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RECOMBINANT
TREATMENT
SHORTAGE
US shutdown means
worldwide problems
Whilst the .Society continues to t iimjuiign at til fm
provision id' recombinant for adults and children .dike
throughout the UK. we am currently in the grip of a
major recombinant factor VIII shortage.

As this Bulletin went Io press, the Society was still
waiting for a firm i a mi in i 1 1 1 ion I hom ( iovernmiml Io
extend recombinant provision to all as swifllv as
supplies will allow. Our parliamentary supporters al
Westminster have continued 1 i > quest ii m health
ministers - to which the same reply has been given, to
the efiei I that eoiernmenl is still considering the issues,
We will have Io return to this after the election.

Ho Kogenotc or Helixote
In the meantime, the next six months or so w ill he \ on
dill ion II us the haemophilia community struggles with
the recomlimmil shortage i wised by the shutdown of the
Baier plan! in California. This means that I hero are no
supplies of Bayer’s recnmliimml EV1I1 product Kogenalc
coming into the ( IK.

Because Bayer also manufa< tures Aventis Behring s
product. I lelixale is not a vailahh i either. To add In the
problems, since Bayer supplies mam countries
internationally, this is not only a national shortage, but
a global one. (Continued on page 12)

GRO-D

joined
•BftchgtaWW^
I’arlAMoati<jb3W[WB. i

| family I’^es H - 10

i Resources 11
i
i Tivatnuint I pihile
i 12-13

J Fundraising News
W-d5

News Round-up 1«

cawpMt’HS IhioM
'I he I laeinophilia Sol iety
has hired one of Ilie
world’s largest public
alTtiirs < :< msii I la ncies.
Weber Shamin i< k. to help
tis in our rmnpaigning
work. One iminedi.ite
benefit is that we now
re< eive a comprohensii e
weekly political and
parliamentary monitoring
report. This gives a record
of every mention (in
debates and written
answers) that is in any
way relevant Io issues
dllwting people with
haemophilia, in both the
UK and Scottish
parliaments.

Oebcte and lobbies
.And there has been much
mi fiit .u li\ i I v Io report
before and after the
election. Our president.
Lord Morris of
Manchester, prompted a
debate about Hepatitis (1

infection by contaminated

NIIS blood products in
the Hmwe of Lords on
23 April. Meanwhile.
I.abmir MP Eraser Kemp.
(Houghton mid
Washington Lust) tabled
an Early I )ny Motion in
support of mi urgent
inquiry into the issue of
contaminated blood and
the nmi-tosting of
com ent rales: and further
that treatment should be of
the highest quality, with
fair and just compensation
for victims. Haemophilia
Society members were
active in raising the
campaign aims with
parliamontary candidalos
during the election. The
( iarpel of Lilies campaign,
launched in May, mis

the first phase ol the
new slrategi (.rented In
Weber Shimdwick.
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Safety and

W\ twin pillars of
haemophilia careIII

NR

GRO-C

am

MM

HSOC0023041_0002
WITN6392105 0003

l The I ;sst issue <d the Bid let m
J was (loin i unhid bv I he shadow

of \ ariaiit CJD with the news
that a plasma donor hud been Ionin! to

haw the disease. This brought to I he fore again
i om eras about treatment product saletv. Nou . I< ms than
two months inter. Ilie comimmit) has been hit with a
serious shortage of recombinant, as reported on mil front
page. It is tinielv - and very relm'iml that the World
I’lsderation id Hemophilia is organising a second global
forum this September on the issues of safety and supply.
These are the twin pillars nil which effective
haemophilia care is built - and vet as rot ent ei ontn haw
shown, neither is fully secure.

To address com crus about safety, the Society is still
campaigning lor recombinant for adults and children
alike in the Uk. We know (lie supplies are not available
al the ummeitl Io make this a reality But we want a firm
commitment front Government now to the principle of
providing recombiiuml lor all - and a pledge to nlinse
uicombin.mt in as rajmill as supplies alhm ,

I'his will remain one of the Societv's main
campaigning aims until that policy is implemented. As
Bulletin readers u ill know from the last issue, we are
also re-laum long <>ur campaign on beha 1 1 of those who
were infected with HIX' and hepatitis viruses through
cmilamiiiated blood products. We have hired one ol the
world’s largest public affairs consultancies, Weber
Shamin i(.k, to help Us tight the campaign for a public
inquire and a hardship hind Im those with hepatitis G.

