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1m11 p'ACILIT1 11 A11D YNn'$10'f'ION 

NOr?Y. cv MI fl } t 7l'1:l( II -:111 Ott 12 MAY 1976 

Prononti Mr Drnpor (Chnlrmnn) 
Dr 1!nycook 
r.r IDitton 
Pr P Junnn 
Dr Walter 
Mr Cloanby 

T}IR Pm "'.1h1.1: CROWT11 OY I'AID tXflOR 1'AIIY,Il, 

1. Yolloilnr, receipt In the Dop-irt"nnt of n letter free orolbeioal Proluetn 

necking np"rovnl to eatahltnh n pnnol of Inid pinsrn donors, the nonti of had heirs 

convonod to consider the likelihood of tin and any other oimilar preponrin 

dn,raring the IIB1 to such en extent that chnn'ns in policy wore n clod. It ens 

nrrood tht, rorrnrdloan of the outcome of thin oonnidoration, aorolo:-ical Pror'.notn 

should be told that their proposal did not find favour with the Dofnrtoont. 

2. Dr linyeork en] Dr ',fetter expected th.t the demand by 
clinicionh for blood 

productn - not only F"nator VIII - would One nuhetnntially 
in the future. 

Commerciol ninufacturern would identify thono tronln and 
envion.+o a ready mnrkct 

for their nroduetn, pnrtleulnrlr if 11f; colt-sufficiency 
could not be achieved. 

To help antiefy the dorund, the Doparteont would not 
rule out an arr•:n.'onont by 

which com.Y)rcial mrnrfacturorn took. blood fron the Imm1`.A for procossinr and then 

returned the products to the dill;, provided that 
undue profits did not accrue to 

the fine an a result. I!ovovor, it won po:aible that none 
mnnufacturors would 

soul: to collect blood or plasma from paid donor panels. A number of firm hod 

already n^de inforsrl nppronchon and it new rod that only Depnrtoentnl dinl.pprovnl 

wan rontrn„nee 
P lbit paid

 free tttni 
donatuoos 

p 
inithe UK,rralthou'h firm would

an undoratood that bere wail 
be auaro

no

loped povo 
of tho 
in bloodoand bloodnprolucte derived f

rt for the HO 
romr oluntary unp

olutiOfl on 
nidido 

tio00.,ufiicicncy 

;. Mr Draper did not think that 
nroponaln for Ioiinlatien arninat mid 

donor 

ponelo 
to oetnblinh mida donor br~+neln

ift to 
i hod sben 

renlnl.edntu^,cennful1yythrou 
 ait v 

hpornuaeion. 

He thowht that firma propcoiar• to not up paid donor panola would apnrociate tlat 

lominlntion cnule alhmyo ho ronorted to, if necoa:wry, and they would be reluctnnnt 

therefore to invest money in proJocto of which 
the Depsrtaont did not approve. 

ALTF:ItUATIYF:; To LFGl."iLtTIG11 

hor i' of in e 

for bloodocni r blood tpratucto, vhich
t thorn were 

3 wan toxpoctr'lntottn,ildlrupa rapidly ton more 

compoa,nta worn required: 

a. To nliwr health r.utl:oritien nurficiont 
funds to nurchnse the additional 

qunntitien of ^.r'n'uctn which they ro.ruired, if the 111'1`J could not noot 
 

wouldthe 

devttxip lnorin. L+,•tt such of the blood in the innorted 
props

coma from countrirn which could not afford 
its loos. 

-'I 
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b. To n"at nr,y addltionnl requiretientu by allowing co:norcial 
manutaoturern in the UY to obtain blood from laid donations. 

0. To n1Fnru1 I1JITi eollection and production in a nrve to'rardn nelf—
n~rfftelnneys th'rn uore iMicatione that thin night wean doubllr. the 
ItICI rffort over the next few yvjern. 

A policy decision by Hinietorn would be required. 

5. Option (o) van fnvourod r but the follouinp, ditficnitioo were recorssised: 

i The limited a milnbility of sonny wm,ld nocoonitete erruinr! the case 
for IUflT3 oxlnnnlon ar-tinnt the cJit1a of other nnrvice develorz ants; 
it was noted th-t this proposal did not appear in the Arrrtmont's 
Connultntive document on priorition. 

li It would be difficult to justify doubling the size of the I7BT3 effort naroly to enter for the nooda of ore partic'llar cxolp of patients; it wan thoroforo necoannry to look at blood collection and the utilisation oi blood and blood components against the needs of the 1C as a whole. 

iii Alr,rt from the pronnuro from and on behalf of ilzemophilia patients, there wan no dincorniblo pronnure on either the Departrent or 1:ininter3 which nui outed that there wore widonnroad nhortaf_os of blood or blood products. 

It who nrrood that it air.ht be necessary to pereuado health authorities to use money Nhlrh they would othoorwieo have used to buy coarercially r.,^_rxifaetsred productn to imnrovo IIB'IJ facilities, or to arrange that a proportion of their total nllocntlons wore withhold centrally for ITB;S use. 
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3031: CO D TIn;43 EZr1,T1',V.T TO TII:: P A1M1Z; 1"S kB'~I^fl OY 11 ;,, or• 

1 YTib(' 1"{'' `' '1TI' lip k)F CO'd: tCIAL ItLU(1D OAF1:S t"'D Mr., eS'iABLTSii'• :i~IC 

OF 1' ID U THE UK. 

1. I`rosent consideration of this topic hae 
arisen out of a sn;',ation by 

Sorolofioal I"roducta Ltd that they should 
obtain plasma in tho U.K. 

They 

point out that they have supplied UK 
hoopltals with Factors VIII ml 

IX for ...~ 

three years and human Albu.7ln Fraction for 
eleven years, all derived from 

plasma obtained in Austria and Gormrnny. 
They nrdued that 

experience in 

Austria indicates tk t paid and voluntary 
arran,omonts can oO-exist without 

clashing ant seek official approval 
to create one or Coro donor 

panels of 

paid plasma volunteers in the U.K. 

