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Dear MP's Name,

I am writing to you in order to express my utter dismay at the NICE (National Institute for Health & Clinical Excellence) Appraisal Committee’s preliminary decision not to recommend dasatanib, nilotinib or high-dose imatinib for NHS treatment of Chronic Myeloid Leukaemia (CML) patients resistant to standard dose imatinib (Glivec). 

This is a crushing blow for patients already diagnosed with CML  and also for around 40% of the 600 people  newly diagnosed with this life threatening disease in the UK every year.

Patients who are showing early signs of resistance together with those who have sub-optimal responses to standard dose imatinib are at the most immediate risk. They will  face a bleak  future should the committee confirm their preliminary recommendation in June this year.

I ask for your urgent support in persuading the appraisal committee to reconsider its  recommendation. If NICE go ahead and ratify this ACD (Appraisal Consultation Document) as their Final Appraisal Determination (FAD) on June 9th it will  be devastating for a significant proportion of CML patients throughout England, Wales and N. Ireland. 

Scottish patients will continue to receive these very effective drugs as second line therapy.

Although imatinib, the current first line therapy,  is a wonderful drug, it is not suitable for all patients. 

For some patients the side effects can prove intolerable and for others, around 23%, the drug, at the standard dose of 400mg, does not work which results in their having to seek access to more effective treatments. This last group of patients are classified as having imatinib resistant CML. The drugs that are the subject of this NICE appraisal are very effective as an alternative therapy for this group of patients.

Many patients in the UK are currently benefiting from these 2nd generations therapies  and their doctors  can verify the efficacy of both through their own clinical practice. However, NICE stubbornly refuses to accept evidence from expert clinicians and international clinical studies as being robust enough for them to guarantee that these drugs will show cost benefit for use within the NHS. 

I am not against health technology appraisal (HTA) systems for drugs or healthcare products in general but I do object to a standard setting organisation like NICE that refuses to recognise that the way they conduct their appraisals is not fit for purpose for the clinical situation they are confronted with, as in this case. 

Cases such as these will increasingly occur because of the new environment made possible by the kind of technological innovation stimulated by advanced industries like pharmaceuticals. 

One way you could demonstrate your support for me, as a CML patient at risk of developing resistance to first line therapy in the future, and as your constituent, would be by written Parliamentary Question. I ask you to urgently consider this option and has provided an example below.

Specimen Parliamentary question

Please ask the Secretary of State for Health what assessment his Department has made of the extent to which the National Institute for Health and Clinical Excellence has the capability to carry out appraisals for innovative inhibitor therapies for rare cancers, where the  target population is very small.

Your Sincerely,

Template Version 2





















Your address











email











tel:

To. MP's name

constituency address.











Date:

Dear MP's Name,

I am writing to you to express my strong objections concerning the decision last week of the NICE (National Institute for Health and Clinical Excellence) Appraisal Committee not to recommend any of the three drugs assessed for the treatment of Chronic Myeloid Leukaemia (CML) patients who exhibit resistance to the standard dose of the current first line therapy drug.

Their decision is not final and I am writing to you to seek your support for the Committee to reverse its decision before the 27th May deadline imposed for responses.

The most productive way you could demonstrate your support would be a written Parliamentary Question to the SoS for Health questioning NICE’s capability to carry out assessments for drugs like these whose target populations are very small.

The NICE Committee’s own appraisal confirms that it is clear each drug can, to use their words, “provide clinical benefit” for this patient group. So do leading UK clinicians in their evidence to the Committee.

The problem is that the drug trial studies the appraisal is based on do not, in the Committee’s opinion, permit them to quantify exactly how much benefit is obtainable.

However constructing and executing a study that NICE say is acceptable to them to establish this would prove impossible. The process therefore becomes a Catch 22 situation worthy of Communist regimes of Eastern Europe in the last century.   

The patient population able to be recruited onto the trial is so small that numbers actually recruited would never reach optimum size. The available annual UK patient population that would qualify is around a 120 but this would include patients in Scotland where these drugs are already available. As they are in countries in Western Europe. 

The comparator drugs on such a trial are dated, known to be less effective and in one case are unable, under any circumstances, to halt disease progression leading eventually to death. Continued retention of recruits, assuming recruitment was possible, for this arm of the trial would be impossible.

As would an insistence that supervising specialist medical staff be unaware of which drug was being given to a trial patient since neither drug delivery or known side effects are uniform. Delivery is either orally or  subcutaneously and side effects are specific to each drug involved.

The insistence by NICE that an acceptable level of evidence can only be provided by trials designed using such criteria constitutes a failure to recognize these novel innovative therapies require equally innovative approaches to appraisal. 

