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           1                                      Wednesday, 25th July 2007

           2   (1.00 pm)

           3                      (Proceedings delayed)

           4   (2.00 pm)

           5                Interview with Professor Franklin

           6   LORD ARCHER:  Good afternoon.  We announced at the last

           7       evidence session that we were very fortunate to have in

           8       addition to the panel a very distinguished addition,

           9       Dr Norman Jones, and things were said about him on that

          10       occasion.  This is the first evidence session where he

          11       has been present and may I say again how grateful we are

          12       to him for coming on board at this stage in our

          13       proceedings.

          14           Would Lord Morris like to say something?

          15   LORD MORRIS:  Lord Archer, like you, I most warmly welcome

          16       Dr Norman Jones, whose standing as a doctor and record

          17       of social concern reflects credit both on him and his

          18       profession.

          19           He has held high elective office in the Royal

          20       College of Physicians and of course Lord Turnberg is the

          21       immediate past president of the Royal College.

          22           Norman knows the scale of the tragedy in which

          23       Lord and Lady Turnberg are involved and of course our

          24       thoughts remain with Lord and Lady Turnberg at

          25       this so distressing time.
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           1   LORD ARCHER:  Thank you very much.

           2           Well, our first witness this afternoon is

           3       Professor Franklin.  Thank you very much for your

           4       statement, Professor.  I don't know that I need to ask

           5       any more about your qualifications.  They will be on the

           6       record, naturally, but again a very distinguished

           7       witness.

           8           If you would prefer to proceed in this way, we would

           9       be happy if you made your presentation.

          10   PROFESSOR FRANKLIN:  Indeed.

          11   LORD ARCHER:  You wouldn't object occasionally if we

          12       intervened with something to clarify.

          13   PROFESSOR FRANKLIN:  Not at all.  Thank you for seeing me so

          14       promptly after me and another college colleague sent

          15       details that we would be willing to attend here.

          16           I think I have two particular areas in terms of

          17       haemophilia care that I can hopefully contribute to this

          18       inquiry and I was a consultant with responsibility for

          19       haemophilia care in England for 10 years from 1982 until

          20       1992, when I moved to Scotland, so I will be initially

          21       giving you some thoughts and recollections of that time.

          22           For the past 10 years I have been the National

          23       Medical and Scientific Director of the Scottish National

          24       Blood Transfusion Service and although most of the

          25       events or almost all of the events that this inquiry is
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           1       interested in took place before that time, I have been

           2       actively involved in a number of inquiries,

           3       investigations, call it what you will, since 1999, so

           4       I have had, I think I had, a pretty good feel for the

           5       position in Scotland during this period in terms of

           6       provision of blood and plasma products.

           7           So if I can start with my presence in England,

           8       particularly concentrating on the period 1983 to 1985,

           9       probably drifting little bit later when the impact of

          10       HIV, as is now known, on those people with haemophilia

          11       first became apparent.

          12           Most of my testimony, perhaps slightly

          13       unfortunately, comes from memories of that time.  When

          14       I left Birmingham, I didn't take many papers with me,

          15       I left most of them for my successor, but I do have some

          16       notes and they have been reinforced by other sources, as

          17       I mentioned in my submission.

          18           Those inquiries, investigations and also two books

          19       that I refer to quite a lot, which are "The

          20       End of Innocence: Britain in the time of AIDS" by Simon

          21       Garfield, which covers with a lot of details this

          22       period, and also, perhaps slightly better known, Douglas

          23       Starr's book, "Blood: An Epic history of Medicine and

          24       Commerce".  I have used those to refresh my memory

          25       particularly with regard to specific dates.
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           1           From I think around about August 1982 I was

           2       a consultant in a large teaching hospital in England,

           3       consultant haematologist.  I had two other colleagues.

           4       They both had academic positions, so there were about

           5       equivalent of two whole-time people who were providing

           6       the haematology care.  That included general

           7       haematology, a busy laboratory service, bone marrow

           8       transplantation, sickle cell disease, leukaemia care.

           9       It was a very busy unit -- as well as haemophilia.

          10   LORD ARCHER:  Just so that we can clarify this for the

          11       record, we have heard a great deal about haematology

          12       centres, in most cases part of the hospital complex, as

          13       I understand it.  Could you say what its status was?

          14   A.  We were definitely a designated haemophilia centre but

          15       we were not a reference centre.

          16   LORD ARCHER:  I see.

          17   A.  Unfortunately, I cannot quite remember what the

          18       definitions were but we didn't have all of the services

          19       perceived to be needed for people with haemophilia on

          20       one site.  We did not have orthopaedics at my hospital

          21       for instance, which is perceived to be -- well, is, very

          22       important in terms of care.

          23           So the details slightly elude me but we were not one

          24       of the sort of reference centres such as Oxford.  I

          25       think the Royal Free Hospital, certainly some others
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           1       actually had a slightly higher status as comprehensive

           2       care centres.

           3   LORD ARCHER:  Yes.

           4   A.  After I had been at Birmingham for about a year we had

           5       a reorganisation of responsibilities and I took over,

           6       amongst other things, the care of the haemophilia

           7       patients.  I was supported with a colleague from the

           8       nearby hospital, who provided around about a day a week

           9       in hours, but quite a bit more in terms of intellectual

          10       input and support.

          11           We had about 100 severe patients, from my

          12       recollection, with haemophilia and we had another two or

          13       three hundred registered who had more mild forms of the

          14       condition.

          15           We had one outpatient clinic a week, which both my

          16       colleague and I would attend unless we were on leave or

          17       away for other reasons.  This was supported when we were

          18       away by registrars and senior registrars.

          19           So in the main my recollection is that the

          20       outpatient clinic was actually delivered by myself and

          21       my colleague.  It was a consultant service that we were

          22       trying to provide.

          23           Your comment about what sort of unit we were: well,

          24       we had initially a haemophilia treatment room up on the

          25       ward area and this was staffed by a nurse during working

                                             5

           1       times, and patients could come outside the clinic time

           2       to collect treatment if they were on home treatment.

           3       Some people who were not on home treatment would attend

           4       for treatment for an acute bleed and collect treatment

           5       and be examined.

           6           The nurse there had access to medical staff from

           7       haematology ward, and at night-time and weekends those

           8       medical staff would be responsible for attending people

           9       with haemophilia who were turning up ad hoc.

          10           We also kept our patient treatment records.  Factor

          11       concentrates were kept there and the hospital case notes

          12       so everything was available if somebody turned up at

          13       3 o'clock in the morning.

          14           When I started there was already established

          15       a system of product dedication and batch dedication of

          16       treatment for patients, so when I joined the service in

          17       1982/1983 it would appear to me in retrospect there was

          18       clearly an awareness that there was a benefit in

          19       reducing exposure of patients with haemophilia to

          20       products as much as possible.

          21           As far as I can remember, that process continued

          22       throughout the whole time I was there in terms of batch

          23       dedication.

          24   LORD ARCHER:  Batch dedication entailing that any one

          25       patient would normally be treated from one particular --
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           1   A.  Yes, until that ran out.

           2   LORD ARCHER:  -- until it ran out.

           3   A.  Yes, so you would keep the patient on the same batch

           4       each time they came back.  They might come back every

           5       month or every two months to collect more supplies and

           6       then they would get the same batch as long as that batch

           7       was available, so it wasn't just taking any material off

           8       the shelf, it was specific material.

           9   LORD ARCHER:  Which meant that if for any reason it was

          10       necessary subsequently to refer back, it was known which

          11       particular product they had had.

          12   A.  Yes.  There was certainly an attempt to keep very good

          13       records.  I think in fairness some people were better at

          14       keeping records than others, but I do recollect there

          15       were folders of particular batch treatment records from

          16       each of the patients on home treatment.

          17   MS WILLETTS:  So this was -- sorry, this was deemed to be

          18       a wise approach as early as 1982?

          19   A.  Well, my earliest recollection of that system was in

          20       1983, middle to late 1983, but the process had already

          21       been in place for some time, so my colleague, I think,

          22       had put that in place, so it was clearly perceived that

          23       that was --

          24   MS WILLETTS:  Yes, thank you.

          25   A.  -- a useful and appropriate thing to do.  I don't take
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           1       any credit for it myself; it was already there.

           2           I think it does show an awareness that it was better

           3       to avoid -- minimise exposure if possible.

           4           My recollection was it was quite a busy outpatient

           5       area.  We had a small proportion of young men who led

           6       probably normal, youthful lives, but unfortunately with

           7       people with haemophilia it led to a lot of bleeding,

           8       some sort of chaotic lives and a lot of regular

           9       attendances.  So there was quite a lot of people coming

          10       and going.  A small proportion of people like that

          11       created quite a bit of work.

          12           I think that the time the staffing we had for the

          13       service was probably just coping with what was going on

          14       for HIV when HTLV and AIDS came along.

          15           We had a fair few people on home therapy.  I cannot

          16       remember how many, but at that time we were not using

          17       prophylactic treatment.  I am not sure if prophylactic

          18       treatment had actually come in as a treatment strategy

          19       at that point.  So people would collect factor VIII

          20       treatment, take it home, and then if they thought they

          21       were developing a bleed, a knee or ankle or whatever,

          22       then they would treat themselves.  They were not

          23       treating themselves ahead of any symptoms, responding to

          24       developing --

          25   LORD ARCHER:  Just again to clarify something: the anxiety
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           1       which was reflected in this record keeping and so on,

           2       related to hepatitis non-A non-B, as it was then

           3       thought, or HIV.

           4   A.  No -- well, I think certainly my recollection was that

           5       these records of batch collection -- it may be

           6       debatable -- I have seen and read transcripts and other

           7       evidence about when people should have been worried

           8       about HIV, but they were before that.