2. Some four years ago a Dr Part 
Proposed to embark on a schem^ 

for collecting 

blood on behalf of a 
pharn'aoeutical firs, the donors 

receiving a cheque eadie 

out to a local charity. Dr Hart ap1iears to have 
had some firmnoial 

involvement. Legislation was considered as a Ream 
of preventing the 

devolep~ent and the proliferation of 
sinilar schamoa which it 

was

miCht follows While it tins agreed that 
legislation night be 

of lasts row , t rt

it was considered by the 
permanent Secretary 

the charities 
Sub3cquent]y, efforts were directed nainly to 

P--rsuading 

concerned not to participate. 

The pros .it cons of 
legislation were not argued at 

the time - at 
least ther 

is no record of the considerations - but it can be inferred from the Pere

Socretary'a observation that 
legislation would only be 

considered if it 

apparent that there was no 
other neon. of curbin;, a 

davelOpxent wdtich uovld 

otherwise be d..cacing to the h'ICi. 

3. Possibilities other then new le 
islatien rhich mi.ht be 

considered in^_juaot 

(a) Pcrsusslon, This is 
unlikely to be effective 

with corpniea 
accustomed 

to operating 
internatiorally who fool that 

experience in other coun:riP 

justifies their proposal. 
It would be interosti.~3 

if we could 
discover 

why Serologioala 
believe that they need 

official approval to their 

proposal. 

(b) Use Of the 
Lledicine. Aot. It is possible that the 

m ithin the 
provision which aifht be used but 

there nay be opposition See

Department if it were 
euggested that the hot should 

be used for purpoucs 

for which it was not 
intended. 

I 
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l ilt tlln IL.r llultlnll A . 

(e) It, l.  . .. , 1 ►{ ►4• +~t.'~~ (,1~►.~ 1i'{: 
tl~~~ hue l l l nl; tP 

Wg %Io xoso ylatntr wh1r1► o.'uhl ba u,►nd In 
lunv'111tiul. w1• I ' ► finr 

htawtt blu,vl and lti~"al ►r~duotA hV all hlhl nunIr,Y 

that tnvnMm u It ornalnt uul,tr.►nn+u I'' .hlau►n. 

. hI I'VE-1:11,415',11 

(a) n~1>~~il.~.l.1• It la tmdnr$t►ut (hut thin nnr'l.n of the curt'ent 111.11 is 

not stub as to aoeomwa►►Inle mm nddttLoft fur l hut n Iatrptt1e. 

T\n th+r H►yulrici tr++ul l I nvn tai 1en munlo bnr'arn we 0011111 nnaene the 

llAnitout li t' ritttng inttInI it ton Into numn othat Crthournirt1 hill it' 

.tf ttiUvduolitr, it toll 11,tpruaaly fur t lit n puty,uhe. 

(b) L"J 1$ i a atiu t atpl  n ttnn! li, i► Advice would be tw'nonn"iy on 

tha lil,nl.lhood of betn, able to enforee legtnlntAm ■rrentively Atwl 

the Innht,re ,'f olandnsl lno op.e rut. h i ss. Llatin nxemhtioun iuuy be 

11414• naary to unable blued ill be ul►ud y ounmern, ini firms for oxhnriwnt►tt 

1att~•onaa ng dvalolttnK.w11 ootuttiuit npparatus. 

(o) tltic @uut 1nhtlos1 . Thera in ovary raasutt for wishinU to coritir ,.,

with this Itresent vultnNhry duuutton oyatem. It has served the 

oountly wall) it at'fords a grunt deal or satlnl'notlon to 
n grout 

nutebor or l'uoplel it provlden thin quality of blood needed; it 

avoids high monetary vnitton butng Irtnood on riu'a Nrc,ups - and there 

Are probably many other reasons. Furthermore the tt1I0 11An strongly 

endorr'd the voluntary prinoiple. 

Novortholuon, it is a f►.m ory from fortoring the voluntary nyotcta to 

logtslating to Itrovwtt firms from lxtrohnning blood sinco ouch 

lneiolatien would have the affect or preventing a ptruon from 

diepusiug of ivtrt of his tissues oxcupt to the State, oven though thero. 

won a ptUinnt in need and thin prospective donor had livery intention oL' 

1,nasint the peymont for the blood on to charity. 

An undorlying fear or the paid donor system arises from a doubt eo to 

whether, under such a system, till tho blood or blood produota collected 

would conw► from the right typo of donor with the attondrttt risk of 

adding to the pool of hepatitis. Ono solution to the current problem 

might be to make Wedioinon Aot rogulittionn so stringent that no firm 

ouuld uperatu nuceeioll►l1y. Ileloru doing so, however, we would nued 

to be sure that the h1IY can operate auceessl'ully without the 

oommureinl produocre rowemuburing thut UK legislation will not prevent 

DHSCO103049_0005 



commercial firau from extending tF.a range of blood products availablo and 
we could not long su+tain a Situation where products wero available in otlu r 
countries but not here. It is becoming nrparent that to achieve 115 aclf-
euf`fioiei~cy in blood products in a situation where the range and utility is 
inoreseing rapidly is a much bigger undertaking than was formerly appreciated 
and may require much broader planning and possibly the injection of such core 
capital than has been contemplated eo far. 

1i May 1976 T E D1I1'TON 
MA 

s 
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A. De•+u~i, 1,04. • 
~r'rt~'•^1et of llealtle Gild Tooial Il..urlty, 14 Runre►1 bytu►ty, 

W►=i1! y al 

Nmr Alan, 

GRO-C 

11„ 
tit i,

if II, I le h,l, ,, I' (t, 

Ak4z ,fI,,L!l.~.al T ne.~t•1H•nln 

You n►.\v know ihvt the WVot•)d )tealth Ori;uniuietl(ill twin oIruriIute,l n ,tr.,I 
paper ent?t]ad "t;.•,'d nufac, tnvi ng l•1Wtotitlo,i for Ill mid o•i►r! o' 'ii (o', 'p ' 
?br yrur convenience, a o,.~py of the paper In ,molua04. 

W wt1erstand twit this ,too►►nont w:ru I+rolutrad by nuthorn net Iu'i nn 
\'!!~ e,e to with a view to ita uno in connvottin with tilt evorttunl I,u, eviH'uu • 
tatica► of a resolution relating to blo ed and blood ocrq,onantn wi,Ioh wan 
a4optrd b? the ticrld eleulth Anncmbly in 191'). 

