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.ESTl'R.t. TED - POLICY 

Annex 13 

FUTURE SUPPLY O.F PLASMA DERIVED  PRODUCTS TO THE HS 

Introduction 

I. The rernirr Ru the BPL review r ; d i c er.msideeatioii of "how the .11S in 
irriand and MY can be rovrded h r tPt. uAh a secure supply 01 ;rtf c €ent, 

i~E rttl~etititi ely priced j ioduct .m th J  tl shot tau. % l'his key criterion 
far : a.e Departrm rat in udllinu the <u al s,.it,•, of ui.y i t > to t 'n ftrttir e of BPL. 
Furrlrer-rt7ce, any M06 hcnS we ;;wish to placc on a future 11th partner around 

sz(,11fty of supply g rfl at least parliall y dieter Ae sit uctural options .i.€ate was itt act_ 

on the value to be achieved from me is confi urat.inn o.f BPL, It is therefore essential 

that we mw Fr cleat, and common understanding hen rt whatSecurity of supply" 
really means and the extent to nhich it is achievable in practice. 

2. Security of supph is mach tr°iore of an issue for blood. products than for 
pharmaceutical produeis in general, As biologicals, the production cif pkrsr ma- er-ivcd 
blond products is subject to increasingly rigorous regulation he a}w MCA and the US 

Food turd 1 `ru is Administration (FDA). ioth authorities hate the power to

down plants ; s they fall send{ sly short of Me required standards.. and recent shut-
downs in the TUB have led to world ..widd sl_,:r€ apes of some products. 

3. l h s paper is therefore structured to focus on two areas concerning security of 
s:uppl y: 

o the likely frame demand for plasma derived products from the I1K 

• the mechanisms by which the level of security required could be provided in the 
future. 

The likely Future Demand for Plasma Products .from the UK 

5. BPL has produced a ;caper on likely  future demand for plasma based products 
(attached). l his Kas caws, thratm 

• sales ur plasma-derived Factor 8 & 9 will decline to very low levels in the UK. due 
to the increasing rise o:f'ret:€ robin rrt products :for the treatment of haemophilia; 

s' norid fide surpluses of al.bulCr.in, the use of which is declining, means that it 

unlikely that the UK would ever rut short of this product, 

The mdv produei.s that could suffer from problems of supply in the fixture are 
therefore identified as :mniunoglobulins and some more rarely used clotting fdctors 
such as Factor 7 and Factor Ii . 
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RRPL supplies three types of m u t € rc7 :l,r ti tra; 

Intravenous imrra€unogkbulh7; c:ritieaily mud by pcu ?,u nit h i€lr€ iune dt.1iciun ; j 
but inc,easW.-'1y for a variety of other uses BPL ,s eurrntJ} the m r:auk- t loader 

of the supply market) fur .l€r5 pruduo, m the L K. As such BPL is 
capable of prov.d ng enough Iu1muno lobui€ta to meet the needs of nil immune 
deficient patients in the 1."K. w`.ho account for around 25-32% of the total current 
demand. 

• Anti-.) i aararumo lobatl ia; used to treat app:rox 90,0000 pregnant Rh negative 
mothers per year:, .I PI_, is curre~ Ill .. e is < r7€.rsa.<at ut,r _ ie t€, Nil IS and latr'aste 
hospitals for this essemiai, use 

4`s ca et lartanaBrart lrrf nl aa: 1W1. pfl e., the Pubic Health Laboraeory 
`sice (PUt S) with Hepaaitt',  t>, \u hall r `rr-;tar and l silnic Iraaarrtrr is lcrf:>€ni; a 

and he Mini .Ir olDeter€ .e (\lo(), will l Pthm ltn.m noulonulin. BPI is The sole 
l,ec n cd supplies- Clrepatitrs B, \. arc Pa Zostcr and Rabies ha munogloh, lin to 
tl s t_'K (aapusrt then PFC cNn supply srn ail ctucrtatities of Hepatitis B and V°ancell r 
Zoster in cn:l<€r. l :am! \.li ,lan l) sue rNab supply to the PilLS and 9:o1) is 
their: ;lbr'e se.n.srtiv e. 

