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B anamtad

blood products in the United Kingdom snd 1 feel ve nust vrite to you to express
our grave coocern regarding future supplies of bdlood products ia this country
and also the stability of the pharmaceutical compsnies imvolved {a this field.

Our main concern relates to the opening of the new Blood Products Laboratory st
Elstree. We feel that this oev unit will underasine the sctivities of the
companies involved in this highly specialised sarket. More isportaatly, ss far
as future supplies of bloed products {a this country sre councersed, ve feel that
unless there is & policy of co-operation betveen the Transfusica Service and the
pharsaceutical companies, ve vill see the supply of blood products seriously
affected in the future and ve are convinced patieots lives could de at tisk.

All sajor countries providing a high level of pedical care and treatsest operatd
s system of joint co—operaticn betwveen the Nationsl Transfusion Service or Red
Cross and the pharsaceutical companies to provide regular supplies of high
quality dlood products for the besefit of the pstieats. Our ovn company
co~operate vith the Red Cross and Trassfusion Sezvices s maay countries to
provide blood products and also to collabotate is joint projects vith them.

We uoderstand the ideal of using voluntary donaticss to provide 8 o eslled free

" supply of blood and blood products altbough we feel that this vill sever be

possidble {o the U.E. Tor whole blood this objective {s acceptable md this ve
would support, but as far as blood products are coocerned you need 8 highly
wotivated, vell organised commercial enterprise vith high expesditure ca

tesearch and development to constantly update existing products and provide nevw
oovel products for the future.

ve have been oos of the major suppliers of dleod products
the United Ringdom since 1973 vhea we vere one of the first companies to licenc
Factor VIII concentrate. At this time, baesophilisc patients ia the 0.k, who
required Pactor VIII probably bad the poorest level of treatsent of any sajor
Western country. Ve pioneered the use of this product vhich tevolutionised the
lives of haemcphiliacs and enabled them to lead normal lives. Our cospany,
together vith others bave supported the Kational Jlood Tranfusion Service in tha
U.K. vhich vould bave totally collapsed without the support aand commitment from
the commercial sector.
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We are particularly snnoyed st the continuing criticism of comercial blood
products in the U.K. when they have slwsys been of & comparable, and in seny
cases superior quelity to the State products. Blood products are emongst the
post difficult to licence in the U.K. and every betch we produce is tested by
the Nstional Institute for Biological. Stendards end Control before relesse to
hospitals. V¥e strongly object to criticisa when the products produced by the
Netionsl Blood Trensfusion Service are neither licensed end in the pest have not
even undergone independent batch testing. They do not obtein Clinicsl Triel
Certificates for their products and their ectivities are totslly unsupervised as
they openly use crown immunity to ensble thea to sidestep sany legel
restrictions. This we feel is not in the best interssts of the pstient in
providing thea with safe products. We do feel thet we are et & sejor
disadvantage in competing with a Stste Institution which has no obligation to
comply with regulstions end testing procedures which are compulsory for
pharssceuticel companies.

The commercisl compenies were the first to meke heat trested products evailsble
and the first to supply donor tested products when the Transfusion Service vas
still supplying non hest treated products which were not screened for AIDS
entibody. We voluntarily chenged to HIV entibody tested products well in
edvence of being requested to do so by the C.S.M. Froa our inforsation B.P.L
continued to supply non donor tested blood products well efter this dete,
possibly until the end of 1986. Although donstions were being tested, the
finished products were not as they were produced froa stered plesse. Our om
compeny sterted producing donor screened products from July 1985. -

Although initislly it wes suggested that the problea of AIDS wes attributed to
isports of cosmercisl Factor VIII, it was subsequently found thet petients in
Scotlend who had only received Factor V11l from the Trersfusion Service hed
seroconverted (Humsn T-Lymphotropic Virus Type III (WTLY-111) Infection in
Seronegetive Heemophiliscs After Trensfusion of Fector VIII, Ludlea et el, The
Lancet, August 3, 1985 pp233-6) showing that the probles was sssocisted with ell
blood supplies. We have also seen reported petients contrecting Hepatitis froa
intravenous ismunoglobulin products by B.P.L. when it ws given to twelve
petients. (Non-A, Yon-8 Hepstitis Occurring in Agsmmeglobulineemic Petients
After Intrevenous Issunoglobulin, Lever et sl, The Lancst, Noveaber 10, 198,
pp1062-4). Did the B.P.L. obtain e Clinical Trisl Certificste ar e licence for
their product? Thres commercial compenies heve similar products on the sarket
end they would have hed to supply comprehensive pre-clinical end clinicsl data
before obtaining a licence.