GRO-C 

We are p.rt icularly oone*'nied about the proiw►anl to twu► Vin ro,Iun'.'
of perrot-.s providtn. the;tr blood. We believe that if uunh n I,rohl.Llttou 
were• to be ontorced It would rendtr it virtunily impnaaible► to ceni.tnut, w' 1.1, 
the to-.nufncture cml rta_•1:etin4; of such produoto as ant.itoxinu prot.,,r11 1'rr . .. 
hwwin blood. 

It is inportnnt that it oontinutn to be ;roaniblr, for oxnmplo, to 

collect hums blood iron i►ruuno do►,or:i -uld to pr :, , ,ro from It hwa,vn 
isam no, lcbu]ina such an tetwwa iue,►►uio►;lobulin. Tho potantittl for the 

develok..cnt of t o in Much th:.t with the rru►ch Inureaaod draigeru involvt-d 

in the unc of equirr : era as a r:o•troe of paunive iemnunity In deal tilt with 

acoide ttu %ni acute infcotit•n:e. there %pper.rc to be no ronnon why thorn nhculd 

not in the future be a rase.o of iruauno,-Inhulln.e to roplaoo all the prcnont 

equine sera. 

lltu a.n blood iu also needed for t1le taun►fact•rro or m:eny other produotu, 

such as certain dia~nostio nzento. 

If the reounoration of donors were not 
permitted, It would be unllkc?y 

that odceutte su?e;-lira of blood would be I'orthct.i .,.im,,; over and at.ove the 

rr cJ:; of tt ̂  t:ohs' union uervico. Thin would b.+corto increnuinitly the c:t:,n, 

if, in tho 
o available 

proportion of the volume of equinebsera ut od atdthe procont 
tIL,Q,on a o tell. 

Continued ....••• 
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Tho /association of the 

British Pharmaceutical Industry 

-2-

'1O see no reason vfiy a person willilC to underiao the 
ineonvenience and 

discomfort of a blood donation for this purpose should not be 
financially 

reconpenced. 

We are also concerned about the proposal that only official 
collection 

of blood be allowed. ti!e accept that there is a need for a delzee of 

Coveriu-nt control but we eee no reason why the nanufacturer should be. 

prohibitedfrom arr:r.cing collection with Goverruxnt approval. Ile recognize 

that a ti rtening up of the letAsiation in soae countries is desirable, if 
only 

to avoid the abuses that have occurred in certain of thee. In our view, ho~ever, 

this could be b= t achieved by a system of Governr~ent licensir.L of blood 

products and authorised blood collectors. The lieencir.0 of collectors could 

then be made subject to arch terms and conditions as were corsidcred desirable, 

while at the sale time providing a system which would not be so inflexible 

as to stifle potentially valuable medical advances. 

If the IEO proposals were to be adopted throughout the world, it is 

most unll icely th,-.t the Unitod i:in-dam would be able to continue to import these 

products in the way in whibh it flocs now, and important µcdicai aents •.could 

cease to be available. 

We would be Crateful if you will look into this matter for us and urge 

the United S:intdosa Government to t.a}e the view that rer.Zereted co.=ercial 

ft collection of blood should c allotted. 

%e appreciate that the Governcnt is bound to be influenced by a wish 

to continue with the present national blood transfusion service on an 

unreaGne::atod basis. iowever, .c hope that there will be an appreciation 

of the difference in the public mind between rioniting for transfusion par 
c,es 

8113 dunatirjG for purpoa .s or co c cial n :: ct re. 

It would be helpful to have your Cu'd^nce as to the precise leg-.l 

position in the United Kingdom at time prezert time. Would it be ccntrar; to 

X 1 law for a manufacturer to take blood frog donors for use in the a^srufVrture 

of blood components, and for him to cake payments to donors in 
respect of this? 

} I t the moment, all blood components used in nanufacture appear to be 
iarporteu. 

Yours sincerely. 

A.D.W. 
l.usista 
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1GRO-C t

"0 
11

Ii

r lharA 

On Ih linens 
Di' ►1ayonnk 
Mr :1116rr11
lie Klll,uur 
D1, tin 11 ar 
Ilion IAllloa 

f
n 

Mr INI( 11111 ii III IWIMI•.) 

M.vot AND NLtKID Ct,,ga41 1'J  ,. Tl,.il 1iwi ARM 

1. r1w palwl•s 011101, you en. 'I In Mr Dlsho hove 
resulted P In his ebsamc, tss tht.,u t, Misn INI11. nn suet Dr W.yt .., I • ti • Wtyln•uk has a;lvvn ~ Ian ;Wipe 01 the haohhltinln.l 11111 lutn etraantol that el this (.taw .wilier of the two do*ui"nts Uhluh Mr ttennni' his ennt yon tine s.y forma/ ytnhd114". 

:. This 1n n very trioky salter. Tho prevtolln 4lnister or 8tnte(Itnalth)
took a etron.; ►tun that We nhnllid I11lly 1t.'q.urt the W110 tecommetntotionn 
both that all bloo.l slnntld &e oullnoted on s vulunlcry nil non-rpm, lournted. 
basis and also that each oulmtry shuutd strive to &ulwew self-eufl'►ntunt 
in blood 1•ruduets as raptdly ae pvsalhic. It apl..•arn crest the APnl n,•e 
speolfioally seektnfy Depnrimsntai ondoreeaent for their vlow tint 
"rolaunersted 00suanrotal oolleotInn or blood nhoul.l us shamed". Thin 
,+ranch has so far taken the lend oh these policy matters, out I fully 
sppreclatc that Supply Division suit W.dlcitws Division Ji ro very mlvh 
involved. I 9,10 oopyil4 the Iwp.•rs to kr 3cabourn oil Dr Kilgour as 
they how. general oo-ordlu,►tlul; rne;ponnieilitivs in regard to ..110 matters. 

3. Dr Payouuk 'bun sut'gestod that an orrioe seetltltl should be ho 11 to 
dlsonns tow reply to AtWI. I thtiut that this woulu be desirnul•' bemuse 
it seems vary likely that we will have to put Ulu question to Mittiatoro I ail for their endorsement eni I am asking lie Dutton to pursue th . 
urgently. 

GRO-C 

IL Jral nr 
1C;2A . 
1212 (hits( x GRO-C 

14 October 191& 

a ~wc 111, 7 S ti"Nh 'cd~ l u,),t., 

1 ttJC tad Ohl O1!4 

' I (Lk LtL VJf ? 