Their refusal to even recognize a problem exists when confronted with products aiming to provide benefit to a very small numbers of patients appears  representative to me of a well entrenched bureaucracy comfortable in its practice and complacent in its outlook.

It’s outrageous that, as a consequence, so many will have to loose their lives waiting for NICE to drag itself into the new environment initiated by these second generation inhibitors. 

I, and all those affected, would really appreciate your support in attempting to obtain a reversal of this preliminary recommendation.

Yours Sincerely,
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Dear (MP's name)


Please confirm that  the  Secretary of State for Health  will stand by his words that the  reform of our NHS will  give all UK patients “real choice for the first time”.

Yet another decision by NICE flies in the face of these words and is a potential disaster for patients diagnosed with Chronic Myeloid Leukaemia.

On May 6th, The NICE Appraisal Committee published their preliminary decision not to recommend dasatanib, nilotinib or high-dose imatinib for NHS treatment of CML patients resistant to standard dose imatinib (Glivec). 

If NICE appraisal committee  endorses their recommendation at their next meeting on 9th of June,  CML patients living within the borders of England, Wales and Northern Ireland  will be denied  access to the best available therapy and clinical care that the citizens of Scotland and other western EU member states will continue to expect as their right.

The therapies in question represent the very cutting edge of cancer therapy and control this devastating disease in the long term. This means that citizens diagnosed with CML can expect to live normally and continue to work, pay their taxes and, if retired, enjoy a full and healthy life by reaping the benefits of a life time of NI contributions in support of the NHS. 

NICE must move into the 21st century and recognise that we are living in a new era of cancer therapeutics with an increasing ability to use novel targeted cancer therapies being developed by pharmaceutical companies from an increasingly sophisticated knowledge base of the research community. This means that we are closer to effectively controlling the increasing threat posed by the increase in cancer diagnoses to western industrial societies. 

Please lend your support of me and all CML patients in the UK  and appeal to the NICE appraisal committee to recognise the reality of targeted cancer therapies and personalised medicine by 

reconsidering its  decision to deny these undoubted clinically effective therapies to all UK citizens living south of the Scottish border.

We want  “real choice” rather than “no choice” for all UK CML patients. 

Yours Sincerely,
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Dear MP's Name,

I wish to express my deep concern at the recent NICE negative draft recommendation for three innovative targeted cancer cell therapies, currently used for the treatment of patients diagnosed with Chronic Myeloid Leukaemia who are resistant  or have a sub-optimal response to the standard dose of the current first line therapy drug specific for this rare cancer. 

NICE accepts use of these drugs has shown clinical benefit for this group of patients. This is hardly surprising since the assessment they commissioned also arrived at this conclusion which was, in any case, also supported by evidence from leading UK specialist clinicians.   

The conclusion of the SHTAC assessment report commissioned by NICE states:

'the results of single arms studies suggest that the interventions dasatinib,  nilotinib and high dose imatinib can lead to improvements in haematological and cytogenetic responses in people with imatinib  resistant CML.'

However the committee  have concluded that the exact degree of benefit cannot be calculated because they do not accept  the way international studies, that confirm clinical  benefit, are constructed . 

Therefore the committee has produced a preliminary appraisal that does not recommend the use of these drugs as 2nd line therapy, within the NHS.

Perversely, in the same document, NICE does recommend that patients who are already treated with these drugs will  be allowed to continue treatment until their doctor considers there is no longer any clinical benefit. 

They do so whilst at the same time denying access to future newly diagnosed patients and existing patients who have sub-optimal responses who develop resistance to standard dose first line therapy (400mg imatinib/Glivec).

I view this as contradictory, but this appraisal committee seems not to.

The new therapies, will certainly have clinical benefit to 50% of resistant patients within 3 months and many more over time, thus proving to be life saving with effective control of the disease which translates into a reasonable expectation of normal life expectancy for the majority.

The draft recommendation also goes against the direction of travel we see prevailing in Scotland and other Western European countries where these drugs will continue to be available.

These countries agree with international data that shows that the drugs do have benefit to CML imatinib resistant patients and have, unsurprisingly, taken the rational decision to allow patients continued access. 

Exactly which drug and at what particular dosage is a  decision to be taken by patients cooperating with their specialist clinicians, who have the best knowledge of a particular individual’s clinical circumstances.

It seems,  in England, Wales and Northern Ireland,  the only decision for expert clinicians and their patients who are resistant to first line therapy will need to make, will be how best to slow down imminent death.

I suppose Andrew Lansley would argue that patients can exercise choice, but its certainly not the kind of choice CML patients anticipated, nor one the British public might expect to have to make.

Yours Sincerely,