Members mid whin leers will have a key role in Ulis
campaigning - as they have always. The Carpet of Lilies
campaign action pack sent out recently is full of ideas
for activities you can undertake.

In the run up to the General Election we targeted all
parliamentary candidates with our campaign demands
- and wh must cusum that the pressure। out imies
relentlessly on the new Government. The haemophilia
i ommimity imiv be small but - if ever) one docs|hei r
bit to support tin* campaign we can have a loud wire
and ‘ piiiu h ubm e our weight'.

© The Haemophilia Society
Opinions expressed in The Bulletin do not
necessarily reflect those of the Haemophilia Society.
We welcome reproduction of articles on the
understanding that acknowledgement is made
of Th» Bulletin source.

! Thanks go to the following pharmaceutical companies
\ who are providing valuable support in 2001:
I Aventis Behring. Baxter. Baier. Now Nordisk. Roche
। Schering-Plough. Wynth/Genelics Institute

I Copies ol the Haemophilia .Society's commercial
funding guidelines are nvii i Libia on request
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< ompih-d bv Babs I- vans.
HIV/IICV Worker

HIV AND HEPATITIS C
CO-INFECTION SEMINAR

®>Has®asarS '

UUHI UHUHI

speaking at. the
seminar, which
was attended by
over 120 people.
This successful
event svas the
iffFstsHtsrkm^

lie

Hot Tock G»x:op
Haemophilia. HIX’ and 1ICV... not Uiu soil ok hat trh k am<>w ivouid ask for.
T 'h< I lat Trh k ( iroiip has been nflcriiig fi k i I ital ei 1 pour support tor people
living with, and iiHi'clod b\ . these issues in London .mil the South-Ln,si lor
Bin lust year. 1 am a man alfei.ted by all of the above anil run the group on a
voluntary mid independent basis, I am Inndei I bv Cnisaid mid supported bv
The Haemophilia So< iel\. 'HIT Lighthouse mid Mm.lmltne Trust.

Apart from regular meetings held in West London. I lai Trick disseminates
current information to over 140 people through the MIT confidential
database. Meetings are topic based - recently issues covered include liaison
with MIT, and a presentation liy l)i Pau I < iiangomde (( hail re Dimcior.
Oxlord I laeinopliilia Centre] on blood product safely. I'hose events also give
people an opportunity to get together in a safe place In have a chat, share
<:\pt I ium e , m.d .ii.nbo > veil liar > fun!

It is \ci\ important that am one aHecmd b\ the issues leels wmh onm,
The group actively encourages partners, widows, girlfriends, bin friends mid
all those allecled Io join in. IIA on lune any quasi ions or (.oninionts about the
gi on p please (.milui I i.GRO-Diot Babs mi

Tv I •

Weekend for young people living with
haemophilia and HIV - and guests

NR

following the surco-ss of last yuafs lb to 30 wwkutd in Blackpool. wo
are pleasod to let you know that the Elton Jolin AIDS Foundation, the
Society and Macfarlane Trust are funding a similar weekend this year. It
will be held in Manchester from 14-16 September. The working party
has acted on feedback received last year, and the programme will
include workshops about nmploynjnnt, making the most out of
'vwwi'Tiom 'o.-l “b« ip- ‘Ar pv-i n<’~v fjiv Hf‘V 'tnd hci'm^nhilm
!tiAfifiiteii6lssaes|BldTpi8plfihw^
i on ! u- lii i- , rv J ’.
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compiled In |ohn Morris
I l<>p;i t i I is Worker