           9   LORD ARCHER:  That is what I thought.

          10   A.  My recollection is that the records were well before

          11       that and probably reflected concerns about hepatitis.

          12   MS WILLETTS:  Yes.

          13   LORD ARCHER:  Yes.

          14   A.  So we had people who had home therapy, people coming up

          15       not on home therapy and then the problem with AIDS came

          16       along.  At my centre it affected around 60 or 70 of the

          17       100 severe patients, who were all adults; the children

          18       were treated at another hospital.

          19           When the people with haemophilia came to clinic, all

          20       patients -- it was hoped that all the severe patients

          21       would come to clinic but not all of them did; the

          22       majority of them did -- we would discuss with them about

          23       their joints, their overall treatment, and my

          24       recollection is that we also discussed their liver test

          25       results from the earliest that I was involved.
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           1           We had some physiotherapy support, which was to

           2       assist in mobility, which at that time was certainly

           3       still a very major problem because many of the men --

           4       not necessarily old, but the older men had a lot of

           5       joint damage in the pre factor VIII concentrate, even

           6       the pre cryoprecipitate period.

           7           Anxiety about AIDS was probably around about that

           8       time in mid-to-late 1983.  It is possible it may have

           9       been 1984, but that was my recollection.

          10           I remember receiving advice from haemophilia

          11       reference centres and that that seemed to be to continue

          12       using the factor VIII concentrate.  There had, however,

          13       been some warnings before that.  Certainly in

          14       January 1983 there was an editorial in the New England

          15       Journal of Medicine, which is probably the most

          16       prestigious medical journal in the world.  This

          17       editorial suggested that a switch from concentrates back

          18       to cryoprecipitate should be considered.

          19           By the middle of 1983 the World Federation of

          20       Haemophilia had a meeting -- this is reported in

          21       a number of places, certainly in the Garfield book --

          22       which also recommended that patients should consider the

          23       use of concentrates, I will expand on that slightly

          24       because there was some dissent, and towards the end of

          25       1983 in the British Medical Journal an editorial, which
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           1       was a named editorial, also stated that continuing with

           2       concentrate seemed to be appropriate because of concerns

           3       over bleeding if one didn't, although there were

           4       certainly recommendations about different approaches for

           5       young children and mild patients and that they should

           6       avoid having to receive concentrate.

           7           The risk of bleeding was ever-present and in fact

           8       I found a paper which showed there were 12 deaths from

           9       bleeding in central Scotland from 1980 to 1984.  So it

          10       was not trivial, but on the other hand my recollection

          11       was that deaths from haemorrhage weren't particularly

          12       common.  Some of them perhaps related to patients with

          13       inhibitors, which I will come on to later on if I may.

          14           So there were a lot of discussions about what the

          15       appropriate treatment was through 1983 leading up to the

          16       end of that.  Unfortunately by that time most of the

          17       patients but not all, probably, I do not know, 70, 80,

          18       or more per cent of the people who eventually came HIV

          19       positive had almost certainly already been exposed to

          20       HIV.

          21           In Garfield's book, on page 69, he suggests that

          22       this took place between 1971 and 1981, although I think

          23       there is good data to suggest that seroconversion or in

          24       other words infection with HIV was taking place more

          25       commonly in the UK from 1981 through to 1984.  None of
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           1       that is good and it certainly doesn't make anything

           2       right, but I think, looking back, unfortunately a lot of

           3       the problems of infection and transmission had already

           4       taken place before many people were aware of the

           5       seriousness of the situation.

           6           Should we have known more and done more about it?

           7       I guess in retrospect it looks as if there are lots of

           8       things that could have been done.  Certainly people did

           9       look at the issue.  The Tainted Blood website in fact

          10       mentions that the Committee on Safety of Medicines

          11       considered a ban on imported factor VIII at a meeting on

          12       July 13th 1983 but decided against doing that.

          13   LORD ARCHER:  Could we just have that date again?

          14   A.  July 13th, 1983.  I actually took that reference from

          15       the Tainted Blood website and a printout of their

          16       time-lines but in fact I have tried to find that minute

          17       on the CSM website but it is not there; it doesn't seem

          18       to be go back that far at the moment.

          19   LORD ARCHER:  They considered a ban.  Does that mean that

          20       they decided not to impose --

          21   A.  I think, again, the comments are taken from the website.

          22       I am sure they are correct, but my recollection is that

          23       they considered that the adverse outcomes of lack of

          24       supply of factor VIII was too great to consider such

          25       a drastic measure.  But it was certainly being
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           1       considered.

           2           The Medical Research Counsel itself didn't convene

           3       a working party on AIDS until October 1983.  So, you

           4       know, the greatest medical minds in the UK at that time

           5       didn't get around to that until later.

           6           I think also, certainly this is reflected in the

           7       statement in the Committee on Safety of Medicines

           8       meeting, there is no question that the prevailing

           9       culture in medicine at that time was that you looked to

          10       balance risk and you tended to act when there was some

          11       evidence of something happening.

          12           The precautionary principle that is being used more

          13       and more, particularly with regard to vCJD, I really do

          14       not think was in evidence at that time.  I think it was

          15       much more that you balanced the risks, you looked for

          16       data and acted afterwards.

          17           Now, that may not have been ideal but I think that

          18       was how people tended to behave at that time; certainly

          19       that is how I would recall it.

          20   MS WILLETTS:  Would that be an individual professional

          21       balancing that risk or would it be a balance of risk, a

          22       sort of consensus of what was known at the time, or

          23       would it be very much down to the individual

          24       practitioner?

          25   A.  There was certainly flexibility for individual
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           1       practitioners to behave differently and there were

           2       a small number of haemophilia treatment centres in the

           3       UK that did take a different approach and using less

           4       factor concentrate and more perhaps cryoprecipitate.

           5   LORD ARCHER:  There was obviously a great reluctance to

           6       interfere with clinical freedom, wasn't there?

           7   A.  Probably.  I am not quite sure I would put it quite like

           8       that.

           9   LORD ARCHER:  You may not have seen the documents by

          10       officials, but I think that is the way the officials

          11       would have acted --

          12   A.  Certainly my own feeling was that -- I certainly did not

          13       feel that I was particularly exercising personal

          14       professional freedom.  I think I was trying to follow

          15       what the consensus recommendation was --

          16   MS WILLETTS:  Yes.

          17   LORD ARCHER:  Yes, I see.

          18   A.  -- from mainly haemophilia reference centre directors

          19       who I would clearly have perceived to be more expert

          20       than myself.  I am not trying to absolve myself of my

          21       responsibility but I didn't consider myself to be an

          22       expert, I considered myself to be a reasonable

          23       haematological physician.

          24   LORD ARCHER:  You took account of what other experts --

          25   A.  Yes.  I think, in the main, looking at the papers.  That
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           1       is what most people did, but a few didn't.

           2   LORD ARCHER:  Yes.

           3   A.  A few did something else.

           4   MS WILLETTS:  Yes.

           5   A.  As I say, yes -- I just mention that there were a few

           6       people who were concerned, either internationally or

           7       locally, and I guess they proved to be correct in

           8       hindsight.

           9   LORD ARCHER:  Yes.

          10   MS WILLETTS:  Yes.

          11   A.  Although again, whether even doing that would have -- by

          12       that time whether it would have changed much for many

          13       people is another matter.  It may have been too late.  I

          14       think it certainly was too late for Hepatitis C.  I

          15       think a lot -- some of these interventions might have

          16       helped with HIV.

          17           Testing of patients for HIV or HTLB3, as it then

          18       was, was obviously very controversial, to say the least.

          19       It is obviously clear that if we were doing this now we

          20       would be getting some type of formal consent.  I think

          21       it is now accepted that you need some form of written

          22       consent to do this.

          23           I think if you look back into the 1980s I don't

          24       think that was the prevailing norm and not only in

          25       haemophilia care.  I think if -- I found a quote in the
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           1       Simon Garfield book on page 55, which quotes that what

           2       they were doing at one genito-urinary medicine clinic in

           3       a London hospital, which is a major HIV centre, where

           4       they stated that they:

           5           "... performed a large number of anti-HTLB3 tests

           6       without written consent.  Blood was taken from patients

           7       with AIDS and some other patient groups.  What we told

           8       the patient at that stage was that, 'We don't know what

           9       this test means; it may well mean that you have been

          10       infected with the virus and that you have recovered'."

          11   LORD ARCHER:  So that sounds -- when they say "without

          12       written consent", presumably they discussed it orally

          13       with the patients.  That is it how that seems to be.

          14   A.  Well, it says "not written consent".  It is kind of

          15       a bit difficult to read between the lines to make that

          16       jump.  It is not entirely clear.  They certainly didn't

          17       get written consent, and in terms of interpreting the

          18       test, as I say, they didn't really know what it meant.

          19           "You have got antibodies; you may be immune".  That

          20       certainly accords with my own recollections of what the

          21       interpretation of the initial tests was when we started

          22       to get test results back.  There were difficulties with

          23       interpretation.

          24           My recollection is that there was a regional virus

          25       laboratory and this started to offer a test sometime in
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           1       early 1985.  It is possible that this could have been

           2       a bit earlier but I do not think we were testing before

           3       that, but there were certainly some papers in the

           4       medical literature to suggest that some haemophilia

           5       centres in the UK were testing in 1984.

           6           As far as I recall we did not test stored samples as

           7       again Garfield suggests for another haemophilia centre,

           8       but I cannot be entirely certain, but I am reasonably

           9       confident that we didn't do that.