GRO-C: Dentom 

Ic,D it 
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I 3 FACILITI 3 LED PRODUCTION 

NOTE OF AN O' 'ICE I?DTI':C !LLD ON 12 MAY 1976 

Present: Mr Drarcr (Chairmen) 
Dr I'.avcock 
Mr Dutton 
Pr P Jones 
Dr Waiter 
4r Cloasby 

THE i3IBLE GROWTH OF PAID DONOR PAIT IS 

J. Poilo:tin,r receipt in the Dopart~+nt of a letter from 
yorolbCical Product» 

see kiry apnrovn1 to establish a uonol of paid pl ontt donors, 
the meeting had been 

convened to consider the likelihood of tie and any other similar proposals 

damaging the IiBiS to such an extent that chan-es in policy were needed. It was 

agreed that, regardless of the outco'e of this consideration, 
:,erolo,--ical Pro:Iuots 

should be told that their proposal did not find favour with the 
Department. 

2. Dr Yayceck and Dr 'Waiter expected that the demand by 
clinicians for blood 

products - not only Factor VIII - would rise substantially in the 
future. 

Commercial manufacturers would identify there trends an envisa'o a read" market 

for their products, particularly if UK self-sufficiency could not be 
cchioved. 

:o help satisfy the demrnd, the Department would not rule out an arr 
nonont b; 

which comnercial nonufacturers took blood from the ITB for procoosinr, and then 

returned the products to the NHS, provided that undue profits did not 
accrue to 

the firm as a result. Hor.evor, it was possible that sore rsnufacturers would 

seek to collect blood or playas from paid donor panels. A number of fires had 

already :a; de informal approaches and it seemed that only Dertrtnental disapprornl 

was restraining them from setting up panels. It was understood that there was no 

legal po:wor to prohibit paid donations in the UK, although firms would be aware 

of the Govornrasnt's support for the WHO resolution on national sol:-sufficiency 

in blood and blood products derived from voluntary unpaid donations. 

3. lr Draper did not think that nrorosals for legislintion against pr:id donor 

panels would be acceptable to flinicters at present, especially as previous attempts 

to establish paid donor panels had bcsn resisted .,̂u.cea fully thro'.t?h norsuasion. 

Iie thought that firms proposir.,:- to sot up paid donor panels would aprrociate that 

lepinlation could alutays be resorted to, if nocensary, and they would be reluctant 
therefore to invest money in proiecta of which the Depart-ant did not approve. 

ALTERIiATIV TO LEGIiIAT.ICII 

4. It was agreed that there were 3 nothor:s of meeting the anticipated demand 
for blood and blood products, which was expoctod to build up rapidly as more 
components were required: 

a. To allow health authorities sufficient funds to purchase the additional 
quantities of products which they required, if the NBTS could not meet the 
donned; lrno'ing that much of the blood in the imported preparations would 
come fran countries which could not afford its loss. 

L 

DHSCO103049_0010 



1 '

b• 7 uAit,lr.rpl ',y, lrh•,.,.fa '1 Mlltuing baWiw•rei41 wanufuulut"al•w 1„ tlu ItY 4• •ffui h 1,1,.•.-! ►fret pw 14 4# mø 
Q. ?. b/ i'bwl IIN'I`, • , 1 1,, ~ i •+r, a,~ br•11.wi tl tlM 1i A WOYv $4i t'4 ffhlf—tlal t l.:l we,ry t t,t.,. fe kb rq ; ,.' . • „f i',e 4 f.t,r. f 'v1 hi M,t whgh d<r,bi i nq tla•! t1H1 l f. rt •, ver tt,a •eaft

I. paliny daninir>a (y HSdiNfarn •,+ j 1.g r,►'t',SirM4. 
g• Of•tiryll (es) V66 Yrv•,Urad e teat I fnl1/N1n4. 4i.ff1h„l}l4N W4T rhb"vrriaM; 

i the 11 M1 te4 ev 11Wi1 4y •if w"fra.y w',,14 hnnw ai •A ty Mrrrinf• !!4 ry~ffh 
fir It t:Y`,l fYll;Nir',re efdl1?Uit tow nlhlee r0f '/tr,/.r fmr'fiha 'lMMhllj lny,`,wl It WIC rw,t:a4 tlwt the pf oVj j Ai9 h'4 h;,;,4pr !h tl'M 1lyy~rttfylatfs 
4nraulf,btfve di,q'MMNt qll priaplti'•M. 

11 It V',u14 in 4Lff19"It tyi j'Mtify 4'.d1,11f,1; ti,M e:rg .,f 'tlh VW atfvrt merely t,o ahtrtp fap ChM fwa4N /lf Wi tArtin,tnr "riap oif 1AtigthttUi it Vela tlwredOrq rianowwry ti, 1',,le et t,l',a7 ''1 `..,m er.i tope titi11PAt1em of b44M awl h'lors! 44tey'r ryte arfeiwet the r.e'.'la ,t t7J• T,C are a wMiie. 

Iii Apnrt tr'N. the lrreaalira fr',w ,r4 'ir, t.a},eif of inMyvrk,t it* =/ftihrte P
therb w4tp no 4i Ko,,rri la 1'rueatr4 or, eat ,,- ' !"^ TA:Artm*o 'r S;i/detp -rp whi hlt awu! oat t✓+t e,Y1',ra, Vbrg M!'Jhnf/re'4 Ar•'Jr*Are 'if 1M/1 Or b1r 4 
rr'riva ta. 

It van ae!rkbd ?fret it Riedtt l'a rvtK4Nagry 4J, /rrrl•./e7h I It* agtfJ t1*01 to wie money w,it'h t'h*y VW1/! "t"h',rwir:q ?Aye$ 'laM t', (iry n'r nr'v eI1y fY'ra4e4tr ! 
pr'Au;t.h to Swt,N?Yb ills'i;i f tlitI , ,,r t', brrr:t:YJs that 4 yt''Yyfrteo :1f tYrfir 
tot4l a1lnnntl4R=1 Vero VSthh*14 n*rltra1ly for Sill vae. 
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TO C I L.A:.S Ci F' . TI:i: TF: SE ^.I..* tP C? CO C ,> - ' 
BL)OD hk AND Sfii :3fA5LI L:i OP PAID DONOR P*.-CIS I-$ M'' UT 

The attar: ed paper review t con retion alreadyv giv,3n to this topic 

which arose aain], out of a proposal by a Dr Kurt to arrar.Se blood 

giving sessions outside the : . Legislation was considered but 
it 

was deemed by Sir Alan Marro to be a court of last resort. 
in 

CO indication in the papers wtether this was because 
of difficilty of 

fitting a bill into the legislative tlos-table, 
uycertaintT shout the 

effective s3s of such legislation, ethical 
considerations or political 

considerations. 

