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White
Good evening.  Tonight:  When is a potentially sight saving drug worth the money?  And the technology which is allowing shops and offices to shout a cheery "Hello" to visually impaired passers-by?

But first, a leading diabetes charity has claimed that thousands of people risk losing their sight because NICE - the National Institute of Health and Clinical Excellence - has refused to approve the use of the drug Lucentis to treat Diabetic Macular Oedema.  The condition, known as DMO, leads to changes in the blood vessels in the centre of the eye until a gradual blurring of the vision is the result.  In its latest report NICE says that the results of Lucentis with this condition don't justify the cost as compared with other treatments such as laser.  The decision means that local primary care trusts are not obliged to approve its use.  Well Clive Worrall has had Type 2 Diabetes over the last 20 years, until last year his eyesight was fine but then he began to experience problems for which laser treatment was prescribed.  But it failed to help him and his ophthalmologist then wanted to try Lucentis.  His local primary care trust though, in Bolton, turned him down.  Well Clive explained the problems at work he was experiencing because of his failing sight.

Worrall
I work as a dispatcher for a breakdown company.  On the telephone system that we use it's an LCD colour display screen which I'm finding it a little difficult to read.  Went in for an appointment with the specialist last week and he confirmed basically that there is deterioration in the eyesight from the previous appointment, about six weeks previous to that.  If the more cost effective treatment, i.e. what they're saying is laser treatment, if that is not working in my particular case yes Lucentis may be more expensive, however I'm 51 years old, I've got about 15 years of working life left, if my eyesight does deteriorate I won't be able to work and it's the cost to the country of basically benefits because I won't be able to work.

White
Clive Worrall.  Well Professor Yit Yang is a consultant ophthalmologist at the Royal Wolverhampton Hospitals Trust.  He told me about the differences between the effects of laser and the drug Lucentis in treating DMO.

Yang
Laser is a heat treatment, if you like, in a very small dose, so it destroys tissue in very, very small quantities and in a very selective and careful way.  Laser is supposed to improve the oxygenation, improve some of the blood flow characteristics at the back of the macular and then improving the oedema, that's how we believe that laser works.  So it is after all a destructive treatment and there's a limit to how much you can use it.  Whereas Lucentis treatment we inject this drug into the eye and it works on the elements in the blood vessel and the blood stream and also the molecules at the back of the eye to stop the blood vessels from being so leaky.  So it's an entirely different therapy which is not as destructive as the laser.  We treat traditionally - and up to now we still do - treat Diabetic Macular Oedema with laser treatment and we've been doing that for nearly 20 years.  It works to a certain extent, it works quite well in the very mild cases and in a lot of cases we get some visual improvement but unfortunately in a lot more cases we don't - there's still a slow decline in the eyesight, even with the laser treatment.  So Lucentis has been great because in these studies that have been done and published they've shown that with adding Lucentis treatment to these eyes that either have had laser or have not had laser they get a gain in their vision.

White
So why, in your view, has NICE at the moment said that it will not recommend Lucentis in these cases?

Yang
Yeah, at the moment the decision from NICE is that it's not cost effective, which I think is understandable because the drug itself is very costly and in a diabetic macular oedema person we have to repeat the treatment quite frequently.  So NICE is not saying that it's not effective, NICE is saying that it's just not cost effective enough.

White
Of course Lucentis is already being used to treat people with the form of macular disease known as Wet AMD, we've talked about it a lot on the programme, so what's the difference - NICE has agreed that, what's the difference between that and DMO?

Yang
That's down the cost effectiveness issue.  In Wet AMD if you don't treat with Lucentis the eyesight goes down a lot and there's no real alternative that can stabilise the vision. So in the Wet AMD case the effectiveness of Lucentis is a lot greater than the alternative.  In the case of DMO you still get an effective treatment over laser but the difference is not as great between the two in DMO.

White
But I mean we've just talked to a man called Clive Worrall who was having laser treatment, it hadn't been effective but he's been turned down for Lucentis, so it does sound - you would obviously if you had this decision and one thing had failed you'd want the chance to try the other wouldn't you?

Yang
Yes and the chance that you have is purely that - you would not tell such a patient that laser's failed, we're going to try Lucentis and you will have a 100% chance of improvement, no you cannot tell that patient that, you can only tell the patient that there's probably a greater chance that they've had than what the laser gave and we have to find some way to help people like this patient in some way to give them that chance.

White
And some people have been - already have been treated with Lucentis and there are trials going on, what have the results been like?

Yang
They've been very encouraging, reflecting all the published data on Lucentis, it's still not 100%  treatment but overall it's better than the laser.

White
Are you still hopeful that Lucentis might get NICE's approval?

Yang
Yes I'm always hopeful, I think until the moment that we get a final decision from NICE, you know there's still this appeal opportunity to go yet in the next few weeks.