          10           My recollection is that we did take specific samples

          11       and that the reasons that they were being taken was

          12       discussed or mentioned but certainly consent, certainly

          13       formal consent as we would know it in the 21st century,

          14       was not done.

          15           The results took weeks to come back.  I am not quite

          16       sure why.  Maybe they were batching them up, and when

          17       they came back they were stamped For Research Purposes

          18       Only, and from reading papers now I think this was

          19       probably because it wasn't actually a licensed test at

          20       that time, it hadn't yet received formal approval, so

          21       they were providing us with a service and a test that

          22       wasn't licensed at that point.

          23           I certainly believe that we didn't at that time know

          24       that a positive test meant that you were going to be

          25       positive and have an active virus.  I think that is
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           1       reflected in the comment from the hospital in London

           2       that I quoted a moment ago.

           3   LORD ARCHER:  Could you just clarify one other matter that

           4       has been in my mind?  I don't think it is in evidence.

           5       If something was for research purposes, it wouldn't

           6       require to be licensed; is that the position?

           7   A.  I don't know, really.  I think they were -- I think,

           8       looking at the history, there was obviously a lot of

           9       debate about when tests for HIV or HTLB3 were actually

          10       licenced in the UK.  There is even a little bit of

          11       political activity around that, so I can only assume

          12       that this regional virus laboratory had got some test

          13       kits, but this was prior to them being licensed, and as

          14       part of that they had to say it was for research --

          15   LORD ARCHER:  Yes.

          16   A.  -- purposes only.  It wasn't, as far as I was concerned,

          17       research.  We were trying to find out what was going on

          18       with this problem with HTLB3 and AIDS.

          19   MS WILLETTS:  If it were for research purposes only, would

          20       it change the attitude towards asking for consent from

          21       the patient?

          22   A.  Erm --

          23   MS WILLETTS:  Is that relevant or not?

          24   A.  Well, if you are doing research nowadays you would need

          25       to get a protocol approved by an ethical committee.
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           1   LORD ARCHER:  Sorry?

           2   A.  Approved by an ethical committee, and then you would

           3       have to have a patient information leaflet and so on and

           4       so forth.  I don't believe that is what me and my

           5       colleagues were doing.  I don't think we knew that the

           6       results were going to come back stamped For Research

           7       Purposes.  We were told that there was a test available,

           8       so we started to avail ourselves of it.

           9   DR JONES:  Would it be fair to say that the interface

          10       between the research and what we might call the normal

          11       clinical inquisitiveness would have been pretty blurred?

          12   A.  I think so.  I noticed there were some comments from the

          13       Haemophilia Society a few years later about changes in

          14       practice in Scotland, that this was going to be a loss

          15       of research opportunity with people with haemophilia in

          16       Scotland.

          17           I do not think they were meaning a specific project;

          18       I think they were meaning more epidemiological

          19       background work.

          20           So my strong recollection is that we sent samples

          21       off on individual patients to see whether they were

          22       exposed to this C virus, and then the results started to

          23       come back.  As I say, the results took a very, very long

          24       time to come back and then we were not really sure

          25       exactly what they meant.
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           1           As I said, even as -- I have seen other papers where

           2       eminent virologists have spelt out the fact that we

           3       didn't understand what they meant, whether it meant

           4       people were immune, people had been exposed and were

           5       okay or whether they were infected.  We know now.

           6           There is some evidence that this uncertainty was

           7       still going on as late as spring 1986.  It does seem

           8       quite late, but certainly in Garfield's book he quotes

           9       a microbiologist as saying that.

          10           Partly because obviously the importance of the test

          11       and the uncertainties about it, my colleague and I took

          12       a decision that we would only give results out to people

          13       in person in clinic.  We didn't send out results by

          14       letter and we didn't allow the results to be given out

          15       in the treatment area, because the chances -- if that

          16       happened then they would probably be given out by

          17       a nurse or junior doctor who wouldn't be able to

          18       understand the --

          19   LORD ARCHER:  You wanted to be able to discuss it directly

          20       with the patient?

          21   A.  Yes, I think we were both aware that this was difficult

          22       information, bound to be perceived as bad news, even

          23       though we didn't understand what the interpretation of

          24       the test was and that we wanted to provide some support.

          25       I wouldn't say it was counselling; it was an opportunity
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           1       to have a discussion about the results, and as I would

           2       do with any patient where we were giving difficult,

           3       complex information or bad news.

           4   LORD ARCHER:  Yes.

           5   A.  Do it one to one in a proper consultation environment.

           6   LORD ARCHER:  Yes.

           7   A.  Now, what we didn't do and I think we should have done

           8       was that -- what we didn't do was call people back as

           9       soon as the results came to us.  I am not quite sure now

          10       with this distance in time why we didn't do that;

          11       perhaps because of the uncertainty of what the tests

          12       meant.  But we didn't.  This decision certainly led to

          13       some people having to wait sometimes some months before

          14       getting the result.

          15           That is certainly something I regret and I would

          16       certainly apologise to people who were kept waiting an

          17       inappropriate period of time for results that they

          18       should have very received more promptly.

          19           I think in retrospect we should have rung people

          20       back -- brought people back within a week or so of the

          21       results being available.

          22   MS WILLETTS:  May I interrupt you again there?  At that

          23       stage, what was known about how the virus -- what we now

          24       call the HIV virus -- was passed on and how people

          25       became infected?  What did you know about it at that
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           1       time?

           2   A.  I am not really sure what I knew about it at that time

           3       because it is sort of muddied up with what I know about

           4       it now.  I am not sure I do know.  I am not quite sure.

           5       I think the implication is that there were obviously

           6       concerns about sexual transmission and I cannot believe

           7       we wouldn't have considered that, myself and my

           8       colleague --

           9   MS WILLETTS:  The reason I am asking is that any delay in

          10       communicating --

          11   A.  That is right, yes.

          12   MS WILLETTS:  -- the information to the patient is clearly

          13       potentially putting others also at risk.

          14   A.  Yes, I accept that, and that is why I would have to say

          15       we should have done that and ...

          16   MS WILLETTS:  Yes, thank you.

          17   A.  I think as time went on we did start to give results on

          18       the day, because occasionally there were some people who

          19       wouldn't come to clinic; people did default from clinic,

          20       and possibly because the significance of a test was more

          21       important, but my recollection again is that we always

          22       tried to do that within the proper consultative

          23       environment and not in a sort of casual way.

          24           I mean, I certainly think, looking back, the

          25       emergent surveys(?) was a clear turning point in issues

                                            22

           1       around consent and what people can expect to be advised

           2       about before life-changing tests or other interventions

           3       are done.

           4           I think before that there was a sense that there was

           5       implied consent.  You had a patient in front of you who

           6       had a problem; as a physician it was your job to try to

           7       sort it out.  You just accepted that you just got on

           8       with it.

           9           I do not think that is so any longer.  I mean, I

          10       think the issues around specific consent to HIV testing

          11       continued right up until as late as August 1988 when I

          12       think the GMC issued notice to doctors saying that

          13       consent must be obtained.  There was certainly

          14       correspondence in the British Medical Journal, to which

          15       I and some colleagues attributed, debating whether

          16       consent was necessary on every occasion.  That is not

          17       arguing that consent wasn't necessary.  I think it was.

          18       But it is merely meant to show that there was

          19       a continued debate about that.

          20           If I may go on, when AIDS obviously became

          21       a problem, my haemophilia unit probably had less than

          22       half the time(?) of consultant cover, some doctors in

          23       training support and one nurse.

          24           Quite early on we realised, my colleague and I, that

          25       this wouldn't be adequate.  We sought further resources
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           1       for counselling, non-medical staff and other support.

           2       Eventually we got a councillor and we got larger

           3       accommodation, a secretary, and I think we got a second

           4       nurse certainly by the time I left.

           5           In 1985, the central Government provided funding to

           6       haemophilia reference centres for additional counselling

           7       but, we were not a reference centre so we didn't get any

           8       of that.  This meant that some people had to travel some

           9       hours to the nearest reference centre to receive

          10       specialist counselling.  Clearly that was not ideal.

          11           There was also a delay because we were dealing with

          12       their local patients, I imagine.

          13           Unfortunately, we didn't always receive the level of

          14       support that I might have hoped for for our bids for

          15       funding.  As ever -- I think this is probably still the

          16       same -- there was a system whereby you had to put your

          17       bids in and they were weighed against other bids --

          18   LORD ARCHER:  You mean that individual --

          19   A.  -- within hospitals and --

          20   LORD ARCHER:  Oh, within the hospital?

          21   A.  Yes, for hospital funding and also for broader regional

          22       health authority funding.

          23   LORD ARCHER:  I see.

          24   A.  And we did get some -- quite a few negative comments

          25       such as, you know, wonderful comments, "all the patients
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           1       will be dead in two years", which was quite a common

           2       perception in the early years, and therefore we didn't

           3       need more resources because the problem would be gone

           4       away.  As we know now that was happily in may ways of

           5       course not true, but still many people did die.

           6           There was also central Government funding for

           7       HIV/AIDS but unfortunately a lot of this was not spent

           8       or it was not spent on HIV/AIDS projects.  This is well

           9       spelt out in Simon Garfield's book on page 197 and was

          10       certainly a feature of my own region.

          11           All this meant that it was not until the 1990s, I

          12       think probably even 1992, the year I left, before we had

          13       a full-time haemophilic consultant for the patients with

          14       haemophilia, the adult patients, at my hospital.

          15           The reason I say that is not just to have a whinge

          16       but the fact that the slow arrival of additional support

          17       I think did have an impact on both the medical care

          18       people with haemophilia with HIV/AIDS but also their

          19       emotional and more general support, social worker

          20       support, helping them get attendance allowance and all

          21       of those sorts of issues.  It was just very slow.