The purpose of the paper is to promote 
disciasior. and it is suggested 

that if further ex& ination indicates that there 
ray be no effective 

alternative to legislative the possibility cignt 
be exaailled uai$r t'.e 

first three headinz referred to above, ie 

(a) The feasibility of fitting 
legislation into any current 

Bills or projected Bills or pr000tin5 a 
Bill express~Y 

for this purpose; 

(b) The prablers of enforcing 
legislation and any exemptions 

which night here to be catered for; 

(o) Ethical considerations. 

T B WiTC-N 
H 2A 

ii Ya,; 197E 

Ur Draper 

Dr Ynycock 

Dr Raison 

Dr Y€aitor 

Mr Cleasby 

qA. 
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St'h' lP 1;~ '1 — r~ 
h l..  _

 — Y 1. 

1• '\~ ten ', i;i.  '1' ~.—~~ 1 _`__ -'_ 

io leas semen out of a s,,,Kantion by 
o They 

1~ present oonsideratloa 
of this p 

should obtxln plauon 
in the U.K.K 7 Y 

Serological rroducts Ltd 
that they 1.Or 

point out that they have supplied U1: 
lwspitalov 

 with yenre.oV5 VIII 

oll derivot from 

three years and 1liunan A1btmin fraotiou for ul 
that nxporlonee in i 

plasma obtained in Austria nod 
CurunRv. They a 

1e, 

rurled can oo-carat 
without 

Austria indicates that paid 
and voluntary 

oreate one or wore donor panels of

olwshitig and -1001' 
offici al appprovnl 

paid plasma 
vulunteurs in the U.K. 

2. Some four years 
go a Dr Hart pro ,

osed to embark on a 
aohew^ for ool1MCtinr 

a l 

lwra;noeutiowl firw, the 
donors receiving 

o cheque u•ri 

blood on behalf of a p 

out to a local 
charity. Dr Bart appears 

to have had some 
ilIg the 

involvement. Legislation was considered as 
of

it was 

tovtuit

fcn~nd 

dovelolment and the proliferation of similar 

aohomoa o
rt be neooaanry. 

micht follow, tfl►ilo it was agreed that cry 

to be court of lost rosert. 

it was considered by 
the Permanent 

Secretary 
the charities 

Subsequently, efforts were directed asinly to persuading

concerned not to 
participate. 

The pros aril cons of 
legislation wore not argued at 

the time - at least 
there 

is no record of the 
considorationa - but it Can be 

inferred

nferrd from a it~s

en

Socrutury'a observation that 
legislation would only be 

apparent that there was no 
other meat of curyin. a 

devolopmont which would 

othorains be d laagind to the NUS. 

3• possibilities other 
than n.,w to ielntion which 

tairht bo considered 
in~J1'3or 

() Pvrauesi0n. This is unlikely to be 
effective with com}an108 

acouat.unod 

to operating 
intoraytiunmlly who fuel that 

experience in uthor oountrieu 

Justifies their proposal. It would be interesting 
if we could discover 

why Serologicals 
believe that they need official 

approval to thoir 

proposal. 

(b) Use or the I!edtcn Act. It is possible that the 

lot 

contains

from s  auuo 1h, 
provision which 

b mir)t be used but there mqy be o}pe 

Depnrt~u'nt it it wore etugreated that the Act should be used for

for which it was nor intond.Od. 

1 
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(o) Uan of sey~, exiatin- St;.tutu other then thn K dloinoa Ant. The ' .y be acme Statute which could be used to provont the htLndltn or hina blood at.d blood pnvduots by all and sundry but no might rjthat tnvakinl; it ctdatod unt'otroseett j'roblt•me. 

4. New I.o -t•latton 

(a) Fcg~4°tb-- i 1't~• It is understood thRt th° aoope of the current Bill is not auch a1 to aoca,lwo,lRt° all ntldition for this purpose. 
Purther enqulriea Would have to be made before we could aaaeaa the likelihood of fitting lorlalatiou Into 'one other 

o 
fortttonm of introduol . a Bill xr ing Bill or 

i osal,Y for thin purpose. 
(b) I-ttterein ] e:-ialatic•n and exam tions. 

U'a ' ;alil:oo,1 of bean able to e~ 
Advice would be norecsary on

c+rce legislation effective the dangvra of cliutdestino operations. Some exemptions may a 

and 
no ssar to enable blood to be used,y commcro=al fir ths for experinct,t: Ptrpoaes eg developits~~ ill counting npparatua. (c) Ethical oonsidv:'ationa. There is every reason for wishinG to contirta;, with the }zrescnt voluntary donation nysteo. It has served the country well; it affords a great deal of aatisfnction to n at number of people, it Provides the quality of blood Wooded, itavoids high eonetary vnlueo being pluccd on rare err Plobab],j. n rt groups - and there`~y other reasons. fltrthermore the 41:0 tas atrons,Yendorsc3 the voluntary principle. 

lfevortheles4: it is a ful• cry from fo.terin 
ng 1Pslslsti g the voluntary system to to prevent firms from purchasing blood since auch legislatien Would have tt.e effect of preventutg apt.ryon from disposing of part of his tissues except to the State even thou Rea a Pal-lent in need and the t,h there+ 

prospective donor had every intention o' passing the payment for the blood on to charity. 

