
22nd March 2012   

CML Support Group Statement.

                                                 .

NICE Final Appraisal Determination (FAD) for dasatinib, nilotinib and standard dose imatinib for first line use as treatment for Ph+ CML.

We are disappointed, but not entirely surprised, by part of the final appraisal document as published by NICE today on their website (see link below).

http://www.nice.org.uk/nicemedia/live/13095/58550/58550.pdf
· Nilotinib is recommended for 1st line use provided that Novartis make it 

         available at a confidential discounted price (PAS). 

· Imatinib is also recommended at its present published price.

However, 

· dasatinib is not recommended, although chronic stage CML patients currently receiving treatment with dasatinib will continue to receive dasatinib until they or their doctor decide otherwise.

There is no denying that dasatinib is an effective therapy, since the FAD finds it to be as effective as nilotinib and states that both dasatinib and nilotinib have been found to be more clinically effective than imatinib.

We view this as simply an argument about the price of dasatinib.

We believe, should the FAD be confirmed and NICE Guidance be issued, good 

arguments can be ad[image: image1.jpg]=SB,

cmisupport




vanced that would enable future patients to get access to 

dasatinib via the Cancer Drugs Fund (CDF) should it be the most effective therapeutic option.  

The provisions of Section 4.1 of the CDF (see link below) provide the rationale and are available to be used by a patient’s clinician when making an application to the clinical panel that assesses applications made to the Fund.  

http://www.dh.gov.uk/prod_consum_dh/groups/dh_digitalassets/documents/digitalasset/dh_125449.pdf
An alternative route to access dasatinib would be through an Individual Funding 

Request (IFR) to a patient’s Primary Care Trust, although we would recommend the Cancer Drugs Fund as a more realistic course of action.

It is worth remembering that nilotinib would also have not been recommended on cost effectiveness grounds if Novartis had failed to offer a discount (PAS) on the list price.

In the Appraisal Consultation Document prior to this FAD, the appraisal committee noted that even standard dose (400mg) imatinib was 

“...on the borderline of being a cost-effective first-line treatment in some 

of the analyses presented”.  

The economic models used by the health economists that assessed the cost 

effectiveness of TKI therapies for CML, are now so complex and unstable that they 

quite often produce contradictory results.

One example of a contradictory conclusion is as follows. When the dose intensity of nilotinib is at the official  recommended level (Summary of Product Characteristics) and changes are made to the average time spent on imatinib, or nilotinib when used as a second line treatment, the model 

“...reversed the relative cost effectiveness of nilotinib and imatinib.”

Another example is this; in the current appraisal the model indicates that none of the three drugs are cost effective as second line treatment, following first line treatment with any one of the three. 

Yet in the previous appraisal for imatinib intolerant and resistant CML, another model found that nilotinib was indeed cost effective. 

The NICE Appraisal Committee’s response is to these contradiction is

“The Committee acknowledged that the analyses produced apparently inconsistent results (with NICE technology appraisal guidance241) about the cost effectiveness of second-line treatment with a tyrosine kinase inhibitor but accepted that 

consideration of second-line treatments was outside the remit of this appraisal. 

It also accepted that the evidence on which to reach a definite conclusion was 

insufficient and conflicting, that there was considerable uncertainty around these ICERs, and that more data were needed to fully assess the cost effectiveness of first and second-line tyrosine kinase inhibitor treatments.”  

Our response is that this is a prime example of voodoo economics. 

As you are all aware, there are now an increasing number of treatment options for CML available to clinicians in their increasingly successful efforts to secure patients survival over the long term. 

Constructing models, which seem to vary from appraisal to appraisal, that capture all these possibilities involves economists making a series of assumptions, which are then extrapolated over very long time spans. Small changes in inputs are capable of 

producing huge variations in outcomes as the above two examples show.  

To us this indicates a lack of confidence in the models for CML, that no amount of 

additional short term data can remedy.      

It should also not be forgotten that this is the fifth consecutive appraisal for cancer drugs where NICE has either delivered a negative recommendation or one so tightly restrictive that routine access to the drugs involved is not available for all patients.

As we have pointed out elsewhere, using the upper dose limits for imatinib in the 2003 NICE Guidance, list price dasatinib works out at £2,000.00 per year more, or a 7% price increase, over (almost) a decade that saw an increase in inflation of just 

under 25%. 

Its not as if UK list drug prices are high, as last month’s Department of Health 

publication of its drug pricing regulation scheme report demonstrates. 

It finds that UK drug prices are:

 “....significantly lower than in the USA; and lower than those in other European   

  comparator countries.”

CMLSg have until 5th April to appeal against the recommendations in this FAD. We 

intend to study it carefully and review the available clinical evidence to discover if we can meet the very precise grounds on which an appeal can be made.

We will also continue to urge BMS to actively consider entering into a similar price 

discount scheme for dasatinib to that agreed by Novartis for nilotinib.   

Early next week we will make some suggestions as to what you can do to register your response to this very disappointing news for future CML patients in England and Wales. 