SURVEY RESULT?
FOR ?Ahl.Ml V/hH Hfe 400 HLW4KB
BY HAEMOPHILIA CENTRES.
’['he Society was concerned that there were reported
variations in care provision for people with HIV and
hepatitis C. Dr Linda Garvican. Public Health Specialist,
was therefore asked to carry out this survey for the
Haemophilia Society. Among the main findings were:
® Availability of some support sen it.es is good but HCV

or HIV clinical nurse specialists are in short supplv
< 30% of Comprehensive Gare Centres find at.cess tn

counselling diflicnll, and dot tors and nurses often
prot it h; the only counselling available•All the CCCs had traced and tested patients at-risk (if
HCV. hut only half the smaller imiilrus had done so• (iOL’o ol’CCCs had no binding for interferon
a Ipha/ril Hivi rin comhiiuifion therapy. This situation
should improve lolloping publication ol the National
Institute ol‘Clinical Excellence (NICE) guidance.
However, about 20% ofCf.Cs reported la< k of money

for testing and counselling, which are also essential
components of care•Clinical guidelines for HIV/HCV co-inlnc linn are
urgently needed

(I mferlimali’lv, not all centres returned umipleted
questionnaires, including Newcastle and SI Thomas'.
Ilie largest Comprehensive ( Are Centre.|

PROVISION OF COUNSELING
There are difficulties with access to counselling in 30%
of GGCs. Even whim centres do not appear to lune a
pmbkm.n may iiol be provided by a
professional counsellor. In smaller centres, it appeared
that this mis generallv from the haeinatolDgisl. In Ct it is
must ci mnsell i ng and support came from the centre Ie,mi
of doctors and specialist nurses, with occasional access Io
the hepatic ( I i Ilic team (wo have no inforiuatinn whether
these clinicians had any specialist training in
counselling). The Haemophilia Society has anecdotal
evidence through its helpline that patients have difficulty
accessing adequate counselling. In March 2000 the
Department of Health asked the UK Haemophilia Centre
Direr tors Organisation (UKHCDO) to make counselling
available to all haemophilia patients with HCV and this
should include access through CGI is lor patients nt
smuiler centres.

|uhn Morris is running a ihree-year project h> look into
the c< mnsel I i ng needa of everyone arioclcil I ix HI V and
haeiuopliiliii and would be interested Io hour tour views
or expel i I m< e. If \nu Would like a copy ol the survey
report, in to receive our newsletters .iIhhH HIV and HGV
please i imlact John Morris or Bubs Ex mis ,il Ilie Soviet v.

lm o'mmmoia.
AND BOARDS
This surrey, curried out In Dr Linda Giirvium. achieved a
(if)'",, response rah: from henllli authorities. Ofthu.se. few
knew how many people in their areas were infected with
Hepatitis C. Thu survey showed:
9 9f>% of HAs consider HCV an important public health

problem - although only 25% had included if in their
Health Improvement Programme
Over 85% of Health Aulhorities/Boards support
national initiatives such as a I K- wide prevention
strategy, clinical guidelines and public education
programmes - but only 59% support a National Service
Eriimework•27"i> support a national screening programme for IKA

W (>6% hud protocols in operation
50% had reviewed treatment options lonnalk in
comini Hec

Three Health Authorities did not provide am treiihiieut lor
those with HCV. and infi irnration. comiselling and siippoit
were oil her u navailable or nislricled In certain groups in up
to 20 more. Although mer of iiulliorities were funding
inlerfernn and/or lombination therapy, complete diagnostic
testing was unm ailable in one-third (against established
guidelines) and 23 authorities had some restrictions on
how patii-nls could be treated.

The iimmml of funding available x aim'd widely. Of the
Iwo-tliirds of HAs w ho earmark I'undnig for HOT care,
some will oidv pip fur one or two patients per annum,
others over 100. with a mean ol about 25 - but lire lx picul
hiuding pei pat ionl is i nsuflir.ii'iil Io prm ide the < nurse rd
combination therapx. A follow-up survey filler this
summer will measure the change.

WEBSITES:
* v , : Tj.Ci < -W ,
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LANDMARK
COURT
RULING
Nm.iouA ^.ooJAuUr>ri<7'd,'ic!/H C>
pap rompes.swnun Im '.(MMI

to claimants’ lives.

i:^4 th/.
Num: til t h<? ( .l;ii urn i it s in Ibis ;u lion wore people with
haemophilia, most ot whom would have been inlecled
with HCV wall before March 198H when the Consumer
ITolei lion Aid i .min into Ion e. The repercussions ot this
judgement for the haemophilia community are being
considered ( amfullv lhnmgh(ml the thiihid Kingdom, by
both the legal profession, the Government and devolved
administrations. However, there is no immediate
financial benefit to people with haemophilia as a result
of the ruling - allhough sonic may see it as a moral

The ( curt judgement against the NBA is Ilie iiisl time
that any public body- ha'- been held to mvoii nt lot the
disaster ot conlmninaled blood.