An underlying fear of the paid donor s ystem arises from a doubt as to whether, under r,uct a system, n 

type 
~ 

the blood or blood products 
colleot would come from the 

right .ed 
of donor with the attendnnt rial: of adding to the pool of hepatitis. One solution to the cu Might bo to make Medicines Act regulations no stningnt that

nn Pfobmem 

no could operate sueeeaa1\tlly. Before doing 
so, however, wewouldfnieed to be sure that the NHS can operate succeaafuli, without the co!mercial producers retacmbering that UK legislation will not prevrvt 
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commercial firms from extending the range of blood ave{ a roducts we o 
~' _1 51e and 

cou1J not Y ng sustain a situation where products were available in other 
countries but not here. It is becoming apparent that to a^hi  v© Idm It-
sufi'icier.cy in blood products in a situation where 

the range v 
n tc 

and utility i~ 
increasing rapid) is a much bigger undertaking than was formerly appreciated 
and may requiro much broader planning and possibly the injection of ruch acre 
capital than has been contemplated so far. 

11 Ysy 1976 
T E DY TOH 
HS2A 

I 
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Mr .mite 

3LCf::. 3L\D CCIW.N*t 3 

.. Kin.istcr of State ay wish to be aware of a potentially difficult 
p cblea inv.lviag the collection of blood in the UK. 

2. The Rational Bloo1 Trensl`ssion Service (.N73TS) collects bla.,d ar..1 b1o.-d 

eoaponents from donors who give volunt%rily and n_tho:tt receiving pa eat. 

This is it- line with :n wlicy and t'•' UK has : Ublicl+y sub; ortod the 

principle of national self—sufficiency in bl'.A and blood crducts based on 

voluntar* Lapaie' 3cn:rs as set cut in 1575 Vor_3 Health Assembly Resolution 

::.. ?5.72 (cony at ,t ositc). It is also in line rith the thinking of 

the Pul-.ic Health Ccsittee of the Council of Europe that blood ah,uld be 

collected on a a.n—co rcisl basis. At rresent the :.3TS is ablt to a cut 

.r5 demnis for whole blood (althot:bh there are occasional sbo7ta Zs in the 

two South The-.as Regions ftr reasons unconnected with the voluntary donor 

principle) azxi it is seeking to achieve self—sufficiency in mood coaponents, 

altho•.:gh there still is zLo` say to go particularly with sup; lies of 

Factor 7111 Used in as trea_zent of ha--ncphilia. £ million Was an.le 

available in 1575 f_va central coney specifically to boost .'.3".'S production 
of Factor VIII and production  is well on target, but the upsurge in the 

dezand for this hater:al due to the introduction of new oethods of treatment 

Las meant that there is still considerable den_nderc; on commercially 

produced Factor VIII concentrate. 

3. In the past there has been an occasional attempt to set up a private 

blood donor panel, usually based on some kind of payment for the blood ta:cen. 

The Depart=ent has, so far, r.lwgys succeeded in oersua'ing the sponsors not 

to proceed with these schemes. Cver the last 1P months, heaever, we have 

h^d cpr.roaches froz a nu ber of firus either actively cn,;=god in, or 
believed 

to be interested in, the manufacture of blood rroducts (T ~venol, 
Serological 

(now Imruno) Products, Burroughs sellcone) proposing various arran3emcnt3 

:Thereby these firs could c,edin r`anufact•oring blood products in the UK using 

blood anti plasma collected frou UK donors. The Assoei:tion of the British 

Prar ceutical Industry have recently asked the Departr_ant to reconsider its 

s,.inport for the ;:1, Resolution re.  "erred to above and to take the vie.: that 

remunerated cornaercial collection of blood for the purposes of 
nsnufacturin5 

blood products should he allo.rcd (copy at B oi~positc). The kssociation 

also asks fc,r clarification of the legal position appertaining to 
t:,e 

collection of blood. The Now Zeal^nor Io artment o: Health, which is also 
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intc_e.s!ed in this problv.n, is necking eop.iea of any UX regulations covoriilr current practic.os reC,ua•diwwu the wale of blood and blood prcilucts. 

4. The possibility of in' reducing legislation to formally protect the 
position of the NBTS and prohibit payment for blood and bloc'! components 
has previously been conoidered but it has nlxa; s boon rogerdod as i, l•:st 
resort. As far as is known the eowmercial blood products which the KFS 
purchases are derived from blood collected abroad and apart fro :& any other 
considerations it would be difficult to represent Governrwent policy as L~irg 
consistent, if it promoted legislation which attempted to prohibit ,paid 
donations in the UK aihile permitting the m%nufacture, purchase an! u e within 
the N1iS of blood rroducts derived from blood collected abroad principally 
if not entirely from raid donors. 

5. The NIFS w_11 be dependent for certain of its blood products upon 

coarnercial sources for some time to cone. Sven if the considerable sums 

of money which will be needed if the NF'.S is to achieve coLplete self-

sufficiency were available i:aaediately it .could probaby take two yc:r3 or 

pcssibly more before this coull be achieved. The industry's activities, 

beinv base& on blood collected abroad, have not affected t:.e availability of 

blood to the fi3TS and, in a sense, could be said to have co plesented he 

activities of Blood Transfusion Centres by provid-ng essential camFonents 

which the NMS is at present unable to provide for itself. The scttinb up 

of paid donor panels in the UK, quite apart from philosophical and other 

considerations, could affect the availability of blood to the :I9TS. It is 

proposed therefore when replying to the Association to mice it quite clear 

that the Government has no intention of withdra,ing its support in ;rinciple 

to the Vii resolution; that, wiailo it recognises the part which the 

industry is playing in meeting the rorld re.Zuirenents for blood rrcduets, 

the aim is NiS self-sufficiency; and that the Goverment would be seriously 

concerned if any developp„cnts ;were to take place which appeared likely to 

be detrimental to the operation and development of the I3'!`S. 

6. Minister's endorsement of this line is sought. 

DHSCO103049_0017 



li t ~,, ,/rt 

I ILI :,L1 
of

i:ir 
tl 

)A 

, , " lo:• -' Ewq 

Ces. ref '1r'y/'Trt3 ref

ic+l :cro

of 1)10;:9 O1' : 
lu '•o;tl'd on 17 

our 
ttnd ?U loptenT.,ir : bat)'. Li :u colloctlon 

•

00 
use it: L~;c 

n,.-nttfeet,trn 0f 1)1 1 .t•0lctr. 1 :m r~:ill.• it„' 
t.) • 

letter^ - 
oilit,- in the 

nP 
r•oco:Itl; Luken ovn.' 'A.Ini t.rt'ti•w r ' c' r

'. 
•na f r 

: -trtme,,t for ttte tlntionr,l :31001 ':r:•t,nfu: lrn '1r.'t r 

P':11Cy on t';r 
3U ly of 1)100,3 •fi at nloal pro t) to t':c 

t. 1 ct ILr• Se:•vive. T u;p cprry tint i t hur not. has„n
end . ou t,n 

eurli,rr reply. but. you mill un+1ernL-,n1 th' , t V-0 

wry cvzi••lcx. 
l'.@ d cc;:38nt er.ti,•lo'i '"Good y'•.rlufucturinC Ti'rt,ctice:: for 

n , 

5100: : prro,1et;Lfi" , orcload :it'.1 your first letter, i 
COr~. 

