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White
Good Evening.  Tonight: the drug companies fined for colluding to discourage the use of a drug which can halt sight loss.  And the struggle of one visually impaired Asian girl to achieve independence against the wishes of her family. 

Now Lucentis and Avastin are not words in everyday use but they're pretty well-known to regular listeners to In Touch. They are drugs, which have both been successfully used to treat a range of eye diseases, the most common of which is wet AMD, or age-related macular disease. But there has been a long-running dispute in this country and around the world about which of them should be used. 

Lucentis is far more expensive than Avastin, but Avastin isn’t licensed for use in the eye in this country and in fact was originally prescribed for treating a range of cancers. Novartis, which distributes Lucentis in the UK, and Roche, which distributes it in the United States, have always argued that it is safer than Avastin. Well now the Italian competition authority has fined the two companies a combined amount of over £150 million for what they say has been collusion to discourage the sale of Avastin in Italy.  Both companies contest the charges, they say they’ll appeal.  

Daniela Minerva, Editor-in-Chief of the magazine L’Espresso, has been following the case and she explained exactly what the two drug companies had been accused of doing wrong.  

Minerva
What happened is that the Authority for Competition send the financial police to the headquarters of Novartis and Roche.  They found an e-mail conversation between the managements of the two companies and between the Novartis CEO Philippe Barrois and the Roche CEO Maurizio de Cicco and the e-mail conversation shows, according to the authority, that the two made arrangements to organise the market – they made an arrangement to shift the market to [indistinct word] Lucentis and downgrade Avastin.

White
Of course Novartis has always said that its main motivation was that Lucentis was safer than Avastin, did they not put this as their main defence?

Minerva
Yes in fact the Authority for Competition is not supposed to look into studies or to look into side effects, they just are supposed to look into the market access and to the market dynamics.

White
What’s the background to this case?

Minerva
Lucentis came into the market a few years ago and before Lucentis did come into the market the ophthalmologists used Avastin off label.  They have been using it since 2007.  Avastin costs about 80 euros each injection, 10 milligrams, while Lucentis costs now about 700 euros for the same injection.  And so when Lucentis came into the scene it was granted access to the national health system, the ophthalmologists continued to use Avastin because they felt that at the lesser price it had the same clinical results.  So they kept using it off label.  Before 2012, according to the ophthalmologists’ society, 90% of the patients that are eligible for those drugs get Avastin.  So for Lucentis it was very difficult to penetrate the market.

White
But what changed that?

Minerva
It changed the fact that in 2012 the Italian Agency for Medicines supposedly looking at the clinical trials that showed more side effects for Avastin than for Lucentis they took Avastin out of the off label drugs that the national health system is ready to pay.  And it was a decision that actually obliged – forced – all the ophthalmology of the national health system to prescribe Lucentis.

White
Well Novartis has confirmed to us that they will appeal against the decision, they say they strongly deny allegations about anti-competitive practices between themselves and Roche and that patient safety and risks arising from unlicensed use of medicines are a critical issue and that this decision openly encourages the widespread unlicensed use of Avastin in the eye.  They also say the decision undermines the European regulatory framework, designed to protect patient safety.  

So what significance could all this have in the UK?  There are certainly similarities with the Italian scenario.  Some UK health authorities have balked at the continued high cost of Lucentis for many years, we first reported on this way back in 2007.  A few have even opted for Avastin.  But the lack of a licence for Avastin to be used in the eye in this country, continued assertions by Novartis that Avastin isn’t proven to be as safe as Lucentis – an assertion largely accepted by charities like the RNIB and the Macular Society – and the approval by NICE – the National Institute for Health and Clinical Excellence – of Lucentis has left those health authorities with little alternative but to pay up.  So will this make any difference to the cost of treatment for AMD and related conditions?  

Helen Jackman is chief executive of the Macular Society.  She was unwilling to comment directly on the Italian case but she explained why the current situation was long overdue for reform. 

Jackman
This issue really brings back to the fore the need for ministers to instruct NICE to undertake a formal appraisal of Avastin, which is something that the Macular Society’s been calling for for several years now.  There’s quite clear evidence now from large scale trials that Avastin is as effective as Lucentis, however, there are still some parties that kind of debate and argue about the relative safety of Avastin and we felt for a long time that given the significant cost of anti-VEGF drugs which we think are estimated at about 1% of the NHS drug budget and growing, given the prevalence of the conditions that anti-VEGF drugs can treat, we really feel that a body with the authority of NICE should intervene and review Avastin.  Put simply if it can be proved that Avastin is safe and effective then the NHS could be making really significant savings.  If it’s not as safe then we shouldn’t compromise patient safety.  We know that there are up to 40,000 new cases of wet AMD per year that could require treatment.