On 26 Man,11. 114 people were successful in their claim
against the National Blood Authority- (NBA) for
compeiisalimi lor hm-ing contracted hepatitis ( i through
their NI IS treatment. Their act i< in was taken out using
the Consumer I’m dec .1 ion Acl 1987. which applies Io all
products supplied from 1 March 1 <188. The < lainmnls
were inlet ted with HCV through contaminated blood
transfusions. blond products (not necessarily (.lotting
lac tors) and
organ/l issue
transplants l»Mueen
I Miin,h JWI and
I September 1441
when the I K
finally introduced
screening of all blood for hepatitis C.

Mr Justice Burton said that people generally went
entitled to expect clean blood and that the NHS should
have infiodiK। >1 l < inline a 1« '-i •nt i p, of all blond
Irmislusions in 1 Man h 1 MW, J tamages imiged Irani
C 10.000 for two young men who wen! infected by blood
ir.mslusiims who lalei । hem-d the wru:. (of Hvu with।>i

without I real i lien I ) lo <>vei 72 10.00(1 lor a woimm in her
fifties who ( otllrni.fed 1 1( IV in the i nurse ol routine
surgerv and later dm einped cirrhosis of the liver and
required a transplant.
jiSAljssitasc A dm c ef T

6

A sei,olid gump of people is being assisted bv the
sulk Hors who led the case against the NBA, Dens
Midlen. They are making different I vpe.s of claims,
arising out of inl’ei (ion with eiihei hepatitis B w- C.
The group includes some people with bleeding
disorders. The court will make its assessment of injuries
and financial damages in June.

These are c liniod negligence cases and liability- has
been admitted. If you have mild ( ie not moderate oc
sen ere) Imemophilia/von Willebrand’s and were first
infected (not diagnosed) in 1982 or later, iheri a legal
opinion is I hat you might hay e a < use for < ompensution,
particularly where it was possible Io manage your

bleeding in some other way . If you vcoidd like to follow
this up then make ctmlacl with Ilie Society’s hepatitis
worker. John Morns, lot more infuriiiulhm.

o y
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New three-stage campaign strategy
Weber
Shand wick
have devised a

campaign, to WEBER SHAN DWICK
be proactively P u 8 > ; c A. F F h t R 3
implemented
over the next
nine months, starting with I ho Carpet of Lilies initiative
involving Si n:ietv membeis all over I lie country. The
campaign combines parliamentary activity with press
and media work.

The Carpel of Lilies lampaign features white lilies as
an emblem of people with haemophilia who have died
- or are still suffering - as a result of HIV or hepatitis
passed on through contaminated blood products.
Haemophilia Society members have been asked to target,
in their own conslitmmcy. politicians of all parties, to
seek a pledge to support the campaign aims and to
present a symbolic lily. As pledges come in.
the Society will use them tn build a carpet ot lilies'
representing political stipiporl for all parlies across
the UK.

PARLIAMENTARY
DEBATES
In the House of Lords on 23 April, Lord Morris asked
Her Majesty's Government "what further help they are
considering for people who were infected with hepatitis
G by contaminated NHS blood products and the
dependants ol those who have shire died as a result of
their infection". In the course of the debate. I.,ord
Clemeiitdimes (LibDem) called for recombinant for all,
financial reparation and a public inquiry. Lord Astor of
Hover (Cons) requested the standardisation of all aspects
of haemophilia sorvic.es by culling lor the provision ot
recombinant for all and comprehensive care centres to
be geographically evenly spread. He asked what plan the
government has to set up a nation-wide system to
identify and monitor all people with haemophilia: how
the government plans to ensure that plasmmrlori v„d
I rent menls are scream'd for vC|D; and HnrHl v called fol¬
iar more funding info HUM research.

A few davs later, on 26 April, a debate on hepatitis G
I < ink place in the Scottish Parliament. The Haemophilia
Society was active in briefing Scottish pmlimnenl
members for this debate and previously in March, giving
evidence tn the Scottish 1 hiaith mid Gomnmnih Gare
Gommittee. The Scottish Health .Minister. Susan Deaton,
appeared before the t oinniiltee on Mil v 23.