0' 
in:cra 1 cr•in nc:.ar  un aL Lr:e irvttL?on of t :c:

'`ire ~1 cf the ;.crll c 1L! C Lt 11L tier. . co: LribuLlon tc t =' ;

fvrt;Tll:Itior. o: t  e~ber .'.•t  "Os. T'i~ Cr~'. ,i%a•tio• •

.Corded t.-e Oct et no cfficiul atstus :•n,• l::de i I 
t c 

it iut t:irtcc ~cer. rcv;r-C-i, : lt..or.• I bcl`_c vo tt ' 

thc" reeonoc n,k.tior.r It,;• not b n c n-e~. c:.tee ~,:; f~"• 

orc~..ls on this Fu:,j4 Ct .: vmv b^c^ 9frc11" v 1t .ln 17"IC, it 

1Ce13C r9.lct'lcr or :iot F+lc.t 
for t'.e ..or1.1 `?e'-•lta 7ie-ablY to 

=rcp s!ioul be•,ore the bs^i^ for rc
c^,en;l i•_rr

t ` 
fcrr. .1 i  ro o 

i,olicic^ In the ab ".c• Cf 
c't 

r  T .tl 
c r 

I t .O1_ l e irt,p r I~": .ta far rae tc 
l 1 in

pt.,7er a,rl on t: a  ;"cirts of de =' 

c L?ir.re :v.ve beer i: . . k J :.o  
re3. It"scuC;l in pr ctic l:icr.e 

ccllecfon of !ruc^r, blc,A in trc t'riui 1  ' • 

g!.rlirg t!•is mutter ,- Tu 3o 1, r 963 - 1 ~ ~ 

(' of ri`e; c,r:jtionr c+i' :u tar =.1OO' ! ?,'r ,1 i • 

af:;ature
9 rcior!- 1vu uva 

^ill fro: tic - 
:o. =E) . you know 

:t of t'r:~ rarOlr .' 

^.tor• :•g)OUL Lire re-p1: •i c';r ;;dici:~a3 pivi _ ,:rt-r~. '

t:.. :er,j otltic ubs •n+e^ ct, i L i" F 
. .  or'.;

t  - t fi r .du course ri :fil 
' ' 

ar provit;io.I^ :iil u'; 
:'iei:. or ty

e : e;i diet b;; ct •nclur t "rc s t
ur: !er tAa 1:edicincs 

t1). conner:.iine. .' . r. 

suit ,_la '~ntrie . in 
' lor. o:' ^~, ao1Ir•::e ,

-%atlne :•OU cbcu: tl~ir `uc 
.l.odt/. lcer.cc h" can: ~ r t of 1 

p'.l iq'.:. io:: r Ur L 
/r •ritlT tCtCI'. '

DHSCO103049_0018 



A 

, ,n t.urar :, llors:~s ., ., urctios~' 
tiI.ttulr to t :t~ .r p t : r j

lot tt, L.:r Llcon;tilrf• ! ' r1 LlGt'It:r, tuba^et Lu Lcrr; U plvic~ <,f 

s on ltarti+V c~ ' c.clClnoa mould e,lnoat "ter -inl 

i : c lur v 1 , L .on or cor•t tlora  ru. t in ti 

r.:' , uc , ret:ul':tl~ gout 
11 

I uppl., tr. mrrcticin: ] 
l.rO,tttrtr `~ I < •lc: r ...-, 

of er inclu lit.;•  ro' t••rtttn:•  of hloc~'• . , 9 hy' vlrttl~ of 

cr.f.rol c f t o7~ , 
t , Cl,r.rt.

..c-'° 

't'1i'st!:T ccr f'nr I'nnufaetu•'r.. j (.r tr~r 
of bloa•1 t rn r.! :o ruflieLuvorl or rui sP liv I fol• urc :,n +.T in. .rG •ici : 

; .e -11ci• •.1 tttoy ,:ott1 l not, '•pplJ 

tluti:u;, bloc -1 
un%(1'or tr ry

ur•,uructurt, of oth,;t' product:: O'
 •to 

irr q cf

c"""I" dis ontir ugcnt:l - ',lt!tou(h o' n~tu`" rucil ;,rc*r4 r 

cloud could b¢ 1'rras, rc v ithin the onti•oln of tuie `.udloinc`~ ' ::L tJ 

( It Gz't10; Un lo' ;cctic, , 1 )t • f. T.~.:, 

t►. In dr' 'tin f my ItC\'/ 
9tututory F:'ovit ions, 

rcaoQ,"tGndtion.,. 

:L it 
e3 

r TIC c:ovc^n:aai fir. 1; 
ou1;D obvioucl.. bo rolcv,.n .. 

to t!:o priliciplcn cf ':'crll fletlth nrorbly 
i?erol:1ttnrt Ti o. - 

dU ted  70 7  ; 975, •hiC'1 UrCon IaCt )Or 
T' ~T.tC^ ' tO l GT"i0 * ~ c the 

. 