White
Do you think we still don’t know that Avastin is safe?

Jackman
I think this is part of the reason why we want NICE to intervene in this case because there is always going to be debate and I guess you’d be unsurprised to know that on one side of the debate questioning the relative safety of Avastin is significant voice from the pharmaceutical industry along with some researchers and clinicians who say that the trials – IVAN in the UK and the CATT trial in the States – were simply not powered to answer the questions about safety.  So while that debate is ongoing it’s very difficult for clinicians to make that decision and we certainly don’t want local commissioners to be making that decision.  So we feel that NICE, with the involvement of a body like the MHRA, as appropriate, should be the body that undertakes this kind of review.

White
So who can make that happen?

Jackman
It’s a very unusual case but we understand that ministers do have the ability to instruct NICE to undertake that review.

White
Even though Avastin is an off label drug?

Jackman
Yeah at present it’s not licensed for use in the eye but we understand – and NICE have said in the past – that it would be possible for ministers to instruct NICE to undertake that review.  I think one of the problems and one of the things that we’re frustrated with is that there seems to be no one at a senior level within the NHS who’s got the responsibility and accountability for eye health and sight loss, so one of the things that we’re calling for is for a national clinical director to be appointed for eye health and sight loss and that needs to be someone senior within the NHS who can essentially grip this issue.  We’ve got growing support from a number of other patient organisations and sight loss charities and it’s something that we hope to be taking forward in the next couple of months.

White
Helen Jackman of the Macular Society.

Well the Department of Health told us they have no immediate plans to refer this topic to NICE for appraisal, but they will keep this position under review. 

Now leaving the family nest is problematic at the best of times: tough both for parents, and for children. But one young blind woman has contacted us to explain why it’s been particularly difficult and painful for her. Saliha - we are only using her forename - is now 21 but first tried to leave home when she was 16. This might happen to a young woman in a traditional Muslim family anyway but the fact that Saliha was totally blind has been, she believes, an added complication. She told me about the problems she'd faced, which started while she was still at school. 

Saliha
My family come from a Pakistani background and I was raised by my grandparents.  And I had a relatively normal childhood but as I grew older and started secondary school I was subjected to honour-based abuse, which meant that I was restricted from doing things which were seen as dishonourable.  So, for example, going on school trips, going out with friends, I wasn’t allowed to have a phone till the age of 18 because it was seen as dishonourable and bringing shame on to the family.

White
Perhaps you could explain this a little more because for a lot of people who don’t understand the culture we tend to think of honour attitudes as more to do with marriage and relationships but you seem to be suggesting that it’s far broader than that.

Saliha
It is, I mean for me relationships wasn’t an issue but honour abuse is basically when a person is denied freedom of choice and freedom of expression to preserve the family reputation in the wider community.

White
So give us some more perhaps examples of the restrictions placed on you and the things that perhaps you couldn’t do that your other friends were doing?

Saliha
Well I mean when I started secondary school as I grew into my late teenage years I was not allowed to go on overnight school trips because there were people of the opposite sex there and it wasn’t right for a woman to go out of the house overnight.  I wasn’t allowed to go out with friends who weren’t from the same cultural background as me.  But for me it was more – there was more control than those things, things that I did in the house, so the simplest of things like what time I went to bed, for example, and just choices over my daily routines I wasn’t allowed to have.

White
Were you in any physical danger do you think?

Saliha
No, no I wasn’t in any physical danger.

White
Now you made the decision to breakaway and you did it at quite a young age, I think the first time you tried it you were about 16, how difficult was it to do that for you?

Saliha
It was very difficult.  There was such a lack of support, I mean I went to a place of safety but they couldn’t kind of meet my needs because I was visually impaired and I was in this strange place where I didn’t know where anything was, for a sighted person it was okay to kind of go out of there and explore the area and I couldn’t really do that.  So I went back home again.

White
So what happened when you went back home?

