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(2) FPurther details of capital ex

t.  In 1981 DISS Ministers established a Policy Steering Group (PSG) whese
objective was tn plen the redevelopment of +the Bload Produc< ts Laboratory on behal”s
of the Joint Management Committee for the Central Blood Laboratories. This paper
sets out the resulis of the PSG's appraisal of <he options for redevelopment.

The report is set out according te the Department's guidelines for the appIeval cf
building developments under the revised Capricode procedures, (1) which are
intended to mazke the choice between options as explicit as possibdle.

ZACXGROUND AND DEFINITION OF OBJECTIVES

2. A8 was explained in the letter of 31 Jula;zgrom Mr D Harris to Mr Prescoi:,

in which Stage 1 approval was sought, the Blood Products Laboratory is essentially
a pharmaceutical manufacturing unit which receives blood Plasea from Regional
Transfusion Centres and fractionmates it into a number of products for use in

the National Bealth Service. Increasing demand for blood products and the
inability of the laboratory to comply with current phamaceutidal 'manufactu:ing
standards has made it essential to consider a pajor and rapid redevelomment. In
planning the redevelopment, the PSG has sought to secure the most cost-effecuzve

neans of satisfying future NES demand for bdlood products.

AFPRAISAL OF QPTIONS . -

2. ’I‘he PSG ,has been conserned with the clinical requireme nt's of England and
Wales. During the course of its studies, the group examined whether the Szottish
{frectionation centrs, PFC Liberton, might econcm.cally fractionate a rroportion
of the English and Velsh plasma and thus 'reduce the capacity needed in the new
EPL. However, the Scottish Home and Eealth Depai‘t.'nent estimated that an expansion
end upgrading programme at PFC would cost £6-7 million,fwhic!i £4 million would e
directly attributable to the taking of 200,000 kg of English plasma. This is
greater than the additional expenditure needed to build EPL large enough o hepila
2ll English end Velsh plasma. (2) In addition, lack of progress in negotiaiing

a shift-work agreement at Liberton (to enable it to undertake the continuous
production process for vhich it was designed) led the PSG to conmclude that it
would be unwise to anticipate any significant contribution frem the Scottish
centre.

(1) mi(81) 30 refers.
aph 17 below.
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4. In principle there exists a spectrum of opiioms for zeeiizg futuze 1I3
dezand for blood products. These range from izportizg all reguirezents oz the
one hand, to complete self-sufficiency on the other. The optlom of buyinmg-:in
all requirements has effectively been ruled out by the decision %o redsvelor
BPL. The reasons underlying this were given in the correspondence between
the Department and BM Treasury at the time of the approval in principle of
the scheme. Briefly, these were:

a. The Government had already accepted the principle (enunciated at
the 28th World Health Assembly) of self-sufficiency in blood products,
at least in the long term.

b. A preliminary appraisal, us:.ng rather crude costings, hazd suggested
that redevelopment of the BPL would justify itself in terms of savizgs

on imported products.

c. If no redevelopment were to take place, the Medicines Inspectorate,
acting under the terms of the Medicines Act 1968, would insist on its “
early closure. ’

d. Some of BPL's products are not available commercially in this counn'y.“

The present paper does not therefore focus in detail on ‘the "no redeveiopment"
option, although the calculations presented later do show implicitly that this
option is inferior to the recommended course of action. '

i
S. Given that the Laboratory is to be redeveloped, the principal options

concern

a. its geographical location
b. choice of fractionation technology
o, target capacity

“‘A formal ecomcmic appraisal has been made of (c); this is described later in

this report.

LOCATION OF BFL .
6. The present site at Elstree has a nmumber of advantages over other possible
locations. These are:

a. The site is owned by DHSS;
b. Outline planning permission has been obtained for a new laboratory.
(The significance of this is described in paragraph 18 below, which

discusses site values).

2 b2/ 24
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7.

c. Staff with specialised trainipg and experierce &T¢ 2 -eady avalil
A nove to an alternative site would involve staff relocétio: cos*ts and
disruption of p-oduction (with a consequent increase in i=pezt costs) W

staffing levels were built up and new staff were trained.

d. Parts of the existing buildings (eg cold storage facilities) can de
incorporated into the new Laboratory, so saving expenditure.

e. Elstree is in a prime position for distribution to Transfusion Centres
throughout England and Wales. (An internal study carried out by Glaxo
Holdings Ltd showed the Elstree area to be in an excellent position for
aistribution of pharmaceutical products).