We heve resd with interest the recent report by Dr. J. Cash froa the Scottish
Trensfusion Service in the British Medicsl Journal. We feel thst we sust igree
with meny of his comments. The cost of the new B.P.L. project is high at {50m.
We elso feel that it is en ill conceived project end will never cospletely
schieve its objectives.

by/32O.
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There sre & number of principal points regarding the new Slood Products
Laboratory which we feel should be considered very cerefully:

1)-

2)

3)

8)

5)

6)

The Unit has been built to provide the besic blood products which we feel
will never be achieved. As far ss factor VIII and Albumin ere concerned
such improved products sre on the horizon as well ss products produced by
Biotechnoloyy which will meke B.P.L. redundent in the not tooc distent
future. Doctors will slways use the safest end most effective products for
their patients and will not be forced into using products simply becsuse
they sre supplied free of charge.

High expenditure by commercisl compenies on Resesrch and Developaent
ensures that revolutionery new blood products coms to the market end also
improved product processing end viral inactivation sethods sre produced for
existing products.

There ace many blood products which B.P.L. will never be sble to produce
and there are many new products on the horizon for immunologicel discrders
and thrombosis prevention, where B.P.L. has neither the expertise nor the
commitment to high expenditure on Research end Developaent. Major new
products can only be produced on a scsle for worldwide use.

The real cost of providing blood products to hospitals by the Transfusion
Service is high. Accurste costings should be cerried out including the
regionsl transfusion service costs for collection and processing ss well as
the production cost of the new B.P.L. unit. The cspitel investment of this
unit should slso be included.

The principel fsctor in the production of blood products is the supply of
rew msterial - plasme. Even if B.P.L. mansge to sttain their target for
collection, which is in doubt, the sarket for the bssic products continues
to expand and the comercisl compenies will, once egein, have to make wp
the shortfall.

The most important fsctor in sny supply situetion is to ensure that you
have slternative sources for your supplies. 1t would not be sdvisable to
rely on e sonopoly situation to provide life saving products for pstients
in this countzy. In.the early stages of production at the new 8.P.L. it is
possible thet we will see en initiel surge of meterial end if this occurs
commercisl compenies will start to reduce their stocks and will then be
unsble to respond to sudden deficiencies which we have had todoonas
regular besis over recent years. Many factors effect the volune of raw
plasma collected for processing et Elstree and this is slweys 8 constant
problem. Without sufficient supplies of raw msterial you cannot produce
the products.

6*/59..!
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7) A serious shortege of blood products could occur st Clstree if serious
production problems arise or betches are found to be faulty. As you are
probsbly aware, this happened recently when 4 patients had severe reactions
following the use of a plasse product froa Elstres. All supplies
throughout the U.K. had to be stopped end the commercisl coepanies were
ssked to tender within 48 hours for 54,000 bottles to supply the whole of
the country over a period of twelve weeks. We were only sble to offer part
of this quentity in the same way es other compenies due to the lerge amount
and urgency of the supply. If the situation occurs next yeer, the
companies sey not be sble to offer any meterisl es the norsal production
time including quelity control is 12-16 weeks. Although production hes re-
started st B.P.L. we do expect & current shortfell of some 24,000 bottles
of Plesma Protein Solution over the next three months.

Apert froa the blood product situstion I would slso like to mention one of our
other fields of interest - that of supplying medicel disgrostic resgents to
hospitsl pethology laborstories. Once sgein, we are finding the Blood Grow
Reference Leborstory - now incorporsted into the 8lood Products Laboretory -
are actively incressing their production of material which is once agein
affecting commercisl companies. We would expect under the current
edministretion e clesr commitment to help to expend commercial compenies to
provide the Heslth Service with high quelity products. 1 enclose a recent
letter froa Dr. R. Lane at the B.P.L. on this subject. The resson why hospitals
have purchased commercisl products in recent years is the high quelity coepared
to those supplied from the Health Service. We must ensure thet we have en
ective diegnostic incustry producing new disgrostics for hospitals. A study by
NEDO on the Disgnostics Industry which we understend will be published in the
near future will support this point.

In conclusion we hope you will give considerstion to the following:

A) The B.P.L. should be forced to ensure that ell their products are licensed
in the same way ss commercisl products; that every betch is tssted by the
Netionsl Institute for Biologicel Stendards & Control end thet they operste
under the ssse legislation of the Medicines Act. This will ensure thet
their products sre of the same quality es those of the commercisl sector.

B) Consideretion be given to the problems concerning the viasbility of ths
commercisl sector with the opening of the new B.P.L.

C) Thought should be given to the situstion of B.P.L. a8 @ sonopoly supplier
of such essentisl products end that considerstion be given to providing
commercisl bsck-up msterisl of equel quality.

D) As far ss diagnostic reagents are concerned considerstion should be given
to discontinuing these sctivities to ensble the commerciel coepenies to be
vieble and justify their investment in new products.

E)  The Government should give su
pport end encoursgeaent to the pharesceuti
compenies involved in the production of blood groducts givlﬂgpht.hcn J.af?l

I:rt;:cua;jor support they have given in recent years to the Heslth Service
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