          22   LORD ARCHER:  Yes.

          23   A.  If I could move on to hepatitis, my recollection, as

          24       I mentioned earlier, is that we did discuss abnormal

          25       liver tests regularly in the haemophilia clinic.  My
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           1       colleague, Dr Foster, who has submitted a willingness to

           2       attend and give evidence, has identified to me the

           3       warnings about hepatitis, certainly on the Scottish

           4       blood service factor VIII bottle packaging and patient

           5       information sheets from those relevant times.

           6           It is quite clear from both the patients I was

           7       looking after in my hospital and from other literature

           8       that most patients seem to deliver abnormal liver tests

           9       or became jaundiced, or both, obviously, after their

          10       first exposure to factor VIII concentrates in the 1970s.

          11           Usually they recovered.  Some continued with

          12       abnormal liver tests.  Although there was a regular

          13       discussion, I think it is true to say that it was not an

          14       overemphasised problem.  We used words like

          15       transaminitis, which the chairman will be familiar with.

          16   LORD ARCHER:  I am not.

          17   MS WILLETTS:  I am not.

          18   A.  Transaminitis.

          19   LORD ARCHER:  Is that a technical term or a term of use?

          20   A.  Not really, it is a jargon phrase.  Transaminases are

          21       the liver enzymes that are raised, so it is a phrase

          22       that was used to say that the liver enzymes are up but

          23       it --

          24   LORD ARCHER:  It is nothing much to worry about.

          25   DR JONES:  I think it would be fair to say that it was used
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           1       in a rather dismissive sense?

           2   A.  It was, yes.  It was referred to as non-A non-B

           3       hepatitis, and we now know that nearly all of those

           4       cases would be Hepatitis C.  Certainly to my mind it was

           5       not taken that seriously until a publication from the

           6       Sheffield group was published in 1985 with the lead

           7       author of Dr Hay, who showed quite clearly that quite

           8       a lot of patients with these liver abnormalities

           9       actually had significant liver damage.

          10           A few years before that in 1983 the Manchester group

          11       had been rather more reassuring, so again there was

          12       a fluctuating awareness of how serious this issue was.

          13       There was also a reluctance -- well, I remember

          14       a reluctance, to investigate patients with liver

          15       biopsies because they would need quite a lot of

          16       factor VIII injections and probably hospitalisation for

          17       a period to make sure they didn't bleed after the

          18       biopsy.

          19   MS WILLETTS:  Yes.

          20   A.  And also there wasn't much treatment other than alcohol

          21       avoidance.  I think, in the 1980s, liver, you know, the

          22       awareness about liver disease and what to do about it

          23       was fairly limited.  There was certainly no interferon

          24       treatment at that point, as I recall.

          25           What was true, though, was that we all preferred to
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           1       use the UK-derived factor VIII if we could because there

           2       was evidence that it was safer from hepatitis and we

           3       felt it would be safer generally, but there simply

           4       wasn't enough to go around.

           5           My recollection was we had a about a third, if that,

           6       for my adult patients.

           7   LORD ARCHER:  About a third -- of what was needed?

           8   A.  About a third of the total amount was in UK product.  I

           9       think in the paediatric sector there was certainly a

          10       tendency to try to move the UK product to children and

          11       to keep them on it.  So that is probably one reason why

          12       adults had slightly allocation.  I certainly remember at

          13       least on one occasion being really quite unhappy about

          14       the allocation of the NHS products at my hospital.  The

          15       bottom line really was that there wasn't enough to go

          16       around.

          17   LORD ARCHER:  So when you say "allocation", meaning that

          18       they were purchased in bulk, were they, and at national

          19       level?

          20   A.  My recollection is that they were purchased by the

          21       region --

          22   LORD ARCHER:  I see.

          23   A.  -- because I remember attending meetings of regional

          24       haematologists who were looking at haemophilia patients

          25       where this allocation was sort of divided up.
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           1   LORD ARCHER:  Yes, I see.

           2   A.  I don't think that was an unfair way of doing it.

           3       I wasn't always happy with the outcome, but some way had

           4       to be found to allocate the -- my recollection was that

           5       there was enough factor VIII; it was the NHS product

           6       that there wasn't enough of.

           7   MS WILLETTS:  Yes.

           8   LORD ARCHER:  Yes.

           9   A.  Although usage was going up steadily over the piece(?),

          10       it was increased hugely from the mid-1970s to the 1980s,

          11       so you are always chasing the tail of usage going up.

          12           As I say, I also remember discussions with

          13       colleagues about the situation in Scotland where it was

          14       perceived from England that was a much better supply of

          15       Scottish plasma-derived factor VIII than there was in

          16       England.  I will come on to that.

          17           I think it is important that although HIV was not

          18       endemic in the UK and it was an emerging infection,

          19       Hepatitis C has been around for much longer and was

          20       endemic in the blood supply prior to testing in 1991

          21       because it was in the population at large.

          22           In fact, donor selection criteria reduced the

          23       numbers of people in the donor population who were

          24       Hepatitis C positive by between probably about five or

          25       ten times.  So there was less Hepatitis C in the blood
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           1       donor population than in the general population, but

           2       there was still enough to infect most people with

           3       haemophilia.  Indeed, whether they had concentrate or if

           4       they had cryoprecipitate over a very long period of

           5       time, and were exposed to hundreds or even many

           6       thousands of individual donations, most people would

           7       have ended up having Hepatitis C.

           8           If a switch to cryo had been made, that would have

           9       made a bigger difference to HIV then, if it was made

          10       earlier, early enough.

          11           So it was really only after the 80-degree

          12       heat-treated concentrates were available that it was

          13       really possible to avoid Hepatitis C, whether you were

          14       on UK products or American product.

          15           We certainly had a preference for UK products even

          16       so.  I cannot recall exactly on what basis a person

          17       would receive UK products or imported product other than

          18       the fact that if you were on the UK product before you

          19       would stay on that and probably vice versa.

          20           I have already mentioned and we have discussed the

          21       issue about trying to reduce donor exposure or exposure

          22       to batches.

          23           I have touched on a bit about what they were trying

          24       to do when AIDS first appeared.  I don't actually

          25       remember at this distance of time any specific
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           1       discussions with my colleague but I do remember

           2       communications from outside my centre.  I certainly

           3       remember a communication from the late Professor Bloom,

           4       I think writing on behalf of the Haemophilia Society,

           5       advising that people should continue on concentrates,

           6       and concerned about the risk of bleeding.

           7           Reading Douglas Starr's book again, the June 1983

           8       ruling of the World Federation of Haemophilia might

           9       suggest that that letter came out following that

          10       meeting, but that would be a bit of speculation.  That

          11       World Federation meeting came up with what looks in

          12       retrospect a sweeping recommendation which was to say

          13       that they recommend at this time that:

          14           "There is insufficient evidence to recommend any

          15       changes in the treatment of haemophilia.  Therefore,

          16       present treatment should continue with whatever blood

          17       products are available."

          18           That seemed a bit carte blanche perhaps, but again

          19       in Starr's book he makes clear that the Dutch delegation

          20       was very unhappy with that, and also that a number of

          21       experts including Bruce Evert expressed a more cautious

          22       view, as of course did the editorial writer in the

          23       New England Journal of Medicine in January in 1983.

          24           I have already mentioned that at that time there

          25       wasn't really a precautionary principle in place; you
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           1       balanced risks.

           2           I mean, you could perhaps argue that in retrospect

           3       the continuing with concentrate was probably perhaps

           4       unwise even if it may have been a bit late even by then.

           5       The home therapy -- in the end, home therapy in my

           6       centre had to be suspended when un-heat-treated products

           7       were withdrawn and we didn't have any reliable supply of

           8       heated products.

           9           Certainly home treatment, although it is clearly

          10       life-changing for people with haemophilia, was more of

          11       a quality-of-life issue than a life-saving issue in that

          12       treating joint or soft-tissue bleeds -- these are not

          13       trivial; they are very unpleasant and can be extremely

          14       serious, but in the main they are not life-threatening,

          15       so I guess there might have been a possibility to have

          16       made some changes in treatment policy.

          17           However, the decision to continue to use concentrate

          18       seemed to be endorsed by most of the haemophilia

          19       treating community of which I was aware and was

          20       supported by the Haemophilia Society, and my

          21       recollection was that members of the society who were

          22       themselves people with haemophilia attended the meetings

          23       of the UK Haemophilia Centre directors.  I think they

          24       are now called the Haemophilia Doctors Organisation.

          25           I recall going to one such meeting and remember it
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           1       well because it was a new experience to see patient

           2       representatives who were patients themselves actually at

           3       professional meetings, and meetings before or since that

           4       I have attended about leukaemia care, I do not think

           5       have ever included patients even to this day.  So that

           6       was a quite an interesting and, to me, unusual

           7       observation.

           8           As I say, at some point, probably sometime around

           9       about May 1995, heat-treated products started to become

          10       available from the United States and a decision was

          11       taken that only heat-treated products should be used in

          12       future.

          13           I remember that -- I think I was actually away on

          14       holiday at the time, but the unheated NHS product and

          15       other products were withdrawn by my colleague and other

          16       staff and that there was no real replacement for those

          17       products.  I remember us being extremely short of

          18       factor VIII for a period of months.  In Scotland, NHS

          19       heat-treated product was first issued in September 1984

          20       and unheated Scottish products were withdrawn at that

          21       time and then heated actually in the bottle.  The impact

          22       at my centre of the withdrawal of the NHS unheated

          23       product was very severe, and because we were stopping

          24       using non-heated product there was very little heated

          25       product available and we had to limit treatment to
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           1       emergency use and suspend home treatment.