The group examined the possibility of avoiding a large capital expenditure

by transferring the Laboratory's operatiors to an wnused phav'ma.ceutiCal, or
modified general purpose, factbry. . Enquiries regarding the availability of a
suitable pha::ma.ceutica.l factory were made through the Association of the
Brit:':sh Pharmaceutical Industry.. It appeared that few pbzrmaceutical companies

had unused factories, and those which were available were in poocr condition.

In the experience of various members of the PSG, the cost of upgrading these
factories to the manufacturing sf.an'dard.s required under the 1968 Medicines Act
would have been greater than that of starting from scratch.

8.

A nuinber of senior Production Directors in the pharmaceu‘l;ica.l industry

were consulted on the possible conversion of a general purpose factory. In-

their view there would be no cost advantage in such a2 move since;

a. the necessary services were unlikely to be availsble in an
unspecified building; ' ’

b, the design of a building for phamaceutical mermufacturing normally
atarts with the pmocessés to be employed and the shell is then fitted to it;

c. an existing shell (the only part of an unspecified building likely
to be of use) would probably be uneconomicel to modify. :

The PSG therefore abandoned this line of: enquiry and concentrated on options

for redevelopment on the existing Elstree ‘site.

FRACTIONATION TECENOLOGY

9.

The Scientific and Tecmical Ccmi‘!:‘bee for the Central Blood Laboratories

set up a working par‘hj to evaluate the technological aspects of fractionation.
The working par‘nj recommended that fractionation should continue fo be centred
on the method of cold ethanol precipitatiocn. This has been accepted as the

basis for the plamning of the redevelopment.

A bafrs”
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10. The working party, which was chaired by one of the counizy's lealiing
biockermical engineers, also examined new scientific developzents, partizcla=ly
in genetic engineering. Genetic engineering of blood products would be 2 cajor
breakthrough. While it is possible that a breakthrough might be made at any
time, the odds are on gemetically-engineered products being a decade or more away.
It must also be borme in mind that even if cme of the major products (such as
Pactor VIII) could be produced in this way, there remain more than 10 otker dlood '
products to be derived from human plasma. Nevertheless, uncertainty about the rate
of scientific development suggests the nmeed for careful attextion to the tizescale
over which the redevelopment is appraised; this is taken up later in the paper.
" CAPACITY OF LABORATORY
11. The appraisal of options which follows has been based on cap:.‘tal cost
estimates prepared by Matthew Hall Norcain Engineering and on other data
assembled at the Blood Products Laboratory.
42. The starting point is the forecast clinical demand for the main blood
products in England and Wales. Forecasts of requirements in the mid-1980s have
been made by a working party set up by the Advisory Committee on the IEBTS and
are summarised in Table 1 below:

TABIE 1. ANNUAL REQUIREMENTS FOR BLOOD FRODUCTS

i

Albumin 10,000 kg
Factor VIII 100 million intermational umits -
Factor X 15 million - i.u

Immmoglobulin 200 kg

Tn additicn there would be a clinical demand for other products such as specific
zmunoglobulins These products are, however, common to all options. Since they
“would not affect the resulits of the appraisal, they have been ignored in the
present paper.

13. These requirements may be translated into needs for plasma source naterizl
by applying figures for the yield of each +ype of product per kilogram of plasma.

Table 2 shows BPL%s target yields, ie those which are anticipated without major
technological advances.

L_.:./'LL
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TAZIE 2. BPL :ET YI=ITS PR xo Plisvy

Abemin ' 7 22.5¢ kg (Fresh frozen and times ired zlzemz)
Factor VIIT + 225 i.u per kg (FTP)
Factor IX-- 300 i.u per kg (¥FP)
Iunoglobulin 3 & per kg (FFP/TEP)

Crude Fraction II & IIT 55 ¢ rer kg (FTp/T=p)

14. The information given in Tables 1 and 2 implies that sorme 400,000 kg plasza
Per annum, together with 50,000 kg from tize-expired blood, would ersure selfa
sufficiency in 2lbumin and wvirtual self—suff:.c;ency in Factor VITI. The regrire-ant
for Irmmoglobulin, Factor IX and other products could be met with small Tropextieon
of the total plasma supply. Although forecasts beyond the mid-1 980s carnot be
accurate, albumin is being used in an increasing mumber of treatments requirirg
Plasma exchange. On Factor VIIT, though the haemoph:..hac population is wnlikely

to rise substantially, the use of Fa.ctor VIIT is chang.\.ng rarkedly. with a move
towards prophylactic treatment. In adda.tion haemophiliacs are now living longer
and reaching an age at which, beczuse of their condition, surgery is required on
Joints etc. In summary, while demand is expected to show some growth in the

longer term, improvements in :r.Leld should offset such growth as takes place beyond
the projections given in Table 1- above. The PSG therefore adopted these forecasts
as the baseline for its conmsideration of the required capacity of the new lzboratory.