White
Professor Yit Yang.  Well we did ask Novartis, the company which markets Lucentis in the UK, for an interview about the performance of Lucentis and NICE's suggestions that the realistic costs have been underestimated.  They said they were unable to due to the time of year - holidays etc. - but this is the statement they sent us.

Novartis Statement
Novartis is pleased that NICE has recognised the rapid and sustained clinical benefits of ranibizumab or Lucentis compared to laser.  However, Novartis considers the conclusions from NICE that the revised cost effectiveness model includes assumptions that do not reflect expected clinical practice to be based on a conservative view on issues where the evidence is sparse or does not yet exist.  This has resulted in a recommendation which ultimately means patients could be denied a treatment option which can improve vision in four out of 10 cases.

Well charities such as the RNIB and Diabetes UK are intending to challenge NICE's decision.  I'm joined by Steve Winyard of the RNIB.

What new evidence are you hoping to bring?

Winyard
Well it's indeed not new evidence that we have produced but it's new evidence that the manufacturer produced following the appraisal committee meeting earlier this year.  They produced a lot of new evidence and both we, as charities and the Royal College of Ophthalmologists, expected an opportunity to be able to comment on that evidence and in particular we wanted the clinicians, such as Professor Yang, to be able to reflect upon its validity.  However, NICE have rushed the process, as far as we're concerned, and have moved immediately to a final appraisal document which is basically recommending turning down Lucentis.  So we're saying hold on, hold on, we don't have to rush this, there is a lot of new evidence, we want an opportunity to comment on it and we believe that some of the interpretation that NICE has placed upon this new evidence is wrong.

White
Can we just establish the size of the problem - how many people are we talking about who you say could benefit from Lucentis?

Winyard
It's around 5,000 new cases a year who would benefit to a - who could benefit.  Obviously as Professor Yang has said not everyone would but a high proportion of this group of 5,000 people would.

White
And would you accept that this is part of the problem, that you know there isn't a guarantee, you can't say to somebody that laser has failed but this will succeed?

Winyard
Well I think the better option is just Lucentis and I think that's really what the committee's looking at, not a combination.  And as with any treatment you don't know which of the 5,000 people, if you know that 90-95% will benefit obviously there's a small group that won't but there's a very large number of people, such as Clive, and it would make a really big difference to his life.

White
Do you think the claims about Lucentis may, as NICE say, they may have been overestimated and its cost underestimated?

Winyard
Well I think we need to look at that and as I say we want to engage in this dialogue.  We certainly feel in relation to some groups, particularly those with a much greater retinal thickness, there's a lot of evidence that Lucentis works very well and laser doesn't work.  So even if NICE wants to, in the end, say no to some groups of people there are other groups - and Clive might well be one of them - where Lucentis works very, very well and laser doesn't work.

White
Of course lurking in the background is always this question of Avastin, which I often raise with you, the fact is given that NICE's objections of this are largely about cost, they're not saying it doesn't work, isn't this yet more evidence that this other drug, that we've talked about, which does the same kind of thing and comes from the same sort of source it's desperate to get that into use?

Winyard
Well we know that the evidence base in relation to Avastin for use in Wet AMD is growing all the time, we're getting trials, but the evidence base here for use in DMO is very, very limited and in particular people with diabetes have a lot of complications in their lives already - medical complications.  So it really makes sense to use a licensed treatment that has been properly tested for safety, particularly, so let's put that to one side.  I think the issue that we are keen for the Department of Health and NICE and the manufacturer to look at is some sort of patient access scheme which might allow the price to be adjusted in certain circumstances, as we know with AMD after 14 treatments it's the manufacturer that picks up the cost...

White
So that could happen with DMO?

Winyard
Well you know maybe with DMO, yes, that's one way forward possibly.

White
Can I just ask you very quickly how optimistic are you that you can change NICE's mind?

Winyard
Well I'm optimistic that they will have another look at it.  We want a second bite at the cherry, we want to be able to comment on the new evidence and then we do want NICE to find a way forward so that people like Clive can keep their sight.

White
Steve Winyard, thank you very much indeed.

Now the mere act of walking down a street if you're blind, putting one foot in front of the other, isn't the problem, the difficulty is finding the precise place you're looking for - one shop doorway feels much like another to a white cane and they still haven't bred dogs who can read office signs.  But, you've guessed it, technology has been working away at this problem for some time.  So when our reporter Lee Kumutat and Dr Mike Townsend, of the British Computer Association of the Blind, went to the Sight Village exhibition recently in Birmingham, one of the things we asked them to look out for were these kinds of developments.  They didn't let us down, starting with Mike and something called Step Hear.