( , It needs to be ensued INst all these types of inia-irruoglolau.lirx, and the more 
rarely used clotting; factors, continue to by available to essential. UK users under any 
new ownership aaria han remcnt For BPL. It is proposed that the future needs of HLS 
and Met) for specific inmiunn lohulins should he met through contracts between 
tftc5 bodies and ;1 I F'I: However, we need to erasure that sufficient supplies of these 
prod acts are :also as ai.h hlc n N . , hospitals. 

HoN% Security of Supply could be Provided in the Future 

7 This section considers how security of supply can be enured for 
l:r;ar um--rQl._rhulin in the future under new ownership arrangements. This is considered 
in tts0 parts: 

• Firstly, detin€un. what security of supply fir plasma products means 

o Secondly, outlining the options :for providing security of supply in the future. 

Deli Defining Security of Supplh fur Plasma products 

8. xamining the nature of plasma product supply reveals that there are two keys 
resource constraints involved: 

plarmaa supply to the f,ff. the t.: :. i;, depon,ient on other countries for the strlaFr' 
at plasma . irnc:e. the Barr eat Ow use i € t K l,lasnia. At the ?moment •BP[ bus twa 
4 car roll€i y contracts with plusarn suppliers tt-i tire USi which .0 e rwicnvAsie 

it w. all S ; meawug that NP [has St least one yeni s pua?: 2lrti 't.l lli 3, :lt l supply at 

any time. In at. ditif,-i r, BPI, ks c"rrr, nilIy brirlding up a further °` .t da ly stock within 

the plwa' It should be stressed than ib i :0 5 K vvorb very hard to obtain sufl"ac:cnt 

sip[`plrc. €: rplasma from °:l>r US ad 11€51 tOOL ins the fluthw de ra€ar1 for US 
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plasma if other 1:;woprean cs tittrics;. otithis France,  switch to imported plasma. 
There is therefore no long-tcnr eunty Oti s;upp1'. t,,- pas>ma [us is new the case1; 

• , -aetioitat rig capacity a licensed: tractionaat.ing pant with sufficient capacity is 
tct cued in order to b cak the pllas -.~a ii ti, the lt'otettas re uit'e T. CusienUv access 
to (.t ai l%:rp7~#c:tts to a sawed In tia. fin by the public sector (-- mm na BPL, 

9. Both of these c.cnstrair is will need to be addressed when considering Future 
ownership scenarios for BPL and the options for doing this are presented below. 

Options for Providing Security= of Supply in the future 

10. Presected below are the options fliat address the two fun t resource C nst aint::i 

for security c# 'supply. 

Option; for .Addressing Future Plasma Sup p1 to the U 

11 \s hiphliyllted above, tinder, current err t. e hints BPL is always contracted 
fur at least enc.`- year's Yufpi c al elasnia at ant' time. This means that ans short l:erm. 

chenyL ̀ a in the plasma ;r1'.,I fti (such as !atctl<er countries II briny unable oi use their 

plasma suph beenese of the occurrence of eC ID) are t niil ely to immediately tt~teet 
plasma sup: lv to the I K, i t.-nlc ss US p:arnta becomes unusable or the 1..t 
eovei-nmeni takes some entcraenc.:`4 action to ensure all pla,,,ma, is bierted io home 

use.) 1pct ;Over, in the loi er term cis €c.tlt ,u plasrr e sup,p 1: s,. 1 , 1 i cvi 'ably push 
the price of plasma up. 

12. Any charspes in Illosnia supply. ci.eh is price iris, rases., me tl er aftb e 
unavoidable under any ownership opt .=on ineluhing r•eter~tion in the pLit)Iic sector. But 
in order to ensure complete replication of et Trent security of uppls it is proposed that 

under new ownership arrangements I3PL nest lie required to contract with US plasma: 
suppliers using contract lengths that are cc sorter. 