Campaign contacts
jo Nove. Ben Abbotts -_Web_er Shandwick Public Affairs
Karin Pappenheim.i GRO-D j. [ohn Morris -
Haemophilia Society, (.we page 2 for contact details)

( W ft
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STOP Nf<- update insert with this issue.
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The US Food and Drug Administration (FDA) imposes
very strict monitoring controls over the production of
rei.omhimml (and other products). Follow ing an
inspection of Bayer's plant in Berkeley. California in
December 2000, some issues were raised ahoiit the data
management and retold keeping systems and the
doc.u MHuitat ion relating Io the maniifncl tiring process.
Product release has been suspended whilst Bayer
addresses those quality control processes, The Society
Ims been assured that this problem doos mil affect (he

final stage quality of the products.

When will supply of recombinant resume?
At present, it is uni.lour when Bayer ‘Kogeiiale’ and
Aventis Behring ‘1 lelixate' will be able to fully resume
nonmd supplies to the ( IR. The situation is changing
day by day. Whatever happens, the current difficulties
could well be with us for several months and probably
fur the rest of the year. The shortage dons not affect
recmubintml factor IX products.

Couid reconfbinant be supplied by atwhef
company?
'file other main rnc.oinbimml factor \TII producers
(Wyeth who make Refat.Io. mid Baxter who make
Recombinate) are already producing to full rapacity and
are unable Io make up the shortfall. Unlbrhuuitely . even
belore the current 1 1 i ITicn 1 1 ies, recombinant supplies
were not sufficient Io cover all UK patients.

I
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The UK Haemophilia Centre Doctors Organisation
(I iKHCDO) has produced a set of guidelines to limit the
amount of recombinant chilling factor being used and
conserve the now wr\ reduced supplies. The impact of
the shortage will mean I hat some people - paitir ul;n ly
anyone over the age of t (> years - an* asked to swih h to
plasma derived products.

Priority will lie given to children who have always
reemwd recumbifimit (ie inner had plasma proilads). As
the shortages continue. some centres may find they have
no recombinant FV1II slocks ul all. even for young
children. The I IKI ICDO is therefon: ( .a I hug on all
baeim iphi I ia centres and recomliimml suppliers to work
together to manage Ilie situation, and if need be. to
redistribute recombinant from centres with supplies to
others without, in order lb<il these children can slav on
recombinant. The Department of I leallh has written to all
health authorities and trusts to urge them to co-operate in
managing this crisis, and requiring haemophilia cunt ira to
participate in Illis redislrihulion .ss.hmim. The other
rwomhinimt niiinufiuilurms. Baxtui and Wveth. aw also
collaborating in this effort .

The I laemophi lia Society Ims been in close conlacl
with the I (KI KIDO since Ihe start of these diflicuhies. and
we have sent information nut Io members as it became
available as well as providing information and advice via
I he national helpline. For Ilie latest see our webdti' or call
OBOO 018 6068.

* Compiled b\ Dr David Iwans
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The latent on variant C„JT>
No-oimwilh haemophilia has
conlraclcd variant C|l ), and t he re is
still nn rivn fence that it can be
Iransmitliid bv blood products.
N i rmt y-n i n<। cases have now been
reported in the UK. Although some
factor VIU and IX concentrates were
made in 1996-7 from plasma of a
donor who has since died of variant
C|D, no evidence has been found of
transmission Io people who received
material from this donor.

A group of researchers in
New Zealand have proposed that
USE (the disease in catde which

( auses variant U|l) in man) was
int reduced into the UK in imlohqms
who were broughl to safari parks.
This seems a reasonable
explanation; but isn't it slrangi: how
bringing animals from one country
into another seems always to cause
unexpected problems? The grey-
squirrels brought from America have
nearly driven out the native red
squirrels. Mink brought from abroad
into fur farms have escaped mid are
killing other small wildlife. Rabbits
that were taken to Ansi ridia have
ruined crops there. Perhaps we

should he worrying more about the
animals that come into this counlry
from abroad, and less about the
human beings.