           2           I think that -- well, I am fairly confident,

           3       actually, that individual patients were communicated

           4       directly by the haemophilia centre because we were

           5       needing to recall the unheated product and get it back,

           6       so there was a need to communicate one-to-one with each

           7       person.

           8   LORD ARCHER:  Yes.

           9   A.  I think there was also a Haemophilia Society

          10       communication but of course not every person who had

          11       haemophilia was necessarily a member so that wouldn't

          12       necessarily be a reliable means of communication

          13       although it would be an important means of

          14       communicating.

          15           I don't recall a mixed economy of unheated UK

          16       product being used alongside heated HIV-safe US product,

          17       but it was a long time ago; I could not be absolutely

          18       certain.

          19   LORD ARCHER:  You think there was a definitely cut-off

          20       point?

          21   A.  I think there was, yes.  That is certainly what

          22       I remember, and I very much -- I vividly remember the

          23       shortage and not having enough material and having to

          24       eke it out for emergency use.

          25   MS WILLETTS:  Yes.
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           1   A.  By that time in 1985 I suspect that most of the patients

           2       had already acquired HIV by that point.  Although I

           3       think there were a few cases reported in the literature

           4       about heated products transmitting HIV after that

           5       period.  I think they were some of the American imported

           6       products.

           7           Just to conclude this part of my evidence, I think

           8       it is difficult to describe, looking back, how the level

           9       of uncertainty and lack of knowledge that actually

          10       prevailed on everybody's side even after it was obvious

          11       that a positive HIV or HIV test meant that people had

          12       the virus and were therefore at risk of developing the

          13       illness, the evolution of HIV disease was a new

          14       phenomenon.  It had incredible proteomanifestations,

          15       different central nervous system disease, lymphomas,

          16       unusual infections.  We had to develop our own

          17       respiratory investigations, which at that time my

          18       hospital didn't have, to try to diagnose the

          19       pneumocystis pneumonia that was common in the early

          20       stages of the understanding before we were better at

          21       preventing it.

          22           It was a diagnostic challenge to say the least.

          23       A few years later by 1987 we had more counselling

          24       support.  That was helpful, and I was particularly

          25       grateful to my colleague, who did a lot in that area,
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           1       but it didn't deal with all of the uncertainty and it

           2       didn't take away all of the anger.  There was a fair bit

           3       of anger, most of it not particularly directed at me,

           4       I didn't feel, but just generally.  I mean, people with

           5       haemophilia are a community, and because of its

           6       inherited nature, it goes down the generations.  So you

           7       would have a person with nephews -- I remember one man

           8       in particular who was very angry.  He was upset about

           9       himself but he was more angry about his other family

          10       members and his nephews.

          11   LORD ARCHER:  This was a person that we have certainly

          12       discerned already.

          13   A.  Yes.  There was one family with three brothers who were

          14       HIV positive.  It is absolutely devastating.  We had

          15       people who were in hospital, ill, who had food left

          16       outside their room because people wouldn't go in, or if

          17       they went in there was sort of exaggerated gowning up

          18       and masking and all that sort of thing.

          19   DR JONES:  Yes.

          20   MS WILLETTS:  Yes.

          21   A.  We had to put vivid labels all over blood samples.

          22       Things like that.

          23   DR JONES:  A leprosy culture.

          24   A.  It was like that, yes.  Unfortunately, you know, I mean,

          25       stigmatising of gay men is bad enough but I think the
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           1       link with intravenous drug use, and 25 years ago the

           2       link with gay men and haemophilia and drug users were

           3       the people that got HIV/AIDS, it was pretty desperate,

           4       really; very difficult.

           5           A few occasions it was difficult actually to get

           6       medical colleagues to fully engage in coming to see and

           7       deal with patients but other people were, you know,

           8       frankly heroic.  I know one neurological surgeon who was

           9       prepared to do a very difficult operation on a patient.

          10       He did it successfully, and that was really good.

          11           So there were good things and there were many bad

          12       things but it was -- I think the uncertainty was the

          13       most difficult thing for everybody to live with, the

          14       patients most of all --

          15   LORD ARCHER:  Yes.

          16   A.  -- but also the carers.

          17           If I can move on, I am conscious I am probably

          18       taking up a lot of time.  It is going slower than my

          19       run-through.

          20   DR JONES:  Could I interrupt you before you move on, with

          21       one question about this section?  Probably better ask

          22       now than later.

          23           Not easy, page 4, if I may draw your attention to

          24       that, halfway down; I will read it out:

          25           "What was clear to me then and now is that all of my
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           1       colleagues preferred to use UK-derived factor VIII

           2       because it was believed that these were safer from

           3       hepatitis; indeed safer generally."

           4           It is very difficult at that length in time but can

           5       you remember how that belief became prevalent?  Because

           6       it was prevalent; I remember it.

           7   A.  I think there was clear evidence from the 1970s that --

           8       looking back, it is hard to work out quite why because I

           9       think most batches of NHS products at that time probably

          10       did contain Hepatitis C, but the actual degree of

          11       abnormalities of liver tests was less with the UK

          12       products, certainly the BPL product, by a fair margin, I

          13       think.  I mean, certainly in the 1970s and early 1980s

          14       there was a strong feeling that post-transfusion

          15       hepatitis, for instance, from whole-blood transfusion

          16       was something that happened in America and didn't happen

          17       in Britain.  Now, I think that was probably little bit

          18       of -- there may have been some case-ascertainment

          19       difficulties, but there certainly was less hepatitis in

          20       the UK.

          21           How did we get the idea about the HIV?  I am not

          22       really sure.  I think there was just a feeling that --

          23       well, we knew that the products from America came from

          24       plasma donors.  We did know that.  My colleague I can

          25       remember inquiring of the commercial company
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           1       representatives whether -- he wanted to know where they

           2       collect collected the plasma from.  Now I cannot

           3       remember the date of those discussions but do I remember

           4       him being concerned about that.

           5           So there was awareness in the haemophilia doctors'

           6       community that the imported products were --

           7   DR JONES:  Could be a problem.

           8   A.  -- less desirable.  I think in general there was a sense

           9       that -- which I still feel in many ways -- that if you

          10       are collecting blood and you have self-sufficiency then

          11       that is -- if you are unfortunate enough to have

          12       something in your own population then that is not good,

          13       that is bad, but perhaps it is worse if you are

          14       importing a problem from somewhere else.

          15   LORD ARCHER:  Yes.

          16   DR JONES:  Yes, I know.  Thank you very much.

          17   LORD ARCHER:  Yes, you were going on --

          18   A.  Yes.  Scotland.  Now, as I mentioned, I have been

          19       National Medical Director for the Scottish National

          20       Blood Transfusion Service for 10 years, and from my

          21       reading of the papers I think it is -- I say "likely"

          22       but I am just being slightly cautious -- that Scotland

          23       was probably the first to be self-sufficient in

          24       home-grown unpaid-donor factor VIII concentrates in

          25       around about 1983.  I certainly think there was
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           1       sufficient factor VIII from Scottish-derived donors

           2       available to treat bleeding episodes using the sort of

           3       home treatment regimes that were then present.

           4           Now, factor VIII usage has continued to rise over

           5       the years.  I think there was probably a drop around the

           6       HIV era, so you are continually chasing a goal, but I am

           7       pretty confident from about 1983 through to around about

           8       1988 that SNBTS supplied sufficient factor VIII for

           9       haemophilia care in Scotland and was increasing its

          10       production up to 1983 to reach that target.

          11           I also am confident that Scotland was also the first

          12       to provide sufficient HIV-safe, heat-treated factor VIII

          13       for all its patients in December 1984 within weeks of

          14       the awareness that heat treatment of freeze-dried

          15       factor VIII concentrates would be effective in

          16       preventing HIV transmission.

          17           That clearly was an important feat and clearly

          18       avoided the exposure of many patients in Scotland to

          19       HIV.

          20           We know that at least four later batches probably

          21       would have transmitted HIV had they not been heated.

          22           Thirdly, Scotland was the first country in the world

          23       to have sufficient hepatitis-C-safe, heat-treated

          24       factor VIII for all patients in 1987, and it was the

          25       second country in the world to have any such
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           1       heat-treated product.

           2           The English product VIIIY was released earlier in

           3       1985 but as from in 1983 through 1984 when we didn't

           4       have as much English-derived factor VIII down in England

           5       it still was in short supply therefore and was mainly,

           6       to my recollection, given to children and previously

           7       untreated patients.  I will get on to that, but I think

           8       that was probably the correct decision.

           9           So it is my view that it is a misrepresentation to

          10       imply that Scotland did not introduce Hepatitis-C-safe

          11       product quickly enough when this was achieved some years

          12       before for example in other countries like Australia,

          13       France and the United States.

          14           Now, why could it not have all been done earlier?

          15       Factor VIII is a very complex molecule.  It is a big

          16       plating(?).  It wasn't well understood in the 1980s and,

          17       as you know, for many decades fresh plasma or blood

          18       transfusions were the only real treatments for

          19       haemophilia.  This left a lot of people with crippling

          20       joint disease.

          21           Cryoprecipitate, when that came in the 1960s, was

          22       a big leap forward, but, as you have no doubt been

          23       advised, it is a cumbersome and large-volume treatment,

          24       at least in adults; smaller children maybe less so.  It

          25       is not really portable.  It has to be kept in a freezer.
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           1       You cannot go on holiday.  You cannot treat yourself at

           2       work.  So it is not portable, but it was a life-saving

           3       product so people who had severe bleeds could be treated

           4       and the bleeding would stop.