OprionsWeir Ensuring Su cient Fri r'c'r'don r or Capc.hility E'x'ists 

1 t In order to turn plasma into products access is required to an 
appropriately 

licensed fractionating plant with su€:ticieft capacity. The UK currently assures such. 
access by, retaining ownership (which brings outer risks: , 'l liis access could he 
protected under future ownership scenarios by three opt,one outb:naeh:: below: 

Requiring, pr •-'rr.rpris, .a sit plt' to the UK marker, ai der this op tton tile new • 
o.v.ters of BPL <could be rect uircu. to give assurances vT"pie c.€lplt s e supply tu'.lic 
(J Ks s it air<€€rrtx Irita,.aliit needs dth,is could need debttitiotr but is, likely to be based 
on immune d{ icie its,.Anti.D, 11HI.S and MOD requirci-n,,ntr) Such 
commitments from the new BPL are unlikely to lie particularly onerous in oluriie 
terms. BPL's current export contracts. u izic1i recognise that in times of supply 
difficulty the UK market will am ass tea .ii ptelbient al supply, pwv'i e a precedent 
for such an arrangement. 

+r corporate governance of the .'New RPL; the Public Sector can affect, the future 
preferential supply to the NHS by ensuring that .it has such powers via the 
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t 5 y't':arl:oa ce itrrangerne;nts ot the E ;„ l or amsawm., this might be in the form of the 
f 

l 

tall:ic

Maintaining a majority share of the new BPL 

Holding a golden share in the new BBPI., 

I3 si ;rrili  .;1<iT#i sO cc u=c which allows it su it ci€.nt influence 
on lMare decisimis about preemptive apply (eg a majority of hoard 
seats) 

Use ofPFC"a.'«' a back tip;P 
gg
' tth€c. Sc ttlsi. fractionator) has only limited 

.1 ac•• 1 at, "tf cat tcrly. 100..... .130 to,, itic c per annum. They lntlarke all 
iralnitttl°dl 1Y tlttt l,, s e cept ral:ai,:S, t:.i CO tt,t> law h;:aps supply l€1t€i1i4l0:la€( 13e3s 

of pr 7.iccct to hasp. talc ::l t;tlalid & l "ales in an, II ertg0nc4'. l It h' l't €, they 
ti €.;Ft1IEl riot (cake en ugh ti%EIt'.aaalt3 3C}l3€al€Ii Oct Iiuniu1rc dclrc €;Iit J at£u nts in the UK. 

14 Ic summary, it cell; he seen that applying one or more of the options above 
it is possible tc assure security of suppiy vitho4t rei ning ilning ownership ofthe 
fm tion,,iiing .,<,'.l? m4 LV It €, ocdd £lfz."-train be rmogrisct that cncl't , t It cei t. dl tcrent 
options do however bring some additional cost to the future arrangements for.BPL. 

Conclu sin 

15, (Overall it cart be ;welt above that ownership of the fractionator is not the only 
method isr ensurine secnn1 o of suppls. Fly careful application a f 

rlie optic€ s a}hf-'r'a it 

will 

be possible to prot ide seaunty 0 ,, 
supply egdlI :'a.eutt td:S that 

currently 

en° 7ved. 

The 

proposed 

options 

for dam s 

this 

ate outlined below. 

16. 

As indicated above the 

t 

.ci.;ttt_-,r 

of 

plasma 

supply 

will be equal 

under any 

ownership option as l.cn1 . as isie new UPI i, rettulr"'ed to 

engage 

in contracts c=f 

the 

same length as 

those 

ccllently held bi BPL. 

17, In ordcr 

to 

pros 

'id current level's 

o'security 

of 

fractionating capa t\ 

it is 

proposed that 

a €:ire.»vrnaptl 

, e supply agreement t 

for 

th e UK's 

minimal 

imtranccglobnlrtc 

rrgtr<rer

:rents 

tw.-1 

tc h 

rn-ed to an 

defined' be 

included 

as the 

l.eoun 

laatican al 

any 

fu ture 

ownership option, l'his sltt:aul.dx be further re4iriforeed, if possible by an appropriate 
'golden share' g e:niuice structure that ails 

; 

th e 

public 

sector 

some control over 

the new BPL. 

in aaddihoc . 

P g 

muq be able to 

pro

,  

:dc 

some li;il.i.ed stop 

yarp. 

provision. 

Charles 

Lister 

Department 

of Health 

November 

2000 
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