Sent: 06 November 2006 13:12
To: Christopher Feinmann

Subject: response, fludarabine

Importance: High

Reply to thy on of NICE on Fludarabine STA.

1 believe that your that not forfirst of CLL (chronic L leukaemia) s in error.

1 further befieve that your contention that ‘no recommendations can be made in respect to isalso in error.

My reasoning is, briefly, as follows:

The contention of NICE isthat overall ger In the drug has seen fit 1 concur that thisis, at best, unfortunate.

On abroader scale, it is inevitable that directly comparing studies will be problematic since population selection and dosages of the drugs will necessarily vary. Additionally, NICE that the CLL 4 study is'not complete’.

Treatment studies with drugs for CLL are essentially carried out with y) small compared to the general population, rare. Fewer pati I time. Hence, whatever
These disease features should not be used to deny the use of fludarabine in first line cll treatment when the empirical deta strongly suggests ahugely it then il, especially in

T of alone. Prof. Hamblin seid wordsto the effect that, asan appeared to give a ve effect from AIHA instigated by fludarabine treatment in some patients.
The addition of to P the total, and benefits to those patients that have to undergo treatment. | suggest that it is ethical of the manufacturer to assume/request licensing in this case.

NICE states that re-treatment rates and cost of treating pali from been calculated correctly, or not included.
i consider that the px treatment are still, on balance, in the patients’ favour or they would not tret. Th al b ed if patients are not treated at all; hospitalisation for varying lengths of timeisfeasiblein all cases.
The dlinical experts have stated that effectively triage will select would benefit from or in combination. To the costs of or treatment for

| would add here that the contention of the clinical experts that all cll

be tested for therel

NICE 1 does ot eq

overall survival. | cannot argue that thisis untrue; however, | contend that barring evidenceto th , thet v’ eal

sincethey directly affect the most effectivetype of treatment in some patients

all suvival isavery

To conclude, | believe that NICE and ith
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asafront for CLL it

lived, and thereis no

&l model. The di

1 submit tht waiting for

end point of the study, given adisease with a*mean’ survival time of (opinions vary) 16 years, it is not feasibleto * complete’ the study and the UK should take advantage of new developments.
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