           5           So I think when the concentrates came in these were

           6       easier to dissolve, they were portable, you could go on

           7       holiday with them, they were consistent with leading

           8       a normal life.  Many patients when I was looking after

           9       them told me of the life-changing impact that

          10       concentrates had on them.  They enabled them to go out

          11       and get jobs.

          12           If treatment had continued with cryo and we would

          13       never have used any concentrate then there would

          14       obviously be a very marked reduction but probably not

          15       complete elimination of HIV in people with haemophilia

          16       in the UK but I don't believe hepatitis C rates would

          17       have been very different, because certainly in adults

          18       the number of donor exposures they would have needed of

          19       cryo over a long period of time would have meant that

          20       most of them would have been exposed to hepatitis~C.

          21           There is considerable literature showing indeed that

          22       although cryoprecipitate reduces the incidence of HIV in

          23       people with haemophilia, it didn't eliminate it.

          24   MR MEHAN:  Can we have a short break?  Shall we continue to

          25       the very end or shall we assume that some of this
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           1       evidence would have been read or -- because --

           2   LORD ARCHER:  I am very conscious of the time but I think we

           3       have to proceed.

           4   MR MEHAN:  Okay.

           5   LORD ARCHER:  I am sorry to rush you.

           6   A.  No, it is alright.

           7           The problem is, making these new concentrates was

           8       actually very difficult and it was largely undertaken by

           9       blood services and by companies that were already in the

          10       plasma and albumen business.  Factor VIII was unstable,

          11       it tended to co-purify with other sticky proteins like

          12       fibrinogen and fibronectin which are very difficult to

          13       deal with because they are fully soluble, they are

          14       inherent, in other words they stick together and try to

          15       turn to glue.

          16           It was actually very difficult even with

          17       international collaborations with American scientists to

          18       actually make enough factor VIII.  So the issues around

          19       trying to achieve self-sufficiency were obviously around

          20       funding, and you have heard from Lord Owen about

          21       difficulties with funding and so forth.

          22           But it is not only money; we have to have a range of

          23       facilities.  You have to have the method for making

          24       factor VIII.  You have to have enough unpaid volunteer

          25       donors, and that took time to build up, both sides of
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           1       the border.  You had to process your donations more

           2       aggressively to get the plasma from them, and that meant

           3       convincing surgeons in particular to accept red cell

           4       concentrates rather than whole blood which they were

           5       used to receiving before that.  Then you had to have the

           6       factor VIII.  So it was quite a campaign, not simply

           7       a question of building the facility.

           8           In Scotland we did -- my predecessor and his

           9       colleagues did enable Scotland to develop from its own

          10       blood donors sufficient factor VIII for people with

          11       haemophilia A and haemophilia B by 1983, as I have said.

          12           This was at the time when other parts of the world

          13       were very heavily reliant on imports of US-derived

          14       plasma donor for some time after that.

          15           Now, in terms of heat treatment, which is

          16       particularly important to us in Scotland because we have

          17       come under some criticism in this area: I believe

          18       unfairly.  There was a lot of interest in the 1970s and

          19       early 1980s in heat treatment to try to prevent

          20       hepatitis, but it was quite difficult to do and there

          21       was good evidence that if you got the heat treatment

          22       wrong then first of all it might not prevent hepatitis,

          23       and that was actually what was found, but also as you

          24       heat it you might change the molecule and therefore turn

          25       it into an antigen, make it a foreign protein, and the
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           1       person would then produce antibodies to this, known as

           2       factor VIII inhibitors.  Now, inhibitors after virus

           3       infections, or maybe even with virus infections, are the

           4       most serious complication.  High responding inhibitors

           5       make it very very difficult to treat people.  People

           6       with high levels of inhibitors spend a lot of time in

           7       hospital and have a much higher risk of life-threatening

           8       bleeding.  It is a very difficult, very unpleasant

           9       situation.  All factor VIII products can cause

          10       inhibitors, including recombinant products.

          11           Now, in Scotland the SNBTS had been carrying out

          12       work on heat treatment and it was known that their

          13       product could withstand 24 hours of heat at 60 degrees

          14       centigrade or two hours at 68 degrees centigrade before

          15       it sort of turned to an egg-white and became useless.

          16           Unfortunately it was known that it was not good

          17       enough to prevent hepatitis, and so that level of heat

          18       treatment wasn't introduced prior to the discovery of

          19       HIV sensitivity.

          20           Now, once HIV was discovered and tests became

          21       available, as we have heard, soon afterwards, this

          22       enabled more work to be done to try to test the efficacy

          23       of heat treatment against HIV.  As I mentioned at the

          24       beginning of the presentation, in November 1984, at

          25       a meeting in the Netherlands data was presented that HIV

                                            45

           1       was very sensitive to heat and would be killed by

           2       68 degrees for two hours.

           3           This was then brought in very quickly.  It was

           4       brought in quickly for a number of reasons.  One was

           5       because we could, and evidence was becoming available to

           6       suggest that some people who had only been treated with

           7       Scottish product in Scotland were actually converting to

           8       be HTLV positive.  So there was evidence that blood

           9       donors in Scotland were harbouring HIV prior to the time

          10       that HIV testing was introduced, I think around

          11       September 1985.

          12           So within about six weeks of that meeting in

          13       Holland, SNBTS was able to issue factor VIII from

          14       December 1984 and in fact all factor VIII that was

          15       issued after that date was HIV safe and heated at that

          16       temperature, and, as I have said already, it is known

          17       that four batches of factor VIII produced at that time

          18       would have transmitted HIV but did not do so because of

          19       the heat treatment.

          20           Hepatitis C or non-A non-B hepatitis was a tougher

          21       nut, and in fact what is clear to me is that the

          22       experiments were going on to try to increase the

          23       temperature which the factor VIII would withstand, more

          24       as a general safety measure than a specific one because

          25       nobody knew whether 80 degrees for 72 hours -- which was
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           1       the strongest that was possible -- would actually work

           2       against hepatitis.  It was only discovered later.

           3           In fact, I am sure you are aware that Hepatitis C

           4       virus is still not -- you cannot culture it -- you

           5       cannot grow in a lab, so it is very elusive.

           6           My scientific colleagues made some advances which

           7       enabled us in Scotland to develop a process for making

           8       a new product, and this change in strategy to a stronger

           9       heated product at 80 degrees for 72 hours was endorsed

          10       by SNBTS management in February 1986.

          11           Now, the decision was taken then not to exactly

          12       reproduce the English process and in the event I think

          13       it was fair to say this was correct or certainly

          14       justified because we were advised that Australia did try

          15       to reproduce the English system and took significantly

          16       longer than SNBTS did to produce a hepatitis-safe

          17       product.

          18           The new 80 degrees centigrade product was known as

          19       Z8, and this was built up and began to be issued during

          20       the autumn of 1984 but was not issued for routine

          21       clinical use until April 1987 because clinical

          22       evaluations took place between those dates to ensure in

          23       particular that it was effective, that it was well

          24       tolerated and did not produce the inhibitors that I

          25       have --
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           1   LORD ARCHER:  Presumably it requires a licence so that it

           2       means that that can satisfy the committee.

           3   A.  We would be happy to provide evidence to the inquiry on

           4       the licencing situation.  I don't have it with me.

           5   LORD ARCHER:  Personally I would very much like to see

           6       something about the licencing situation.

           7   A.  Okay.  I am sure my colleague Dr Foster will have that

           8       available.

           9   LORD ARCHER:  Yes, thank you.

          10   A.  We now know that both the Scottish ZA product and the

          11       English BPL8Y product are hepatitis-C-safe.

          12   LORD ARCHER:  Yes.

          13   A.  It has been discussed at this inquiry and also at other

          14       forums about the ethics of the trials.  We certainly

          15       were driven in SNBTS by a desire to provide safe and

          16       sufficient products for patients.  I would like to

          17       confirm that SNBTS has never provided any products for

          18       clinical use to which viruses have been added

          19       deliberately, nor has blood or plasma been imported by

          20       SNBTS to make plasma products up until the ban on UK

          21       plasma came into force in around 1988/99 due to BSE

          22       varient CJD precautions.  So prior to that we never

          23       imported plasma to make Factor VIII.

          24           Now, obviously we do add viruses to samples in order

          25       to check in the laboratory that the steps aren't killing
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           1       them off but these are done, quarantined away from

           2       patients' samples in different laboratories in

           3       a strictly controlled way to make sure that there is no

           4       possibility of cross contamination.

           5           I think it is a matter of regret and obviously

           6       perhaps a reflection on the lack of trust that it should

           7       even be thought that such testing as giving deliberately

           8       contamination treatments to patients has occurred.

           9           SNBTS certainly never did do that and I am not

          10       actually sure that some of the other comments by people

          11       really did reflect that that is what they were doing.  I

          12       think they were perhaps purely drafted comments.

          13           Now SNBTS, as a blood service and provider, did not

          14       carry out clinical trials of its own products, this was

          15       done by haemophilia centre doctors, but I have looked at

          16       the papers and looked at the clinical trials' protocols

          17       and I believe and am confident that these were

          18       consistent with the then guidance from the International

          19       Committee of Thrombosis and Haemostosis which provided

          20       the requirements, and that informed consent was required

          21       and that a detailed patient information sheet was

          22       provided.

          23           In the reports of the trials it clearly states that

          24       some subjects are reported as having withdrawn, and give

          25       various reasons for withdrawal, we would strongly
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           1       suggest to me that they were aware of their trial

           2       participation.  Otherwise it would be difficult to

           3       withdraw from something that they didn't know they were

           4       in.

           5           These trials did include a number of patients who

           6       had previously not been treated with coagulation

           7       factors, these are the previously untreated patients

           8       rather --

           9   LORD ARCHER:  Of course when patients withdraw, is it maybe

          10       when they did discover what previously wasn't known to

          11       them?

