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Self Bufficiency in Factor VIII for Raemophiliacs

Your wminute of 14 Qctober vefers.

SUMMARY

There are problewms at BPL but these should noet obscure its
undoubted successes.

The good news:~ It is already processing at planped capacitcy;

it was ‘timely in introducing a newv heat treated factor VIII,

acknowledged as among the best in the world; and is achieving
w— yields well in excess of any commercial manufacturers.

The bad news:~ The vields being achieved are however less than
sxpacted, and we will wnot be able to fully meet frowm UK sources
forecast demand for factor VIIT from haewophiliacs, This 1Is
compounded — in the short term - by the fact that their useable
stockpile of plasma iz less than anticipatad,

Concept of "Self Sufficiency” in factory VIIX
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2. When BPL was planned 10 years ago, current/demand was 35
milldion units. The plans for a new BPL forecast a rise to 100

million units. CQurrent demand is circa 90 wlllidon and rising.

3, The demand side of the squation is likely to go on increasing
~unless elinical practice changes but 100 willion units remains &
reasonable estimate of what “self sufficiency” for England and
Wales might necessitate in the near future.

& 4 The supply side is mainly constrained by the availability of
plasma, rather -than the capacity of BPL, .« = ;
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5, The maximum praatiéal plasma harvest will produce only some
77 million units at curvent vields.

Farlier Expectations

&, Until very recently we believed 90 wnillion wnits {i.e. self
sufficiency at present levels of demand) was achievable next y=sar
and 100 million units was not bevond our grasp.
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What has changed?

e

i " Two factors have energed, Firstly, and most lmportant, the
vields being achieved in the new factory are substantially lower
than axpecteds Secondly their useable stockpile of plasma is

less than they thought.
Yield Problem

8. Self sufficliency at the %0 million unit level aszsumed & yield
of around 180 units per kile of plasma in the new BPL.

9. However this yield figure was one obtalned in the laboratory
and has not been achieved in the factory {(either old BPL or new
BPL) . The new factory is producing & true net yield of 130 units
pey kilo. (Rarlier yield figures confusingly fgnoved pre~process
plasma loss of arcund 7% and this gave a false basis for planning
plasma needs).

As recently as 12‘July, when the 1988 Accountability Review

_took place CBLA was confident of achieving 166 units {(the same asg §
A

in the old BPL) but subsequently this has unot been sustained imn
the new factory. They are actively pursuing higher yislds.
Their yields however exceed that of any commercial fractionator.

Gtock Pile Problewm

il. The stockpile was planned to enable the new bigger factory
to start full production whilst the NBTS wag continuing the plann-~
gd build up of ite harvesting capacity. CBLA have under thedir
new management team been introducing the gort of production ac-
counting systems needed by a major plant. This work has turned up
the fact that previously BPL had been recorvding the gross weight
of plasma recelved (i.e. inclusive of packaging) and used that
number for planning. As “met weight” the stockpile hasz "shruank"®
from 300 to 380 vonnes,

Effect of the New Assessment

12, The new true net yileld figure would regquivre a plasma harvest
of 750 toanes to achieve 90 million units. The NBTS maximunm
practical harvest is some 5%0 tonnes, producing 77 wmillion units.

The effect of the smaller buffer stock weans that either a) NBTS
must harvest 490 tonnes next vear {(out of the guestion); or B}
BPL production must be restricted until harvesting catches up,

13, The best estimate is that we will have output of 65 millien

units in 19%8%/90 rising to 77 willion by 1992/93, Thus we will

remain short of “self sufficiency” even at Lthe current 90 million

unit level of demand. 4

14, The effect of the confusion ocver planning figures has thera-
fore besn twofold:
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a} We have painted a falsely vosy plcture on self
sufficiency and coming clean will be politically
embarrassing.

b} We did not put extra pressure on RHAs te wind up
plasma harvests. S

The effect of (b) should not be over exaggeratedas RHAs were, in
any case, rveluctant to commitz vesources until the new BPL was able
to give thew produect in veturn for their efforts.

Respeonsibilitcy

15. Bafore facing critics, sese below, Ministers may wanti to
consider whether CBLA ov particular officers have been culpable.

16. OBLA nlaim to have used the best sstimates available at the
cime. Thev certainly had no incentive to be over optimistic)

: The product {factoer VIII ¥ d.e. heat-treatsd) is relatively new

5 and of course production Iin the new plant was an unknown guantity.
Their guestimates are now clearly proved wrong but it wounid be
difficuls to demonstrate vetvospectively that they were in 8
position to have done better. The use of a figure for planning
purposes which ignored pre process losses, is however havd to
justifye They are taking active measures to improve yield but
success cannot be guaranteed,s

Stockpile

16. The confusion over the figures used for planning is agaln
hard to justify. It must however be gaid that it was the result
of pygtems being installed by the new management that this came Uo
light. The CRLA management do not undevestimate the embarrass-—
ment and planning hitch this has caused.

Conclusion on Responsibility

17, The Authoerity”s approach to planning has bsen slap dash and
will csuse embarrassment.

Ak |
Admﬁ% on Responsibility

18 Mr Hart and officials interviewed the Chairman (David
Smart), who had sought reports from both the Chief Executive and
the Director of BPL. The Chsirman readily sceepted that the
slapdash approach to planning was lnexcusable. The discussion
concluded that prime responsibilicy must rest with the Director of
B?L;*% Dr Lane. The Chairvman has subsegquently written confirming
that disciplinary action {(a severe reprimand) is being lanstituted.
This seems an appropriate responsa.

WITN5287002_0003



BPL is in the throws of changing from a “cottage industry”
which grew ocut of a research laboratory to 2 multi milliion pound
business. The new wanagement systems being installed by the
Chief Executive and the Finznce Director will make & recurrencs
unlikely. Indeed 1t was the new systems which brought this
farvago to light. The action propoged against Dr Lane will bring
home to CBLA as a whole that they avre now inm & new era where
management professionalisw as well as medical/scientific excel-~
lence {8 a regquirement of the job.

20. Any wore severe action on Dr Lane perscosally could misfire
by casting doubt by asscciationg on the quality of his
professional work which underpins BPL"s producis. This would be
totally counter productive. There yas been much creditable world
class work done at BPL under Dr Lanes managswment.

21, PS{H).is due to reply to CBLA s response to the post Ao~
&euﬁtabilltyﬁfetter from PS{H}. This will give her the opportun-—
ity both to demand new and cast iron figures from CBLA to replace
those used for the Review, and to vub in the lessons about manag@*
ment matching scientific excellence.

224 If PS{H)} wants to undetllne her concern gven more then this
episode could justify an extra mini review! However thl might
he a little heavy handed.

HANDLING
23, We can expect & rough ride. The Haewmophilia Society have

only recently assured their menbers that there will be sufficlent
“home grown” factor VIII by the end of 1988. They are unlikely
to keep their disappointment to themselves and MPs are particular—
1y sympathetic te thedr cause.

24, Rather than walt for this news either to leak out or be
dragged out Ministers may wish to go on the offensive with an
inspired PQ, (coupled with a meeting with the Haemophilia Society)
which will assure MPs and the Socisty that all efforts possible
arg besilng made both to collect more plasma and te {improve vieslds.
They can alse of course be reassured that the balance of nseds for
Factor VIII will continue te be fully met by imports which are now
considered safe.

25, I would be happy to discuss.

M A Harris

AFH 44086 .GROC
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