LETTER FROM DR MARTYN THOMAS BCIS PRESIDENT

Dear BCIS Members

Please find attached the following press statements that BCIS and the BCS have jointly prepared. By now you will know that the draft NICE guidance for the use of drug eluting stents for the treatment of coronary artery disease suggests there is no indication (0%) use and therefore there will be no funding. We now enter a consultation period where we DO have an opportunity to change this initial guidance.

I would encourage you to go to the NICE website www.nice.org.uk where draft revised guidance for the use of drug eluting stents will be available within the next few days. If you believe these guidelines are unreasonable, as our statement indicates is the BCIS council view, I would urge you to respond to what is draft guidance (please see instructions below). I understand that this part of the process is very powerful. NICE are obliged to respond to every response they receive via the website. Council will continue to work as hard as possible to change this guidance but it may well be that your input is a crucial part of the process. 

If there was ever a moment when we need the combined efforts of interventionists in the UK then this is it. Please do not feel complacent and let us all down. Everyone, and I mean everyone, should respond in an honest and forthright way to this guidance which BCIS council and the BCS feel are fundamentally wrong and will put UK intervention back by 10 years.

If we end up with a NICE decision for the 0% use of DES and you have not responded in an appropriate way to this E-mail then please do not complain about the process.

I would urge you to take the time to respond.

Dr Martyn Thomas BCIS President

INSTRUCTIONS FOR NICE WEBSITE ACCESS AND COMMENT SUBMISSION

1 NICE Home page www.nice.org.uk 

2 Go to first column under the heading "Get involved" - Ischemic Heart Disease - Coronary Artery stents

3 Click here to identify yourself and then follow the instructions to register a comment

The deadline for comments is 5pm BST on the 28 August 2007

SUMMARY COMMENTS FROM DR TONY GERSHLICK BCIS INFORMATION OFFICER

1. NICE have come up with a base BMS rate of 11% whereas the data presented to them (RCT and BASKET/Scottish registry data) suggests this should be ~13%.  Their figure of 11% appears to be based on a compromise of the data presented and the Liverpool implementation group (they acknowledge the Liverpool figure, 7.8%, is too low).

2. NICE have accepted the excess risk associated with small vessel and long lesions (see diabetics below) 

2. NICE accept that the relative benefit of DES over BMS is too low when taken from the Liverpool group report (35%) and that the RCT suggest this is 70%.  They discuss a restenosis rate <5% for all DES at one year compared to 14% - 25% for BMS.  They cite the BASKET MACE rate of 41% but this was of course at 6 months - the final document calls for re-assessment at one year.  Again they conclude with a compromise benefit of 55% - the source for this is unclear.

3. The price premium is way off at £600 (cost price CYPHER = £937, TAXUS =£815) with BMS price premium therefore at £537 and £659, respectively (averaged to £600).  In a previous publicly available report they have stated that the price premium of £500 (taken from the National Purchasing Agreement) may be too high.  Yet 18 months later they take no account of price reductions and have increased the premium to £600 – the basis of the current cost efficacy analysis!! 

4. Diabetics are excluded altogether based upon USA FDA guidance but in contradiction to current European guidelines. I have asked Susanne Ludgate for clarification.

5. When we presented the model it was very sensitive so these differences (lower BMS base restenosis rate, lower absolute DES benefit and hiked price premium) will have a major impact on cost efficacy.  

6. Interestingly you will see that NICE have, in the body of the document, generally accepted our arguments but not analysed cost efficacy according to them.  They then suddenly come up with what I can only believe to be a series of compromise figures between those of the Liverpool implementation group those from RCTs presented by ourselves. 

7. We need to find out what they believe the price premium is for cost efficacy (using the real RCT figures or their own).