Saliha
When I went back home I was told it was my fault and I had to change.  This is what happens in our culture and I need to accept it.  Which I believed and I tried – I tried really hard to do and I tried to ignore what everybody else was doing but it came to a point again where I felt that I wanted to leave and I did so again and I stayed with an extended family member.  But I was subjected to much emotional blackmail from the wider family to go back home, there was so much pressure put upon me.  So I returned again.

White
Was there anywhere else you could think of to go for help, where you could get support?

Saliha
No, no, I didn’t know what I could – I mean I told my school that this was going on, there was a certain member of staff in our visual impairment team and he was very supportive towards me but obviously there wasn’t very much they could do.  Again I feel now, looking back, there is a lot more social services could have done but there was that lack of awareness.

White
And were you trying throughout this period to talk to your family, to try to persuade them that this was something you needed for your independence?

Saliha
Yes, yeah, so even though I may have been forced to abide by them I always made it known that actually I don’t agree. I was always told that well you’re blind you can’t live independently and I used to give examples of people who were doing so.

White
Once you’d finished school you went to university which was presumably with your family’s agreement but I think you still carried on living at home, so how did that work?

Saliha
I commuted to university and I started my psychology degree three years ago.  And while I was at university things again became more controlled – I had to account for every minute I was out of the house, I had to show my timetable to my family, even sort of studying because I wasn’t really interested in the partying scene at university and I’m still not, I’m quite boring, but even sort of meeting up with friends, like study groups in the evening, I wouldn’t be allowed to do that.

White
What do you think was the driving force for restricting you – was it your visual impairment, the need to protect, or the fact that you are a young woman or the cultural considerations?

Saliha
I don’t think, Peter, it was the need to protect because when it’s the need to protect that’s when a child’s needs come first, whereas with me it was the family reputation and what the wider community would think that came before my own needs.

White
You’ve left home again now, I think you feel permanently, can you just explain that and what happened?

Saliha
I left home in April 2012 and I moved into university’s student accommodation.

White
How well did you cope do you think?

Saliha
I coped a lot better and because it was my third time I know that that’s what I wanted.  I always say that it was such a small room but I felt so liberated to be able to think what I want and to be able to choose what I do, to be able to have that control over the most simplest things in my life.  Someone asked me a few days ago did I rebel when I left home and rebellion for me was to choose what time I go to bed, rebellion for me was staying up doing work till three in the morning.

White
It doesn’t sound like the most exciting rebellion but it sounds as if it was exciting for you?

Saliha
It was, it was, to be able to choose when I go and visit my friends, to be able to choose the phone calls I make and it is really the simplest of things that don’t really sound very significant but it is still something that I will never take for granted.

White
What’s your relationship like with your family now?

Saliha
I’ve been disowned by my immediate family but I am still in touch with members of my extended family.

White
Disowned is a very final word, is it really as final as all that?

Saliha
Well from my side I have forgiven them because forgiveness is the key that releases you and you can’t hold on to anger and resentment, so I think if these ideas of honour and what’s dishonourable are dropped then there would be a chance of reconciliation but from my side I have forgiven.

White
And what are you doing as a result of your experiences because you obviously feel that people need help in the kind of situation you found yourself in?

Saliha
I started volunteering for a charity called Karma Nirvana which supports victims and survivors of forced marriage and honour-based violence.  And I’ve also been honoured with an award by the Iranian and Kurdish Women’s Rights Organisation for my contribution in the community in regards to honour-based violence.  And I do hope to continue raising awareness especially for victims with disabilities because statistics show that victims with disabilities are more likely to experience, whether it’s domestic violence or honour abuse, yet there is so little help available for them and that can’t be right.

White
And I guess an important point to make is that this is not a universal attitude amongst Asian families is it?

Saliha
No, I have plenty of Asian friends whose families are very open-minded.

White
And have you come across other visually impaired women in a similar situation to yours?

Saliha
Yes, yes I have, I have spoken to a couple of visually impaired girls who are in my situation and they’ll say the same thing – it’s nice to share those experiences.

White
Saliha’s story.  

And just to say that Saliha has now almost successfully completed her psychology course and she’s been accepted on a legal programme which she starts in the autumn.

Please let us have your comments and queries on anything in today’s programme, you can call our actionline on 0800 044 044 for 24 hours after the programme or you can e-mail intouch@bbc.co.uk.  More information on our website from where you can also request a regular download of the programme.  From me, Peter White, producer Lee Kumutat and the team, goodbye.