Townsend
It's a device that you plug on the wall and then you go near it with what's called an RFID reader - that's a tag reader - and when you get near to the thing it'll announce either through your wristband or something you're carrying what you're near.  It's a bit like the React System but the React System is like a public announcement - you go along and you trigger it and it says railway station right ahead and everyone looks round and they say oh what set that off.  But this is more private.  But it still requires lots of thing to be placed in the environment and my problem with that is that we're not going to get the environment filled with all these gadgets, so we won't be able to know where we are using this system all over the country.  I think Transport for London are thinking of using them to guide sighted people - everybody, the general public - around the Olympic Games and the Paralympics.  So they'll be in the environment and I could read those with my mobile phone.  And also there'll be other things, so if you go to a shop now, if you've got a Bluetooth mobile phone you get adverts pumped at you from the shop.  So already the shop is telling you I am here.  And next year there's going to be what's called Near Field Information and it's going to suck money out of your phone, if you pay for something, you just go near it and it sucks money out of your phone.  Well that could also tell you where you are.  So I don't think we need these special things.

White
So when you say that they won't going to have all these special things, you mean it'll be at thing that certain shops will do and you'd be able to identify those shops whereas what you're talking about, incorporating it into your phone, that's signalling that everybody will soon be using?

Townsend
Everybody wants information in the environment, they want to know what shop is nearby and the shops want to tell you.  I would like to ride on the back of mainstream products rather than paying lots and lots of money to put lots of these things around and then keeping them maintained because they go out.

White
Lee, what's your take on this Lee because we've been discussing this over the last year really, as it were special versus mainstream in technology terms?

Kumutat
I'd like to think that Mike is right but I think the point is that most people can look around and see shops, so I'm not sure that people are going to particularly put information in that is necessarily going to be useful for us.  Which kind of brings me in, just talking a little bit about something that I saw that I think's quite interesting.  It's not new but it's a product called Voice Eye and I like this product simply because it's about building accessibility into something that is mainstream.  So, for instance, someone in an organisation generates a document and then they ask the computer to attribute a code to this document and contained within this code is all the information on that document, it appears in the right hand corner of your page when you print it out and you download a free app for your iPhone or your Android or I think they do have a PC based piece of software as well, and if you get a document with one of these codes on it you scan it with your iPhone or your Android and instantly you've got that document stored in your phone to do with what you need to do.  And I personally think, if we're talking about mobile phones, that is going to be the way forward.

White
So are you saying that everybody will be having these signals in their documents?

Kumutat
Yeah I do think so.  It's an initial outlay for organisations but if you think about it an organisation such as the DWP that has to source out for Brailling or for audio production any information will be able to produce one document for everybody with this code embedded in it and somebody can get a piece of mail, scan it with their phone and then access it.

White
So it might be this is how you claim your Disability Living Allowance, something like that?

Kumutat
That's right, all those letters that you receive from DWP you might be able to read for yourself.

Townsend
So Lee's got a much more charitable view of this product.  I've seen it around now for about 10 years, it is widely used in Korea because the government do exactly what Lee has said, they print these special codes on their documents.  However, you've got to persuade a company, a wide range of companies, to print these special codes on all of their documents.  Now one thing that companies tend to do is make all their information available electronically, so I believe that actually Voice Eye is not the future, I believe that actually electronic documents are the future and if you've got your iPhone you'll get the document electronically into it.

White
Want a final word Lee?

Kumutat
I think electronic - everything being electronic is a long way away, I think people are still wedded to a piece of paper and I think in an attempt to make everything accessible this will be the way to go.

White
Lee Kumutat and Dr Mike Townsend.  And incidentally it's getting around which provides the inspiration for the last of my Blind Man's Bête Noir programmes next week.  My whinge this time?  Having to go slowly.

Clip from Blind Man's Bête Noir
White
I'm sure this is clear - have I got the nerve to just go running across?

Voice
Excuse me.

White
Yes.

Voice
Would you like some help crossing the road?

White
Yeah can we go now?

Voice
Oh no, no, no, no, no it's red, honestly, those people are just leaping across.

White
Well that's what I mean, we could have got across in that gap couldn't we?

Voice
Err no because the light's red, I mean I could have probably got across but I really want you to have to rush.

White
Well I am in a bit of a hurry, can we go as soon as there's a gap?  It's clear now isn't it?

Voice
No, I mean yes, I mean yes but not for you.

White
What do you mean?  Look I think I've missed my appointment.

Voice
But these people can all run.

White
I can run, just give me the chance.

Voice
Did you say you're in a hurry?

White
Not anymore.

Well you can hear more of that on Blind Man's Bête Noir next Monday morning - ring a few bells? - that's at 9.30 here on Radio 4.

We love to get your reactions to anything you've heard on the programme, you can call our action line on 0800 044 044 and there's a free download of the programme from our website as from tomorrow.  That's it from me, Peter White, my producer Cheryl Gabriel and the team, goodbye.