So far, wirimil CJI) has only been
found in the 40% of humans who
have one particular genotype. This
could mean that only 40% of the
population are susceptible to the
disease - or in other words, that G0%
are unable tn catch it. Another
explanation is that the other 60'U
have a longer inc ubal ion period ami
will only become ill in the years
ahead. Time will tell.

Pegylated Interferon and Ribavirin
Schering-Plough
launched t heir new
treatment lor
hepatitis C at I he
end of March
3001. I’he
combination
of pegylaled
intorfiTon
(ViraferonPeg) and
ribavirin (Rebetol) is
now available to
practitioners in the I :K.
Il has signi Hcanl advantages mcr standard inlcrl'eron
and ribavirin which is llm current Irealnmnl of choice.

The companx boasis a sustained virologies! response
rate (SVR) of 54% in patients undergoing this treatniiml,
which compares Io 4~">n lor imn-pegyfefed combination
treiitnmiil and 12% for inlerlercm-rdoim I real men t .
A projeded figure of 61".'. is given when the dose is
udjtishid according to body weight. The figure ol 54%
is defined as prilfents conlininng to be negative for Hm
presence cl the virus six moiilhs after the end of the
treatment. The headline figure is reduced to 42% for
patients with genotype 1 (unfortunately the type most
commonly found in people with haemophilia).

Benefits of pegylation
The modification of interferon bv pegvlidion
( t lie iillachinenl ol an inert subshiiu e Io the inlerlernn
molecule) results in llm human body lining slower to
alfack the drug before it is allowed Io do its work on Ilie
virus. It also acts as a slow-ndcase inec hanism Io oven
out 1 Im amount of active drug in the blood over Ilie
period of Irealiimut. As a rosull. il only needs Io Ite
i nje< ted under I Im skin once a week ratlwr Ilian three
limes a week, which is i a tl ren 1 1 \ Ilie praclice w il h
uon-pugyhitcd interferon.

Iha.at i so of the way quality of life inwisuremunts are
reported, no advantages in terms of reducing side-effects
or increasing drug safety are claimed. However, there is
anecdotal evidence that the side-idTccIs attributable hi
interferon are more manageable in llm oncn-weekly
pegylafed interferon Irealment since they are less
prolonged than in life ihn-m-l inms-a-week non-pcgylaled
treatiiienl. Pal hints have often chosen to inject
Ihemsuhcs just before Ilie start of llm weekend.
act.opting I hat they might suffer llm ’flu-like' side-effects
of tlm pegxlamd interferon over tlm first few weekends
when limy are at I Imir gmatesl. hid leaving themselves
relatively free, to work a imnnid Monday tn Friday week.

Roche is Ihu other company working on pegylafed
interfeion and hopes Io register its Pegasys and
Ribavirin early next year. Recent large-scale trials
showed a SVR ol SfiPo (1 1 "4> higher than the old
combination) and 4I>‘".. for genotype 1. Roche also
reports
sign i Huan 1 1 \

reduced flu-like
side rdTncts and
rates of
depression.
John Morris
Hepatitis worker

If you would like

^fgigBfsalalK

have been able to increase their
production of Recombinate they
supplied 30% more Recombinate to
UK haemophilia centres during the
first quarter of this year compared to
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Hi, my name is [gro-aJ am 24 and I have severe
haemophilia A. I have been the Haemophilia
Society's youth tepiesentaliw for the past year
A trip to Montreal for the Haemophilia 2000
Congress inspired me to < reate the UK Haemophilia
Youth Network. Meeting other people from around

the world - involved in youth groups for the haemophilia community in
their own countries - helped me understand that something was needed in

into the 'youth' bracket of 18-30 to be put in touch so that we can provide
each other with support and exchange ideas and Information.
As a group, we also have a voice that, perhaps, may be stronger than that

of individuals. And as such, we may be more influential in matters that
< onrem i;s directly - be that treatment, care or general support

We are currently involved in a youth event tor co-infected people in
Manchester this September (see page 4) and hope to make it even better
than Blackpool last year.

Talia Barry and Iwill be hosting a focus group at the Society's AGM to
look at the future of the network. We are also looking to recruit a panel of
.wLUnteeiisTpirepreSenOi^

If you would like information or to be put in touch with
the Youth Network, please e-mail.gr.con.tart_me_vfa the
iHaefnophifeSSS^^ j ;

or Macfarlane Trust orf GRO-C !
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