15. Im eza.m.m.ng the capacity question, three levels of p1a5m3 supply were
considered, viz 200, 275 and 400 tonnes of fresh frozen plasmz per anmm. The
snallest laboratory represents a small increase on the present facility. The
275-tonne case would provide rather more than 60% of Factor VIIT requirements znd
over T70% of Albumin, leaving the balance to be Durchased as imports. The lergest
capacity would provide for virtual self-sufficiency in Albuminp and Factor i

,_Ea.ch option could cope with NHS demand for Factor IX and Imx.noglo'bm, wiil

capacity to spare.

16. For each capacity level, two alternat:.ve designs have been examined.
These are:

Opfion 4: A laboratory designed only to derive sufficient products from
the plasma to meet NHS needs.

Option Bs A labora.torj dasisned- to fractionate the whole plasma resowxce
to completion (irrespective of NES demand for the product) and
with capacity to take on a new product liney

Thé following paragraphs set out the factors considered in the appraisal, arnd b /":1
explain the derivation of the data used in the analysis.

.
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17. Capital costs. Estimates of +he undiscounted capital cssts of the
redevelopment have been prepared by Matthew Eall Norcaia Ingineericg, tased cz

a feasibility study which they carried out on behalf of the Policy Steerizg Grours.
Budget costs are shown in Table 3 below. The figures include civil and building
works, equipzent, and the instellation of power and controls. They do not

include a contingency allowance.

TABLE 3. CAPITAL COST OF BUILDING AND EQUIPMENT, £ MILLION

- UNDISCOUNTED NOV 1581 PRICES
o Cption A QOotion 3
200 tonnes S 17,4 18.6
275 tonnes T 8.3 19.6

LOO tonnes - 19.2 21.1

The timing of these expenditures.during the design, building and commissioning

period is showa in the summary tables (Tables 5 - 7) below.

18. SITE VALUE

The valuztion of the existing gite will not affect the choice between options

for size and design of laboratery since the existing locaticn will be requized
irrespectiv‘e of the option selected. Site value is therefore not included in tke
surmary tables below. However, for completeness the Group obtained a report from
the District Valuer. The relevant value is the opportunity cost of the site,

je its value in its best alternative use. The Valuer pointed out +hat-beczuse
the site is zoned as Green Belt land, it would'be nof limited velue in the open
market as it could only be sold on the basis of its use for agricultural

[or similar] uses". Accordingly, he valued the site, excluding buildings, at
£60,000. If this amount were annuitised for inclusion in the calculations, tke
annual charge would be negligible compared with the capital and revemue costs
involved. It should be noted that BPL is only permitted on the site because its
development is believed by the planning autbority %o be in the national interest.
The existing dbuildings would not be .sui*hab'le for takeover by a pharmaceutica“.

company.

49. EPL REVENUE COSTS OF PRODUCTICN )

These have been extrapolated from BPL!'s 1981/ 1982 production costs. Costs have
been assumed to rise broadly in proportibn to the increase in tonnage throughput,
though sigpificant _economies' of scale are likely at the largest cepacity. In tnis
sense the profitability of the larger development ig understated.

v / 2%
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20. COSTS OF PLASMA COLIECTION

The Woriing Party on Plasza Supply estimated that 200,300 <55 of fresh nize-
plaszma per annum could be obtairned by the comventicrmal zethed of whole Slsod
donation. Above this level, whole blood donation would be expersive, Aifficuls
to sustain in terms of an adequate supply of dcrors, and would involve an
unethical waste of red cells. The preferred method of collection a2bove ihis
level would be by plasmapheresis, a technique (already in use in some axreas)
whereby a blood donation is taken, the plasma is ertracted and the red cells aze
retizred to the donor. Plasmapheresis may be carried out mamually or by zmachize.
For the purpose of the analysis we assume that plasma requirements above the
200,000 kg limit would be obtained by an equal usage of mackine and mar:a?
plasmapheresis. The cost figures used are £40.65 per liize(ﬂ when obiained

from whole blood donation, and £49 when obtained by plasmapherésis. _

21. ~ COST OF COMMERCIAL BILOOD PRODUCTIS

In the case of the 200 and 275 tonme laboratory, the NES would have to supplement

the products provided by BPL with Significan't purchases from commercial suppliers.
In order to value this item, we have used the aritimetic mean of the prices quoted
by a mmber of important suppliers. The prices used are shown below.