          12   A.  I don't believe that.  I think they did know they were

          13       in the trial.  I agree that one is interpreting on the

          14       results --

          15   LORD ARCHER:  Yes.

          16   A.  In the studies of untreated patients, the aim was to

          17       obtain a product licence for the factor concentrate, the

          18       importance of which you have already referred to.  Such

          19       trials, rightly or wrongly, continued to require

          20       exposure of previously untreated patients as

          21       a regulatory requirements until the mid-1990s.  I think

          22       I may have added that comment since I gave you the

          23       draft.

          24   LORD ARCHER:  No, I think it is here.

          25   A.  Is it, it is from the European Medicines Evaluation
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           1       Agency, 1995 documents.

           2           I am not a trial expert and I wouldn't wish to

           3       comment on the rights or wrongs of previously untreated

           4       patients but clearly there are issues around that.

           5           I would like to conclude, I think -- yes, I have

           6       nearly finished -- on a little about look-back and what

           7       we did about trying to find patients who might have

           8       received blood components, in particular, that had, were

           9       Hepatitis C positive.

          10           You will be aware that blood donations screening in

          11       the UK for Hepatitis C began in September 1991.  At that

          12       time there was a professional debate about whether

          13       a look-back would be feasible.  A look-back is where

          14       a donor comes back and is found to be Hepatitis C

          15       positive and you then seek out all previous donations

          16       from that donor; trace the patients who received the

          17       donations and offer them testing.

          18           Now, in Scotland we carried out, or colleagues

          19       carried out a feasibility study on Hepatitis C look-back

          20       from our Edinburgh centre, really as soon after testing

          21       started.  This continued through 1991, 1992, and was in

          22       fact continued to the present day.  Sometimes there is

          23       a misunderstanding when we say we did a look-back study

          24       from 1992 to whenever, that is the data that we were

          25       publishing, the look-back has continued and still does
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           1       continue to this day.

           2           These data were published and possibly because my

           3       colleagues in Edinburgh showed that it was feasible to

           4       do a look-back and also because interferon treatment had

           5       been shown to be moderately effective -- not brilliant

           6       but moderately effective against Hepatitis C --

           7       a decision to do look-back was taken and this was then

           8       undertaken.

           9           All these data were collected for the UK by the then

          10       Public Health Authority Service and was associated with

          11       a letter from the chief medical officer to all GPs or

          12       all doctors.

          13           Now, donors who never came back after September 1991

          14       will not have been traced because they would never have

          15       been tested for Hepatitis C.  If we were to have done

          16       this we would have had to have tested over one million

          17       samples and of course those one million samples would

          18       have to have been tested without consent.  Donors

          19       actually give consent for testing when they sign to

          20       donate.  But that wouldn't have mentioned hepatitis at

          21       that point, or Hepatitis C certainly wouldn't have been

          22       mentioned.

          23           Also, the rest of the UK didn't have such a

          24       comprehensive archive of samples so we would have had

          25       a patchy coverage, and I don't know of any other country
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           1       that provided or did such a total look-back.  As I have

           2       already said, we continued to do look-back to this day.

           3           If I might just make a few brief conclusions and I

           4       am grateful for you indulging me with the time.

           5           My assessment as an employee of SNBTS, obviously now

           6       for 10 years but an outsider at the relevant time, is

           7       that I think my predecessors did an excellent job, at

           8       times of great difficulty.  New products were developed

           9       quickly, I believe also to ethical standards.  SNBTS was

          10       the first with HIV safe self-sufficient Factor VIII; it

          11       was the first with Hepatitis C safe, self-sufficiency

          12       for Factor VIII; and look-back for Hepatitis C was

          13       pioneered by my colleagues in Edinburgh.

          14           Just a few obvious lessons I think, a lot of people

          15       tell me that we need to learn things and I think we

          16       have.  I think we need to remember and act on the prior

          17       consensus needed for important tests, I think that

          18       lesson has been hopefully learnt.

          19           We need to communicate such results in a timely

          20       manner.  I have already apologised for situations where

          21       that may not have happened in my practice.

          22           Precautionary principle should apply in future to

          23       unknown, uncertain, and emerging transfusion transmitted

          24       disease, I think with varient CJD that is being carried

          25       out.
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           1           And, finally, I think with regard to look-back, the

           2       European Union blood directive that was passed into law

           3       in 2005 does require now easy traceability from donor to

           4       patient and this is going to make future look-backs for

           5       future viruses very much easier in future.

           6           So I think there is a lot of learn, I think we have

           7       learnt a lot and I hope that my contribution has

           8       assisted you in your deliberations.

           9   LORD ARCHER:  You have been enormously helpful.

          10   DR JONES:  I think I would just like to both congratulate

          11       and thank you, Professor Franklin, for the clarity of

          12       your submission, very helpful.

          13   A.  Thank you.

          14   MS WILLETTS:  Just one very brief one, Professor Franklin.

          15       You make various assertions through this, for example on

          16       page 7 you are talking about sufficient Scottish derived

          17       Factor VIII was available; you talk a bit about

          18       hepatitis rates would not have been very different

          19       because of the amount of time it had been present in the

          20       population.  Could we just have some references for

          21       those kinds of assertions?

          22   A.  We can provide those to you later.

          23   MS WILLETTS:  Yes.

          24   A.  I don't mean weeks but --

          25   MS WILLETTS:  No.
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           1   A.  -- but maybe next week.  We have looked and made

           2       calculations based on the rates of Hepatitis C in blood

           3       donors and what contamination therefore there would have

           4       been in cryoprecipitate, you can calculate what the risk

           5       to patients would have been --

           6   MS WILLETTS:  I think it would be helpful --

           7   A.  -- to see that.

           8   MS WILLETTS:  -- have the references for that evidence if

           9       that is possible.

          10   A.  Yes.

          11   MS WILLETTS:  Thank you very much.

          12   LORD ARCHER:  One other thing, when you mention books, I

          13       think it would be helpful if you could let us know the

          14       publishers or where they can be obtained.

          15   A.  Yes.  The Garfield book is still in print, you can get

          16       it from Amazon.  I am sure Vijay will be able to find

          17       you a copy.  I was having a look --

          18   LORD ARCHER:  We are quite happy to keep in touch --

          19   A.  By all means.  My colleague and I wish to engage with

          20       this inquiry and provide information to it, so it

          21       doesn't necessarily need to be confined to exactly what

          22       is in there.

          23   MS WILLETTS:  That is very helpful.

          24   DR JONES:  On the point of keeping in touch, I do have

          25       one further question, might I have permission to write
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           1       to you if I may, give you more time to answer?

           2   A.  Yes, we are in communication through Vijay.

           3   DR JONES:  Thank you.

           4   LORD ARCHER:  Thank you very much.

           5   MS WILLETTS:  Thank you very much.

           6   (3.21 pm)

           7                   (The proceedings concluded)

           8              Interview with Ms Walicka and Ms Larby

           9   (3.20 pm}

          10   LORD ARCHER:  Thank you very much for coming.  I am sorry we

          11       kept you waiting.  I think perhaps the best way of

          12       dealing with this would be if you would make your own

          13       presentation.

          14   MS WALICKA:  Okay, that is fine.

          15   LORD ARCHER:  You won't mind if we intervene if there is

          16       anything we need to clarify.

          17   MS WALICKA:  Certainly not.  Good afternoon.  I would like

          18       to start by thanking Lord Morris of Manchester and the

          19       Inquiry itself for offering MacoPharma the opportunity

          20       to give evidence here today.  I would also like to thank

          21       the Inquiry staff for the assistance given.

          22           My name is Iwona Walicka and I am the P-Capt prion

          23       removal filter project manager at MacoPharma.  I am

          24       accompanied today by my colleague Belinda Larby who is

          25       the product manager for MacoPharma UK.
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           1   LORD ARCHER:  MacoPharma is a private company, is it?

           2   A.  Correct, yes.  Given the serious concerns regarding the

           3       supply of contaminated blood and blood products in the

           4       past, MacoPharma has been working to provide solutions

           5       to prevent such events in the future.  MacoPharma is

           6       a leading company involved in the supply of

           7       technological solutions and products to ensure the

           8       safety of blood for transfusion.

           9           We have previously worked with the UK health

          10       authorities in the late 1990s to develop leucodepletion

          11       processes that have significantly improved the safety of

          12       blood transfusion in the UK.  From November 1999 white

          13       blood cells, which may carry a significant risk of

          14       transmitting vCJD, have been omitted from all blood used

          15       for transfusion.  This is known as leucodepletion.

          16           However, studies show that the efficacy of

          17       leucodepletion is only 42 per cent and therefore not

          18       enough to eliminate the current risk.

          19           In response to continuing concerns about the risk of

          20       transmission of vCJD, we have developed a new filter

          21       known as the P-Capt prion removal filter, for the

          22       removal of vCJD infectivity from red cell concentrates.

          23           The public health risk is as yet unquantifiable

          24       although recent scientific research predicts that there

          25       are 3,800 asymtomatic carriers in the UK at a minimum.
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           1       Some studies indicate a higher figure and the Health

           2       Protection Agency is currently conducting a wide scale

           3       tissue study to ascertain the prevalence with more

           4       accuracy.

           5           Patients in the UK are at a risk of contracting vCJD

           6       through receiving transfused blood.  Sadly there have

           7       been four cases of infection identified in the UK from

           8       this route of infection of which three have sadly

           9       resulted in death.