vi~ lob •c 

r:e.rt of r..:t icn: 1 bloo•1 serVicer b'ired OT1 vOlunter' nc: — r c

dorltion of blood'. '^ie Ia'tionu1 Mood irflr:Rfur'iOr. g~rvi~•a U

t!lp GovCrr.r t'r rte icr.
to:TnJeI cn t'lir. c:onccut t+rd i :. it • r ' 

i t C:;oUl-i rala:•in the guiding rr i ncirle. I: pructic 1 tcrr.:r 

~.. r'^ 
~u'r•- 

ir to E.c-.irvc 11t.tiont:1 :iohlt.h ^ery e 1;'_uf f icie 

rtLnti 1 i Crcusa it nroduction of .?:•Ctor 'Fil 
f:'O:•tee-9rie'' 

ect:co:qtr: .c . n exlir1a of ^ rolicy in pr etice. 
°• „ . thin 

rroLfl ►;!rt.t 1 *.••re t cid you vrill uppreciute t. c-t zalt'•oug'1 t1ere 

Acifically directed t~'t `::^ 
Lre it pre -e:it r.o le ). s :nctionn pf tt t:-o  

rewardir.•7 of dcnorr, tr.a Government r:c :1' roe ci .trwere1J 

F 't th bt r~tt et p.ts r:ere being rude to 

tilt- posiLior: if it becur,c epp(•`rei . to 
~rticulurl;- ~f taese r.. 

e ;i~lis:: paid do,:or t:•roiS in t.^c ':1IC, P' , - 
ivo r_:-e to :'.n: ; cscible ae"'-- 

be in a ford •;.iii:1 tni t ani.ec:r to 9 

me A to tiro interst c of the ., , i -r,ul 'elt. Frv.a .r.: the 

volt:' ry done: prir:eiple. 

L T T tl:C'TT 

DHSC0103049_0019 



Iii 
G. 

Dr Oliver 
Dr Yalford 
Dr Winteragill 

BLOOD PRODUCTS 

In connection with the paper on Heechams' interest, which we 
are drafting, fo.. 

submission to Ministers, I thought it worthwhile establishing 
whether, as is 

often asserted, there really ina WHO resolution culling for 
national nelf-

sufficiency in blood products. Perhaps I am the only one in 
the dark about 

this, but you may be interested in what I have found. 

A WHA (not WHO) resolution of 1975 (WHA 28.72) urged 
Member States 'to 

promote 

the development of national blood services based on 
voluntary non

-remunerated 

donation of blood' and 'to enact effective legislation 
governing the operation 

of blood services and to take other actions necessary to 
protect an( Arorote 

the health of blood donors and of recipients of blood and blood products'.
The phrase 'national self-sufficiency' seems to have 

originated in a letter 

written in 1975 by Dr David Owen, and to refer to AUG concentrate. 

The idea of national self-sufficiency of course 
follows logically from that of 

the voluntary non-remunerated donation of blood (and 
perhaps. in this count , 

from the idea of protecting recipients of blood 
products). .it I feel that 

the resolution as worded has a slightly different 
slant, and is aimed rather 

more precisely at some of the problems we shall have 
to outline in the paper. 

19th August 1980 

cc 

Dr Harris 
Mr Wornald (o/r) 
Mr Hart (o/r) 
Mrs Firth 
Mr Brechin 
Mr Connor (o/r) 
Mrs Yuille 

Dr Tovey (o/r) 

GRO-C 
._._._._._._._._._._._._._.s 

J }IARLeI 
HS2A 
120`1._ Hannibal House 

Ext[GRO-C 

- Q 1 

'kit. 

n.e W M 0
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Mr Harley 

BLOOD PRODUCTS 

Dr Harris has sent to me (and to Mr Seabourn 1n I111) a photocopy of your minute to 
Drs Oliver, Wa]ford and Winteragill of 19 August. Dr Hajris thought that from our close connections with the Who we might be able to throe some light on the Organisation's alleged policy Calling for national sa1T-eufflo4ency in blood products. 
WHO Oide u o In yrur minuto you implied that there in a 

difference between a WHA and resolsol tiution - the two are really the same thing, because the WIG (World Health 
Assembly) is tho name given to the collective meeting of representatives of the 
World Health Organisation (le the latter's governing body). 
I 

am aware that it has been assorted frequently before that there in a WHO policy 
calling for national self-sufficiency in blood products. You are right in believing 
that this has not been enoapsulatod formally In a W11A resolution (nor to the beet of 
nW' knowledge was it Included in the draft for "Good Manufacturing Practices for blood 
and Blood Components" which stemmed from the WHA resolution of 1975 (WHA 28.72) to 
which You refer, I have a feeling (and I use the word advisedly)
one of the WHO 

Techn1ca] Report, (of which there are a large numberh(covering a wi

at it comes 
de 

range 
of subjects - the latest 1e Report No 647). I have been unable to find it by 

a quick flick through my Own copies of the heportu, however I was speaking to WHO 
Geneva and took the opportunity to ask them about thin one. Unfortunately, the 
individual primarily concerned with blood 

e 
concerned

products is on leave at the moment but thePerson I spoke to S
soon as I hear from 

him.nK to look into It and ring me back._ I will let
you know as 

GRO-C 

26 August 1960 

Copies to. Dr Harris 
Dr Oliver' 
Dr WinteYsgill 
Dr Walford 
Mr Sesbourn 

J 

DR IAN T FIELD 
MD If 
Room C.31-9._ H 
Ezt iGRO-C -, 

GRO-C 

C1\.41 Cj 

Ii' 

L
GRO-C 

._._._._._._._.__._.-

GRO-C 
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L 1cm 
G RO-C 

B:.00) PRODUCTS 

Further to my minute of 26 AuCunt; my attention 

has baen drawn by the Intornnti onn l IlelOtoona 

Division to the fact that ity com'rent to you
con;ernini_ the W~iO Parer "Goad MnnufacturinC 

Practices for Blood and Blood ComPanent•F.", 

hch itself had ntemrhed from the: '11!11 

esolution of 1975 (W1ill 28.'??), w''''`' baf,ed on 

an early draft and that th1c dlVthion hud not 

been shown the subsenuent more c1clfiflit 

In the subsea,juent veri on there  i•s a 

sentence which does not 
appear in the origins 

draft. This reads - 

"Each country should 
aim to collect from 

its own population blood and plasma 

sufficient for its national needs". 

Clearly this statement is 
much closed to the 

for-at which we have 
all been discussing in 

the 

current  exchan-es of minutes 

GRO-C 

DF IANmFI,LD 

9 September 19 

Conies to: Dr 
Dr

Dr 
Dr 
' r

Ii±D TH 

Poo . Q3.19 i.FH 

30 ..xt I GRO-C 

Harris 
Oliver 
Wintersgill 
Walford 
S eabourn 

11r Pa rk e r 
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