TABIE 4. COMMERCIAL PRICES OF BLOOD PRODUCTS (1981/2 price levels)

Albumin £1.75 per g

Factor VIII £0.065 pexr i.u .
Factor IX £0.23 per i.u
Immunoglobulins £8.70 per g (intramuscular);

£26. per g (intravenous)
Fraction II & III paste £13 per kg

22. REVENUE FROM SALE OF FRODUCTS EXCESS TO NES NEEDS

-This revenue helps to offset the costs described above. In Option 4 the laboratory
is designed with no facility for pfocessing excess material into finished products.
This material is therefore sold to industry in its crude form (as Fraction IT az2
III paste) at a very low price(z). In Option B, BPL is capeble of fractionzling
the whole of the plasma to completion. The revenue from sales of excess firished
products. is estimated at 'cost price?!, ie mamufacturing cost at BFL plus a
proportion of the cost of the plasma source material. Mipisters have decided that

(1) Ope litre of plasma is approximately equal to onme kilogram. Time-expized
plasma was costed at £13.55 per litre. (Al prices ot Novemow 14
~

(2) The low price of paste reflects the considerable costs which industry would
incur in processing it into irmmoglobulins.,

' S b2/29
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twe Laboratery can sell at a profit, so that the reverue could te goeadter <hem

+hat shown if markex corditions permitted. Lis 2 rough cormatorztica cf =hme fE

bapansliolohat-Rebiobel e I e

i

used, Mr David Smart of Gl;_xo Eoldings Ltd car—ied out a co——excial assesszezl 2

iy

the parket for Factor IX and Icmmoglobulin. Although Mr Smart tackles tze Issue
in a markedly different way from that used in our apelysis, he arrives at faizly
gimilar figures for the combined value of Factor IX and T—=moglobulin. Details

are given in the Annex.

23. OTEER CONSITERATIONS

The items described above define the public sector effects of tne redevelopzent.

A full cost-benefit analysis would also cover effects on the private secter,
particularly those relating to the procedure of blood donation itself. Giving
blood involves the sacrifice of business or leisure time, which can entail costs
to society. When the donation is given in leisure time the benefits to the
donor (eg satisfaction at being able to help others) will by definition exceed
the costs, since the activity is voluntary. When dopation takes place in working
time the issue is less clear; some loss of production will occur, and the
ipndividual may value thig less highly than his employers.

24. The costing of blood donoré' time therefore raises difficult issx:jes vhich

we are unlikely to resolve in the- present appraisal. However, these issues would
be of greatest importance if redevelopment were being contrasted with importing
all NES réquizements - an option which has already been ruled out. Acceptance

of some loss of time has been implicit in Ministers? decision to have a home-based
mransfusion Service, and to accept the World Health Orgenisation resolution
concerning self-sufficiency in blood and blood products. There is, of cours'e,

no intention of jntroducing payments to donors as an incentive to increase the

amount of plasma collected.

25. Another consideration is the safety and efficacy . of blood products.

BPL's products are less likely than commercial products to trarnsmit hepatitis to
recipients because UK plasma, being obtained from healthy volumiary donors, is
of high quality. )

26. RESULTS OF TEE APPRATSAL

The quantifiable factors involved in the proposed redevelopment may convenienily
be suzmarised in tabular form. Tables 5, 6 and 7 present the results for ihe
three alternative gizes of laboratory. These show the net cost of meeting ¥ES
demand under each option; ’che' superiecr option is that which satisfies demznd at
the lowest cost. The project-life has been assumed to end ip year 2000, waen
geneticalh'-engineered products may exert a significant effect on the v.n.a:ke;./so
b

.
[a]
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The Tables show the Present Value of Cos for each option cover ihisg perind u
a 5% discount rate. Ls 2 subsidiary zeasure, we have 2lso calcilaied ou
net present values from the s?art of the project. Wnen cozpared with the cost c¢f
cormercial supplies, these show the discounted payback period, or how 1

investment will be at risk.

27. A number of conclusions emerge from the figures presented.

i. The capital cost does not increasse in proportion to the target casacity
An 80% increazse in capacity gives rise to a cost increase of only 10—14f\'>.

This constitutes a socurce of scale economies for the redeveloped ladoraiccy.

ii. In terms of the Net Present Value of Cost, for 21l sizes of Ladoratory
Option A is significantly more expensive then Option B. It thevefore cakes
economic sense to design a BPL capable of fractionating the whole plaszz
resource to completion rather than one restricted to finished products for

NES requirements.

iii. The least costly size of Option B Laboratory is ome designed to process 20
tonnes FFP,thus achieving virtual self-sufficiency in the prineipal blood
products.

iv. The figures'given in Tables 5-7 may be compared with the discounted
cost of pﬁrchasing all NES requirementé from commercial qourcés (2). This
give§ the pericd over which the capital outlays are recouped in terms of
savings on commercial purchases (all figures being appropriately discounted).
All the Option B factories in fact pay back quickly - within three years of
commencement of production. The hOO-tonne laboratory is very marginally

superior on this criterion.