          10           Whilst the Government has taken steps over recent

          11       years to reduce the public health risk and is in

          12       dialogue with the health and scientific community and

          13       with the industry, studies such as those from the

          14       National CJD Surveillance Unit indicate the level of

          15       risk to public health which still exists in the UK.

          16           The implementation for prion filtration technology

          17       is an important step after leucodepletion and would be

          18       a precautionary step in the absence of scientific

          19       certainty about the level and nature of the risk to

          20       patients receiving transfusion from this disease.

          21           The filter has been shown in animal studies to

          22       successfully remove 99.9 per cent or greater than 3 log

          23       reduction of infected prions from blood.

          24           Prion filtration has been shown to be effective in

          25       two studies, the most recent being the study published
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           1       in the Lancet in December 2006 showing its ability to

           2       remove blood borne prion infectivity.

           3           In September 2006 the P-Capt filter received

           4       European regulatory approval CE mark and patient studies

           5       are now taking place in the Republic of Ireland with the

           6       Irish Blood Transfusion Service.  In the UK we are

           7       working closely with the prion removal working group,

           8       PRWG, which consists of representatives from all of the

           9       UK blood services -- England, Scotland, Wales, the

          10       Republic of Ireland and Northern Ireland.

          11           The PRWG is a working group across the UK

          12       transfusion services working with the manufacturers for

          13       the develop of prion removal technology, the aim being

          14       to end up with systems usable in routine UK blood centre

          15       practice.

          16           The evaluation of the technology has not yet reached

          17       the clinical stage in the UK.  However, clinical trials

          18       are not normally a prerequisite for the implementation

          19       of a class 2(b) medical device such as the P-Capt

          20       filter.

          21           Any safety, efficacy, and demonstration of product

          22       quality data from studies and validations should be

          23       considered relevant and applicable.

          24           Results from studies that take place elsewhere will

          25       be shared with the UK authorities as they move towards
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           1       decisions on whether to proceed with the implementation

           2       of prion filteration here in the UK where of course the

           3       public health risk is greatest.

           4           The filter overcomes the limitations of other

           5       potential solutions, primarily the suggestion of using

           6       a blood test as a method of removing the threat of the

           7       transmission of vCJD through blood transfusion.

           8           There are negative consequences that may arise from

           9       the implementation of this method.  Dr Marc Turner,

          10       Clinical Director of the Edinburgh Blood Transfusion

          11       Centre and senior lecturer in transfusion medicine at

          12       the University of Edinburgh, has expressed concerns over

          13       the consequences of the use of a blood test.  These may

          14       include a negative psychological impact for donors and

          15       a possible impact on blood supply as a result of those

          16       who become reluctant to donate.

          17           I am very happy to answer any of your questions.

          18       However, if any for any reason I am unable to answer in

          19       full, I am more than happy to provide further written

          20       evidence and send it to the Inquiry at a later date.

          21   LORD ARCHER:  Thank you very much.  I think there is

          22       something that I will have to take in rather more

          23       gradually when we have the transcript.  Dr Jones?

          24   DR JONES:  Forgive me in the sense for asking you, but

          25       supposing this filter were to become routine use for
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           1       appropriating blood, what sort of costs are we talking

           2       about?

           3   A.  The costs, as you can probably appreciate, is linked to

           4       volume and uptake of use.  Therefore, we and I do not

           5       currently have an accurate understanding of likely

           6       volume or update because decisions regarding

           7       implementation have not been communicated to us by the

           8       Department of Health so at this point it would be

           9       irresponsible of us to give an indicative unit cost at

          10       this stage but ...

          11   DR JONES:  Could you not do it for some sort of unit?

          12   A.  I probably would be able to do it but I would need kind

          13       of many different numbers to know exactly whether I am

          14       looking at specific patient groups and which particular

          15       areas.

          16   MS WILLETTS:  I think you need some models --

          17   A.  Basically.  We need to model based on accurate figures

          18       which we haven't received yet.

          19   DR JONES:  In that case can I move from the quantitative to

          20       the qualitative.  Do you think that the cost is likely

          21       to be an inhibitory factor in the application of this?

          22   A.  I hope and believe that it won't and it should be

          23       because obviously the most important thing for us, as

          24       a manufacturer, and obviously for the Department of

          25       Health, is to be able to protect the public from risks
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           1       of -- so, we hope not.

           2   DR JONES:  Thank you very much.

           3   LORD ARCHER:  Hopefully there would be a saving if it were

           4       generally introduced?

           5   A.  We hope that, in one way there will be a saving but also

           6       in times of protection, because also we don't know the

           7       numbers of individuals that could be affected, so we

           8       hope to obviously limit, if you like, potential impact

           9       on Department of Health resources in the future by

          10       individuals who do subsequently become infected, and

          11       then also subsequent problems that may come from that.

          12   LORD ARCHER:  Yes.

          13   MS WILLETTS:  How much interest is there in this outside the

          14       UK?  Are you working with people in Europe or further

          15       a field on this as well, or is there interest in

          16       potential take-up --

          17   A.  We are obviously in discussions with other countries who

          18       obviously have also had vCJD cases in their own country.

          19       We also have had individuals that have travelled over to

          20       the UK --

          21   MS WILLETTS:  Sure.

          22   A.  -- because obviously if individuals have spent a number

          23       of years here in the UK during the period of the BSE

          24       infection, they are also at risk.  But I think obviously

          25       the highest risk, if you like, is in the UK or people
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           1       who have lived here.

           2   MS WILLETTS:  Yes.  Thank you.

           3   DR JONES:  Leucodepletion has an established place and yet

           4       its efficiency is really not very impressive, is it?  Do

           5       you have, or do they exist, they must exist, some sort

           6       of facts about what effect it has had?

           7   A.  Leucodepletion, when it was put in, in 1999, was a very

           8       good risk reduction measure because it was considered

           9       that vCJD or the prion may actually be within the white

          10       cells and it is true, there is a certain level that is

          11       cell associated so within the white cells, and there is

          12       also a certain level that is not cell associated.  So we

          13       have seen that reduction of white cells provides

          14       42 per cent reduction approximately of infectivity but

          15       there is a level that still remains.

          16           To date we have not seen any cases of non, if we

          17       like, of non, if I can say leucodepleted red cells, that

          18       have caused infectivity but it could just be a matter of

          19       time, because from 1999 we did leucodeplete so although

          20       everything beforehand has been from non-leucodepleted,

          21       it would just be a matter of time before we do see it.

          22       But we know that it is not sufficient because from the

          23       animal studies themselves, if you take the two groups

          24       where you have non-leucodepleted, leucodepleted, and

          25       then prion removed following leucodepletion, in the two
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           1       groups you have sick animals, you actually have

           2       infectivity that is conferred, and following prion

           3       filtration you have no infectivity.

           4   DR JONES:  Thank you.

           5   LORD ARCHER:  Thank you.

           6   MS WILLETTS:  As a lay person -- I am not a medical person

           7       at all -- this is going to work for things other than

           8       varient CJD?

           9   A.  Currently the actual, the filter itself has a specific

          10       for prion removal, that is its primary development aim

          11       today.

          12   MS WILLETTS:  Is it potentially transferrable for other

          13       prions?

          14   A.  Well, at the moment it is believed that if you, it

          15       removes all prions but the only one that seems to be

          16       infectious but blood transfusion is vCJD.  I don't

          17       believe that sporadic or other forms of TSC have

          18       actually been shown to be transmitted by blood

          19       transfusion but varient CJD prion does.

          20   MS WILLETTS:  Yes I understand, thank you.  Excuse my

          21       ignorance.

          22   LORD ARCHER:  Finally, could I ask this: the outcome for

          23       which you are hoping, from what you have been saying, is

          24       that in our report we would make a strong recommendation

          25       that this is adopted, is that it?
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           1   A.  We would obviously like to have clarity on time-lines as

           2       to when this product could be adopted because obviously

           3       it has shown to be effective; it has a regulatory CE

           4       mark so it has passed, if you like, the steps that are

           5       required to have it put into practice.  So we would like

           6       to have time-lines obviously on when this could happen,

           7       and obviously we feel that this product could

           8       significantly help to reduce future vCJD transmissions

           9       so the final outcome, I think for all, is that this

          10       could be adopted in routine use.

          11   LORD ARCHER:  I understand that.  You are in touch, you say,

          12       with the department, you are still awaiting information

          13       as to various models along which they may choose?

          14   A.  We are awaiting models in terms of whether it would be

          15       pediatrics, whether it would be adults, and obviously

          16       the whole population is at risk, but it depends on how

          17       the Department of Health would view use to begin with.

          18           But we are awaiting more clarification on to when,

          19       we know there is obviously interest; we know there is

          20       a risk; we are currently undergoing work with the prion

          21       removal working group and we believe that we are at the

          22       stage that this product could be used or implemented

          23       should such a directive be made.

          24   LORD ARCHER:  Thank you very much.  That is most helpful.

          25   MS WILLETTS:  May I ask one more?
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           1   LORD ARCHER:  Please.

           2   MS WILLETTS:  Are there competing products, are there other

           3       people or companies doing this?

           4   A.  There are other manufacturers that are obviously looking

           5       into the development of prion removal devices but as yet

           6       this is the only one that has a CE mark and shows

           7       the levels of efficacy that are required in order to

           8       prove that infectivity would be reduced.

           9   MS WILLETTS:  Thank you.

          10   LORD ARCHER:  Thank you very much indeed.

          11   A.  Thank you.

          12   MS WILLETTS:  Very interesting.

          13   LORD ARCHER:  It may help generally if I announce that the

          14       next two evidence sessions which we have in mind are on

          15       29th and 30th August.

          16    (3.40 pm)

          17                     The proceedings concluded

          18

          19

          20
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          22

          23

          24
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