November 2013 PBAC Meeting Outcomes - Deferrals

	Drug and Form
	Drug Use and Type
	Listing Requested by Sponsor
	PBAC Outcome and Comments


	CRIZOTINIB
200 mg and 250 mg, capsule
Xalkori®

Pfizer Australia Pty Ltd
Major submission
	Non-small cell lung cancer (NSCLC)
	Authority Required listing for treatment of a patient with Anaplastic Lymphoma Kinase (ALK) positive non-small cell lung cancer (NSCLC) who has disease progression following at least one platinum-based chemotherapy.

	The PBAC considered that the cost-effectiveness of crizotinib was not supported by approach used in the submission.

The PBAC considered that the submission’s claim of superior effectiveness in terms of progression free survival (PFS) was adequately supported by the data in the comparison versus pemetrexed, showing a difference in median PFS of 3.5 months. The PBAC noted that this PFS gain was of similar magnitude to the incremental PFS gains observed for the TKIs (afatinib, erlotinib and gefitinib) proposed for use in EGFR mutation-positive NSCLC as considered at the July 2013 PBAC meeting.
The PBAC noted that the validity of PFS as a surrogate for overall survival (OS) or for quality of life in NSCLC had not been demonstrated in the submission. Nor had the submission addressed whether PFS is of direct patient relevance for quality of life.
The PBAC noted that there was no statistically significant improvement in survival for crizotinib versus chemotherapy in the primary (unadjusted) analysis. 
The PBAC considered that the 12-month advantage in median OS used in the economic model, based on the comparison of arms extracted from non-exchangeable trials was inappropriate and likely to overestimate the comparative treatment effect of crizotinib.
Although proposing to support the application on the basis of acceptable comparative effectiveness, the PBAC deferred the application for crizotinib to ascertain the applicant’s input on its proposed approach to achieve acceptable cost-effectiveness and until such time as MSAC decides to support the corresponding MBS listing of ALK ISH testing (and any other associated molecular testing advised by MSAC) for patients with NSCLC. 


	
	
	Sponsor’s comments:
	Provision of overall survival evidence is an ongoing challenge in oncology necessitating alternative approaches to address reimbursement requirements in the context of the data deficiencies from clinical trials involving cancer patients.
The Sponsor will work with the Committee to enable a pragmatic assessment of the cost-effectiveness of crizotinib in ALK-positive non-small cell lung cancer.


	RANIBIZUMAB
2.3 mg/0.23 mL, injection, vial
Lucentis®
Novartis Pharmaceuticals Australia Pty Ltd

Major submission

	Visual impairment due to diabetic macular oedema (DME).
	Resubmission to request an Authority Required listing for the treatment, by an ophthalmologist, of visual impairment due to diabetic macular oedema as diagnosed by fluorescein angiography.
	The PBAC deferred making a recommendation in relation to the re-submission for ranibizumab for treatment of visual impairment due to DME due to unresolved concerns regarding the appropriate comparator, and the unsuitability of the submitted model as a basis for determining the cost-effectiveness of ranibizumab in the requested treatment setting.

The PBAC considered it was important to resolve the issue of whether bevacizumab can be used as an appropriate comparator for ranibizumab, and if so, how a clinical and economic comparison versus bevacizumab could be conducted, and any implications of conducting such a comparison given that bevacizumab is neither PBS-listed nor TGA-approved for the DME indication. 

The PBAC accepted that ranibizumab is an effective treatment for visual impairment due to DME. However, The PBAC remained concerned regarding the extent of clinically relevant improvement in best corrected visual acuity (BCVA) in patients with better visual acuity (VA) at baseline.

The PBAC noted that MSAC were pursuing resolution of issues associated with use of optical coherence tomography (OCT) testing in relation to the use of ranibizumab. However, the ongoing assessment of OCT testing by MSAC was not a major factor in the PBAC’s decision to defer the current re-submission.


	
	
	Sponsor’s comments:
	The sponsor has no comments.


	RANIBIZUMAB
2.3 mg/0.23 mL, injection, vial
Lucentis®
Novartis Pharmaceuticals Australia Pty Ltd

Major submission

	Visual impairment due to macular oedema secondary to retinal vein occlusion (RVO).
	Resubmission to request an Authority Required listing for the treatment, by an ophthalmologist, of visual impairment due to macular oedema secondary to retinal vein occlusion.

	The PBAC deferred making a recommendation in relation to the re-submission for ranibizumab for treatment of visual impairment due to macular oedema secondary to retinal vein occlusion due to unresolved concerns regarding the appropriate comparator, and the unsuitability of the submitted model as a basis for determining the cost-effectiveness of ranibizumab in the requested treatment setting.

The PBAC considered it was important to resolve the issue of whether bevacizumab can be used as an appropriate comparator for ranibizumab, and if so, how a clinical and economic comparison versus bevacizumab could be conducted, and any implications of conducting such a comparison given that bevacizumab is neither PBS-listed nor TGA-approved for the RVO indication. 

The PBAC accepted that ranibizumab is an effective treatment for visual impairment due to macular oedema secondary to RVO.

The PBAC noted that MSAC were pursuing resolution of issues associated with use of optical coherence tomography (OCT) testing in relation to the use of ranibizumab. However, the ongoing assessment of OCT testing by MSAC was not a major factor in the PBAC’s decision to defer the current re-submission.



	
	
	Sponsor’s comments:
	The sponsor has no comments.
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