~28. On the basis of the analfsis presented in Tables 5 - 7, the preferred course
of action is therefore to design and build a LOO-tonne Laboratory at a budget
cost of £21.1 million, spread over the years 1982/3 to 1985/6.

29, EFFECT ON UNCERTAINTY
In this section we examine the effect of wncertainty in some elements of the
calculation.

(1) The precise figure depends on whether Option A or B is examined.
(2) Not shown in the tables.
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30. Ome zrea of uxcertainty at rreseat corcerms the supply of tlocd 2
Regional Transfusion Centres.. The transition to full self-sufficiency will
involve Regions in a substantial increase in the quantity of plasma supplied “o
BPL. Initial soundings taken by the Depaft‘ment showed that some Regions doubted
their ability %o raise their plasma supply to the required level by the cafe of
com-issioning of the new laboratory. A large shortfall in supdly would cleaxly
undermine the case for the largest size of labératoz-y'. However, the Policy
Steering Group noted a pumber of con;id&rations which ameliorated the positicz,

These are:

i. +the potential for Transfusion Centres to increase the amount of
plasma obtained per donation;

ii. the possibility of making good any temporary shortfall by imperiing
plasma. Quality of plasma could be guaranteed by contractual specification
of sources and donors. At current prices foreign plasma can, in fact, be
obtained at no cost penalty compared with UK plasma.

jii. the incentive of the recently-introduced system whereby BPL producis
are distributed to Regioms pro-rata to their input of plesma. -

The Group did not therefore consider that there was a risk of a significant
shortfall in plasma supply.

/
31, Another uncertainty concerns the timing and cost of future technological
developments, particularly in s'enetic engineering and tissue culture. In so far
as this affects the mves‘hnent the uncer‘ba.m‘by strengthens the case for those
options which y:.eld a positive NPV qm.ckly, ie Opt:.on B with its capability for
processing all plasma to completion, and the larger-capacity laboratory.

32, Future market prices of blood products will clearly affect the calculations
to some extent. Paragraph 22 above refers to the PSGts clear view that thexe
will be a contirmuing market for Immunoglobulins and Factor IX produced in excess
of NES requirements. It may be suggested that if Tevenue from +hese products
were significantly lower then that shown for the larges‘b size of Laboratory, then
the cost advantage of the 400-tonne option over the 275-tonne optiocn could decline
or even disappear. However, a mumber of points need to be borne in mind. Firstly,
if reverme were lower for the 400-tonne factory, then it could also be lower for
the 275-tonne case albeit by a2 lower percentage. Secondly, BPL itself will have
an effect on the pricing policies of pharmaceutical companies. The arnouncement
of plans to build a small Laboratory would act 2s a signal to indusiry that the

10 (,’2_/37_.

CBLA0001606_0010




RN

mariket would bear an incTease in grices, since the TX woull Se a2dverniisiz
jntention of being a long-term importer of blood productis; Izporv prices sould
then rise substantially. Following the agreement of Mirnisters thaf the new
BPL may operate on a commercial basis, it could of course sell a%f a subsiezmiiz2l
profit if market conditions permit. On balance, the present asswmptioz of
current market prices for imported products and cost-price for surplus prodzets
is the most sensible that can be made.

33, A further consideration which is relevant to the cost difference Devween
the 400 and 275-tonne options is the question of econmomies of scale in 22T
production costs. As pointed out in paragraph 19 2bove, our estimates are based
on a straight extrapolation of present BFL costs. Significant economies should
be possible, and these will affect the largest option to a.greater extent tham
the 275-tonne laboratory, counteracting any tendency towards a narrowing of the
overall cost difference between the optioms. ’

34. A final pointconcerns the treatmént of VAT. We have excluded VAT where

it is readily extricable from the available data; in practice, this meazmns that

an adjustment has been made only to the shelf prices of commercial blood producis.
In so far as there is an element of VAT included in BPL rurning costs end in tke
cost of plasma collection (eg on equipment purchases) this will Tesult in 2
slight overstatement of cost for all redevelopment options. Since the VAT
component of BPL and Regional Transfusion Centres? costs will be lower than the
adjustment made to commercial prices, a true a2djustment would be likely to place
the largest option in a slightly more favourable light.

CONCLUSIONS AND PREFERRED OPTION
35, The areas of uncertainty do not appear to affect the conclusion that an

bption B Laboratory of 400-tonme capacity satisfies demand at the lowest cost.
This is the preferred option for redevelopment.

