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NICE Guidance on Drug-Eluting Stents 

Statements from the British Cardiovascular Intervention Society (BCIS) and the British Cardiovascular Society (BCS)

London (6 August 2007): The following statements are released today by the BCIS and BCS: 

1. Joint Statement from the British Cardiovascular Intervention Society and the British Cardiovascular Society

We are surprised, disappointed and very concerned by the preliminary guidance from NICE (review of NICE technology appraisal guidance 71), which recommends that drug-eluting stents (DES) are not used in the treatment of coronary artery disease. 

This advice is at variance with established clinical practice and international guidelines, ignores the results of well-conducted international randomised controlled trials and has been heavily influenced by the findings of a deeply flawed audit from a single UK centre. Our experts have repeatedly explained this to the NICE committee but their evidence has so far been ignored. 

Coronary angioplasty is the most commonly used method of treating coronary artery blockages; and is performed 3 times more often than coronary artery bypass grafting (CABG) in the UK.  If  “ordinary” (bare metal stents) are used the blockage will recur in about 13% of patients (restenosis), to the extent that a second procedure is required.  When drug-eluting stents are used the risk of recurrence falls by 75%, fewer patients are exposed to the risk of a 2nd procedure, and cardiologists can treat more patients without the need for open-heart surgery. 

Drug-eluting stents are expensive and we have never argued that it is appropriate to use them in all patients.  Nevertheless, it seems clear that certain patients are at particularly high risk of clinical restenosis and the judicious use of drug-eluting stents in these patients can be very cost-effective. Indeed, we have demonstrated this to the NICE committee using calculations based on high quality data drawn from the world literature and contemporary NHS costs.  

We believe this NICE assessment is both perverse and flawed and intend to challenge these recommendations vigorously. 

Dr Nick Boon




Dr Martyn Thomas

President British Cardiovascular Society
President, British Cardiovascular Intervention Society
2. BCIS Statement (supplementary statement)

The British Cardiovascular Intervention Society (BCIS) is an affiliated group of the British Cardiac Society and represents the views of the angioplasty community in the United Kingdom. We have read the NICE appraisal consultation document with regard to the use of drug eluting stents (DES) for the treatment of coronary artery disease (review of NICE technology appraisal guidance 71). We note that the preliminary guidance is that “drug eluting stents are not recommended in the treatment of coronary artery disease.” 

We are deeply disappointed by this draft guidance and will make every effort to ensure this conclusion is reversed before the final guidance is produced. 

Coronary angioplasty is the most commonly used method of treating coronary artery blockages; and is performed 3 times more often than the alternative treatment coronary artery bypass grafting (CABG) in the UK. It is used when patients experience angina (despite tablet therapy) which significantly interferes in quality of life. CABG is much more expensive for the NHS and carries a higher risk to the patient. For most patients angioplasty is a simple procedure that is well tolerated relieves symptoms and can be undertaken as a day case.

The problem of coronary angioplasty using “ordinary” bare metal stents is that in approximately 13% of cases the patient may need a repeat angioplasty treatment in the first year.  This is due to a build up of scar tissue inside the stent (clinical restenosis) resulting in recurrent symptoms. The introduction of stents which also deliver a drug to the heart artery itself has reduced this chance of recurrence by an impressive 75%, thereby ensuring that far less patients (<5%) need to come back for a 2nd procedure, allowing cardiologists to treat more patients without the need for open heart surgery. 

We believe the current NICE assessment has been fundamentally flawed from the outset and medical experts representing BCIS called in by NICE have explained this to the committee repeatedly. Thus far our presentation of the scientific data showing the amount of benefit from drug eluting stents has been inconceivably ignored. 

The current report from NICE is based on a local audit from a single interventional facility in the United Kingdom, whereas what the experts presented were. peer-reviewed, independently monitored, large randomised trials. We believe this type of data is the correct way to come to conclusions regarding the degree of benefit from drug eluting stents, whereas the type of local un-audited, small-sample data used by NICE to come to their current conclusions is subject to such systematic bias that it is of little value and certainly should not be used to establish National Guidelines. In essence guidelines that influence patient outcome should be based on well-performed, multi-centre randomised international trials which is not the case with the current guidance. 

In addition the costs of DES used to calculate cost effectiveness in the current guidance are grossly inflated compared to the true costs that hospitals pay today in the UK, making them appear less cost effective than they truly are.

BCIS understands that the resources of the NHS are not limitless and should be spent in a responsible manner. We have never argued that DES are required by all patients, our argument has always been that they should be mandated in those patients at particular risk of repeat procedure (those with small vessels , long narrowings and diabetics); Such patients make up approximately 40%-55% of all patients undergoing angioplasty and in these patients we have demonstrated to the NICE committee that drug eluting stents are cost effective. We have also demonstrated to the NICE committee that if DES are limited to these patient groups (and based on the randomised world literature) then they are cost effective within the recognised parameters of the NHS using contemporary costs of DES. 

BCIS believe that the current guidance would result in inferior treatment for patients requiring treatment for angina within the NHS compared to the rest of the world where drug eluting stent use varies from 45% -90%. Our calculations suggest that NICE’s proposals (that there should be no use of DES even in the highest risk, most likely to benefit group) will result in over 5000 patients requiring a repeat angioplasty that they may not have needed if given DES. A repeat angioplasty itself carries a clinical risk. Waiting lists will grow and the cost of treatment for coronary artery disease for the NHS will increase. 

Finally, patients who are turned down for surgery may well have no treatment at all as cardiologists will not be able to use DES in these highly complex patients. Many patients will have little choice other than to accept that their quality of life will remain poor because of angina which cannot be treated because of the lack of availability of this breakthrough technology. We believe this is totally unacceptable and made more so by the decision of NICE to ignore what they purport to require for decision making- the scientific, evidence-based data that was presented to them. 

(Ends)
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