer of the drug under review, if not the Submitter) agrees or
disagrees with the initial recommendation:
____
Agrees
____
agrees in part
X
disagree
AbbVie took notice of concerns in regards to Phase 2 non-comparative interim data and the uncertainty around
outcomes such as overall survival and progression-free survival. However, after careful review of pERC
recommendation and summary of deliberations, AbbVie believes that pERC may not have fully appreciated the
extent of the submitted evidence and may have misinterpreted several aspects of the submission:
1. The CGP and pERC reported PFS in patients pre-treated with a BCRi to be less than 6 months. AbbVie notes that
median OS reported in the literature for the same patient population ranges between 2 to 16 months.1-4 The peerreviewed manuscript5 reports a median PFS (mPFS) of 24.7 months with venetoclax in patients pre-treated with
ibrutinib. The Clinical Study Report (CSR) reported estimated 12-month PFS of 71%, 85.7% and 74.2% for the
ibrutinib arm, idelalisib arm and expansion cohort, respectively. Median OS had not yet been reached after a
median follow up of 18.5 months, 16.3 months and 7.9 months respectively. AbbVie believes this support the net
clinical benefit of venetoclax in this difficult to treat patient population facing an extremely poor survival
prognosis, and that pERC might have misinterpreted the extent of the clinical benefit venetoclax is providing.
2. The peer-reviewed manuscript (The Lancet Oncology)5 was submitted as per pCODR’s request following the
checkpoint meeting process and it is AbbVie’s understanding it was to be considered by pERC.
3. Venetoclax is the only CLL treatment with a prospective clinical study to support its use in CLL patients who have
previously failed BCRi therapy, including those with del(17p)/TP53 mutation.6-8 To AbbVie’s knowledge, there
are no planned studies (see clinicaltrial.gov) to compare venetoclax with standard of care in this patient population
and even if one were to be conducted, it would take several years before any findings become available. Similarly,
the final analysis of M14-032 will only be available in two years’ time (2019).
4. Scores from the QoL instruments were misinterpreted by the CGP whereby decreasing scores represent an
improvement of symptoms (e.g. less fatigue is an improvement) as opposed to GCP stated worsening of
symptoms.9 Although patient desire for treatments that improve QoL is noted in the recommendations, no mention
of these results is made. Abbvie is concerned the CGP error led to further misunderstanding by pERC.
5. AbbVie believes too much emphasis might have been given to other factors, such as the health care resources
associated with TLS management of high risk patients and the potential bias from the retrospective study
submitted. We invite pERC to review the explanations provided below.
Considering the high unmet need and extremely poor prognosis in patients with CLL pre-treated with a BCRi, that
venetoclax is the only product studied and indicated in Canada for these patients, that venetoclax is associated to a
mPFS of 24.7 months (in patients pre-treated with ibrutinib) while these patients with PFS typically being < 6 months,
the tolerable safety profile of venetoclax over alternative therapies, the clinically and statistically significant
improvements of quality of life shown with venetoclax, the unlikelihood of any future RCT comparing venetoclax to
standard of care in this patient population, and the compelling patient and clinician input submitted to pCODR, AbbVie
respectfully requests pERC reconsider its initial recommendation and positively recommend the reimbursement of
venetoclax for the treatment of patients with CLL who have received at least one prior therapy and who have failed a
BCRi.
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CLL, it is a standard evaluation for management of patients in need of treatment of recurrent leukemia and, therefore,
will not require extra resources beyond standard of care”.
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