11 ' 92/35
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TiIZLT 5 STMMATY OF COSTS
Capacity: 200 tonnes IF?

----------

' Ket Cosgt| Cu=ulasive
BPL BPL Plasma Cost of | Value of Ket dig=- dig—
Pinancial| Capital | Revenue | Supply | Bought-in| IExcess | Cost ofl cowmted counted
Year Cost Cost Cost Products | Products| optien at 5% ¥et Cess
Da
OPTION 4 :
1582/3 1.00 1.00 1.00 1.00
1583/4 6.30 6.30 £.00 7.00
1984/5 7.70 7.70 |, 56.38 12,53
1985/6 2.40 2.40 | 2.07 12,05
1986/7 0 3.88 6.27 17.59 -0.05 27.63 22.78 28,53
1987/8 0 5.17 8.81 1l.21 -0.15 25.04 19.62 58.45
1588/9 0 Years 1988/9 onwards: As 1987/8 25.04 18.68 77.%.3
1589/90 0 25.04 17,80 c4.2
1990/91 0 25.04 16.95 11,38
1991/2 0 25.04 16.14 128.02
1992/3 0 25.04 15.37 143,33
1993/4 0 25.04 14.64 158.03
1994/5 o 25.04 13.94 171,97
1995/6 3,00 28.04 14.87 186,84
1996/7 ] 25.04 12.65 199.49
1997/8 0 25.04 12.04 211.53
1998/9 0 25.04 11.47 223.00

1999,/2000 |-8.00 : 17.04 7.43 | 230.¢3
NPV of cost 230.43

OPTION B ;
1982/3 1.10 1,10 1.10 1.20
1983/4 6.70 6.70 6.38 7.48
1984/5 8.20 8.20 T.44 14.92
1985/6 2.60 1 - 2,60 2.25 17.17
1986/7 0 6.05 6.27 17.59 -2.69 27.22 22.39 29,56
1987/8 0 8.07 8.81 .22 -8.16 19.93 15,62 55,1
1988/9 0 Years 1988/9 onwards: As 1987/8 19.93 14.87 70.05
1985/90 . 0 19.93 14.16 84.21
19%90/1 0 19.93 13.49 97.70
1991/2 0" 19.93 12.85 120.55
1992/3 0 19,93 12.24 122.79
1993/4 0 . 19.93 11.65 134,44
1994/5 0 - 19.93% 11.10 145.54
1995/6 4.00 23,93 12.69 158,23
1996/7 0 19.93 10.07 168, 30
1997/8 0 19.93 9.59 177.85
1998/9 o 19.93 9.13 187.02

" 1999/2000 }-8.00 11.93 5.21 152.23

PV of cost 192.23

NOTES 1. ZRPL capital cost shown in Year 1995/6 refers to equipmeat Taplacemec:.

2. PEPFL negative capital cost in Year 1999/2000 is allowance for Tesidual va.:
3, It is assumed that in 1986/7 the amouat of plasma input and =FL

production costs are 75% of the level applicable in subseguent yeass. 623
However, actual output is assumed to be only 50% of a morzal year, owing *o
lteething'problema. These notes apply also to Table 6 and 7.

CBLA0001606_0012




‘ABLE 6.

STMMARY OF COSTS
Capacity: 275 tcnnes FrP

£z, Novezber "931

- o

-

3}

N BFL BPL Plasma Cost of Value of Net fet Cost | o 1ae:n
1;:{;1&1 Capital Revenue| Supply Bought-in Excess Cost of Dis- Ciscounzac:
- Cost Cost Cost Products Produc+s QOz<tieon cou.."::ed Cos<
: at 3% pa
PTION A
1982/3 1.00 1.00 1.00 1.02
1983/4 6.60 6.69 6.38 7.38
198L4/5 8.10 8.10 7.35 14,73
1985/6 2.60 . 2.60 2.25 16.55
1986/7 0 4,91 8.57 15.59 . =0.08 28.99 23.85 Lo.83
1987/8 0 6.55 | 12.49 7.16 -0.21 25.99 20.36 61.73
1988/9 0 Years 1988/9 onwards: As 1987/8 25.99 19.39 80.58
. 989/90 0 . 25.99 18.47 G9.0°
1990/ o 25.99 17.59 116.6L
1991/2 (o] 25.99 16.75 133.39
1992/3 0. 25.99 15.96 <L9.35
1993/4 0 25.99 15.20 16L.55
1994/5 . 25.99 14,47 179.02
1995/6 3.80 29.79 15.6Q | 194.82
1996/7 o] 25.99 13.13 | 207.95
1597/8 0 25.99 12.50 | 220.45
1988/9 o} 25.99 11.91 232.35
i999/2000 -8.00 17.99 7.85 | 2ko.21
NPV of cost 2ko.21
YPTION B .
1982/3 1.10 1.10 1.10 1.10
1983/4 7.10 7.10 6.76 - 7.86
28k/5 8.60 8.60 7.80 15.66
1985/6 2.80 . 2.80 2.42 18.08
1986/7 o} 8.07 8.57 15.59 k.72 27.51 22.63 Lo.71
- 1987/8 0 10.76 12.49 7.16 -12.04 18.37 14.39 55.10
1988/9 0 Years 1988/9 onwards: As 1987/8 18.37 13.71 58.8"
1989/90 o} 18.37 13.06 84.87
1990/1 o} 18.37 12.43 9k.20
1991/2 0 18.37 11.84 106.1%
1992/3 o) 18.37 11.28 117.k2
|993/L‘ 0 18.37 10.74 128.16
1994/5 0 18.77 10.23 128.39
1995/6 5.00 23.37. 12.39 150.78
1996/7. 0 18.37 9.28 169.05
1997/8 0 18.37 8.84 .} 68.70
1998/9 0 18.37 8.42 177.322
1999/2000 -8.00 10.37 k.52 | 181.8%
NPV of cost 181.84
5—:./35‘
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A done \qre
£m, NowembeT 1964 orices
BPL BPL Plasma Cost of Value of Het Net Cost
*inancial | Capital| Revenue | Supply | Bought-in | Excess | Cost of Dis— Cumalas
Year Cost Cost Cost Procucts Products | Option counted “;"S“:'c:‘t
at 5% pa & =
OPTION A
1982/3 1.00 1.00 1.00 1.0
1983/4 7.00 7.00 6.67 7.4"
1984/5 | 520 8.50 7.71 15,32
1985/6 2.70 2,70 2,33 17.7
1986/7 0 6.63 13.12 | 12.33 - -0.14 | 31.94 26.28 42,02
1987/8 0 8.84 18.61 0.65 -0.32 27.78 21.77 €5.7%
1988/9 0 Years 1988/9 onwards: As 1987/8 27.78 20.73 86.¢%
» 1989/90 % ; . 27.78 19.74 106.27
" 1990/1 0 27.78 18.80 125.C°
1991/2 0. 27.78 17.91 142.5¢
1992/3 0 27.78 | 17.05 159.23
1993/4 0 27.78 16.24 176.27
1994/5 0 27.78 15.47 191.72
1995/6 4.70 32.48 17.22% 208.672
1996/7 0 o 27.78 14.03 222,63
1997/8 0 27.78 13,36 236.3%
1998/9 0 27.78 12.73 249.C2
1999/2000| -8.00 - 19.78 8.63 257.87
' / NPV of cost 257.67
OPTION B
1982/3 1.20 1.20 1.20 1.20
1983/4 7.60 7.60 7.24 8.4
1984/5 9.320 9.30 8.44 16.€8
1985/6 3.00 3,00 2.59 19.47
) 1986/7 0 11.41 13.12 | 12,33 -7.84 29,02 23,87 43,32
1987/8 0 15.21 18.61 0.65 -18.48 15.99 12.53 55.87
1988/9 - 0 Years 1988/9 onwards: . As 1987/8 15.99 11.93 67.8<
1989/90 0 ' 15.99 11.36 79.7%
1950/1 0 15.99 10.82 89.6%
1991/2 o) 15.99 10. 31 100,22
1992/3 0 15.99 9.82 110,%°
1993/4 0 -15.99 9.35 119,48
1994/5 0 15.99 8.90 128. %%
1995/6 6.40 22.39 11.87 140.2:
1996/7 0 15.99 8.08 148.3"
1997/8 0 15.99 7.69 ‘156.(.:3
1998/9 0 15.99 7.33 122-;;
1999/2000 | -8.00 7.99 3.49 166.8°
1PV of cost!]166.82
1
Qz/3b
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ANXEX

An assesgment of the markef for BPL excess twoducts.

1

1. Market data for the production, sale and administration of blood fracticrs
appear to be incomplete, on a country by country basis, and somewhat unrelizble,
The primary reason for this inadequacy is that most coum*xies have bdh co—ercial
and non—comercial sources of supply; the distribution meckznism is a dual ore
which is not monitor:d by the established market survey crgznisations.

2. The potential for any given fraction is probably best identified in most
countries by calculating the number of patients who are, on a2 statistical basis,
likely to require ireatment. The incidence of Eaemophilia &, for exz—zle,

appears to be fairly constant at about 1 case per 10,000 males while Zaezephilia 2
seems to occur with a frequency of zpproximately 1 in 40,000 males. )

3. The zpproximate geographical split between various regions in their demand

for blood frzctions has been identified, as hzs the global brezk~down of the
value of the fractions administered.. The following are the results:-

Regional demand for blood fractioms.

% of total by
value
Western Europe 41%
Central/South Pacific*  :*° 2% g
North America ] 25%
Latin America (+Mexico) 4%
‘Middle East : 1%

. *(Xorea, Japan, Indonesia, Singapore, Hong Eongy
Malaysia, Taiwan, Philippines)

Global demznd for blood fractions

by value
Al5umin/FFF - : 41%
IV Gamma globulin 23%
Hyperimmune globulins 14%
Factor VIII 135
Immune serum globulin &%
411 others 1%
4. In most countries (zbout 90%¥) either there is no indigenous source of

non-commercial blood products or there is a shortfall which kas to be met from
commercial sources. This shortfall is met, in countries which can afford the
hard currency, almost entirely by theexport of surplus production from the United
States. It is thus not unreasonzble to take this "U.S. Export Sector™ of the
market. as being that which could most readily absorb, given competitive prices
and delivery schedules, any excess Elstree production. It nay be pecessery to
get a2s close as possible to final packaged form in order both to compete 2nd to
caximise the return. It will be desirzble, as soon as possible, to stert builéirz
up a data base covering haemorrhagic disease incidence, demand for blood fracticcs,
strength of competition and prices so that Elstree surplus can be offered 2%
appropriate rates with neither delay nor the necessity for promotion which mighs
be deemed inappropriate. .

' b1/3
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)

1,200,000 li‘res of plaszma (mainly obtained by plaszagheresis)
surplus availability of 1,200 tonnes per azJum puts the IZTee possity
Elstree production (200, 275 and 400 tonnes) into reasonable perspectiv
1,200 tonnes of US plasma will, after processing, provide:-

S, The present US export of blood fractions (zainmly to Zuzope) ¢

t 1
.
.
4 .
[

Albumin 27,000 kg
Factor VIII 240 o iu
Pactor IX " 360 m iu

Tormmoglobulin (im/iv) 3,600 kg

The identified Elstree surplus with the 400 tomne opticn is 105 m iu of Factor X
and 1,150 kg of immunoglobulin,

€. With a population of 49 million in England and Wales, NES requizerent for
Factor IX is 15 m iu per anmum. We should, dy extrapolation, therefore require
to fulfil the entire demand in markets with a total popwlation of 343 milliozs
to absorb all the Elstree surplus (of a total European population of 473 milliom).

7. Although the analysis has used Elstree cost to project the value of sales

of Factor IX, a very robust basis when one compzres Elstree cost(£0.13/iu) with
commercial price (0.27/iu), it is doubtful whether the mavket has the capacity
to absorb the surplus, even at cost. It should be possible, however, <o sell
enough Factor IX to make a contribution and, in so doing, to force commercial
competitors to increase the prices of their other products in compensation.

This in retwrn, would enhance the revermue sparing value of the Elstree production
of other fractions. If one made a reascnable commercial judgement, it should be
possible to sell at least double the NHS requirement for at least £0.15/iu =
£4.5 million. .

8. However, the picture is quite different when immmoglobulins are considered.
The present estimate of the NHS requirement for immunoglobulin for 1985/86, made
by the Director, is 200 kg (about 50% for intramuscular use and 50% for use inira-
venously). Intravenous immmoglobulin is sold for three times as mich as is the
intrarmscular form (£30 v. £10 per g). - The global anzlysis of blood fractions by
value indicates that the value-of intravenous gamma globulin accounts for 56% of
the value of the albumin merket. This suggests very strongly that the NES demand
is likely to rise to a value of approximately £11.5 million before long, providirg
a further £8 million of revemue sparing effect if Elstree can supply enough of the
intravenous material. Even if the NES demand is slow to develop, it should not be
difficult to sell 1,150 kg of intravenous materizl at a minimm of £10 per g,

also realising £11.5 million.

9., There is thus an identifiable £16 million of realisation vhich could be
obtained by sale of production surplus to NES requirements.

67_/3‘5’
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(NN APPRATIAL FORCDEVLLOPMLNT OPTIONS FOR THE_BLOOD PRODUCTS “Mu;“ rURING. U UNIT (JULY 1982)

SN NET PRESENT VALUL OF OPTIONS FOR 450 TONNES AT JUNE 1984 PRe CLUSIVE_OF BPMU_PRODUCT VALUE TO NHS
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UFACTURING UNLT.(JULY 1982)

TO_NHS

JUSIVE OF BPMU PRODUdT VALUE
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