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BT9 PACILITISS AND PRODUCTION

NOTE OF AN OPFICE HEETTING HULD ON 12 MAY 1976

Prosent: M Draver (Chafrman)
Dr Mayeook
My Dutton
Hr P Jonon
Dr ¥aitor . v
Hr Clonoby

TIE POCSIBLE GROWTH OF PATD DONOR PANRLS

1« Pollowing roceipt in the Depart: ?
' roc partmont of a lotter from Serolbpical Productn
Z:m:id“:“ron‘i:o m::‘nh}}r;h a panol of padd plasma donors, the meoting had boon
o connider the telihood of this and an ” .
damapring the NBTS N tixy wire & Done 1t

to nuch an oxtent that chanres in policy wero neodod.

It wnn
ngroed thut, regardlens of the outcome of thin connidoration, &

jorolorical Products
should bo £01d that tholr proposal did mot find favour with the Dopartment.

2. Dr Mayoook amd Dr Weiter oxpocted that tho domand by oliniciana for blood
products - not only Pactor VIII = would riso substantially in the future.

Commoreinl manufacturers would identify those tronds and envioaze o ready market
for thelr produsts, partienlarly if UK self-oufficiency could not be achioved.
To help satisfy tho domand, tho Dopartment wonld not rulo out an arrangomont by

which comnorein)l monufacturors took blood from the IBTS for processing and then
roturned the rroducts to the N3, provided that undue profits did not accrue to

the fira ao a result. Howovor, it wan posaible that some panufacturors would
sook to collect blood or plasma from paid donor panels. A number of firno hed
already made informal approachon

and it seomed that only Popartmental disapproval
wan restraining thom from sotting up panelo. It was undorotood that there wap no
; legal powor to prohibit paid donations in the UK, although firms would bo awaro
[| of the Govornsent's support for tho WHO resolution on nationzl solf-sufficiency
(' 4n blood and blood products dorived from voluntary unpaid donations.

%, Mr Draper did not think that proposals for legi
panels would be accentable to Hinistors at prosent,
| %o ostablinh pajd donor panels had been resisted suscessfully throvzh porsuasion.

Hle thought that firms proposing to set up paid donor panols would aprrocinte that
Jepinlation conld aluays bo resorted to, if neceasary, and they would bo reluctant }
thorefore to invest money in projocts of which the Department did not approve.

AVTERMATIVES TO LEGISTATION

alntion against paid donor
eapocinlly as provious attonnts

et

4. It won agreed that thore
for blood and blood products,
components wore roquired:

wore 3 methodn of meeting tho anticipated demend
which was oxpocted to build up rapidly as more

a, To allow heslth suthorities sufficient fundo to pu
quantities of prolucts which thoey required, if the NETS

rohase the additional '
domand; Jmowing thet much of the blood in t

could not meet tho

he imported preparations wonld
come from countrics which could not afford its loss.
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be  To meot any additional requiremcnts by alloving comnercinl
manufagturers in the UK to obtain blood from peid donations.

0. To oxpand NBTS eollection and production in a move towards self-

suffiocloncy: there were indications that this might mean doubling the
Ml effort over the next fow youra.

A policy decision by Ministors would be required,
5. Option (c) was favoured, tut the following difficulties were recognised:

i  Tho linmited availability of money would neecnsnitate arpuing the cage
for NBTS expension agninst the claims of other pervice develomments;
it wans notod that the proposal did not appear in the Dupartnent's
Consultative document on ypriorities.

i1 It would be difficult to Justify doubling the size of the NBTS effort
meroly to cater for the noeda of one particular group of patients; it
wan theorofore necessary to look at blood collection and the utilisation
of blood and blood components againat the needn of the NHS as & whole.

111 Apart from the pressurc from and on bohalf of Haemophilia patients,
thore wan no discornible pressure on either the Department or Ministers

which pugrested that there wore widespread shortages of blood or blood
products.

It was apreed that it might be necessary to persuade health authorities to use

monoy which they would othorwise have used to buy commercially monufastured

products to imnrove BTG facilities, or to arrange that a proportion of their
- total nllocations wore withheld centrally for NBTS use.

!"W"' i ." T JdOTAYT - . : o
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ME CONSIDER L ) ™
SOME CONSTDERATIONS RELEVANT TO M DEPARTUENT'S KEVIEW OF MANS OF

PREVENVING T8 SETTING G
PREVENTING 7105 SETTING UP OF COMMERCIAL BLOOD BARKS AND Pi_ESTABLISHMENT

e

OF PAID DONOR PANBLS IN THE UK.

Prosent conaldoration of thia tople haz arisen out of o suggastion by
Sorological Producta Ltd that they should obtain plasma in the U.K. They
point out that they have supplied UK hospitals with Factors VIII end IX for
three years and Huean Albumin Fraction for eleven yoars, all derived from
plasma obtained in Austria and Gerwnny. They argued that experience in
Austria indicates that paid and voluntary arrangements can oo=oxist without
olashing and seek official approval to create one Or more donor panels of
paid plasma volunteers in the U.K.

Some four years ago & Dr Hart proposed to embark on & scheme for collecting
blood on behalf of a pharmaceutical firm, the donors receiving & cheque made
out to a looal charity. Dr Hart appears to have had some financial
involvement. Leglslation was considered as & means of preventing the
davelopment and the proliferation of similar schemes which it was feaved
might follow, While it was agreed thet legislation might be necesserys

4t was considered by the Permenent Secretary to pe a court of last resorte
Sudbsequently, efforts were directed mainly to persuading the charities
concerned not to participate. 1

|

The pros and cons of legislation were not argued at the time - st least there
is no record of the considerations = but it can be inferred from the Permanany
Secretary's observation that legislation would only be considered if it wus
apparent that there was no other means of curding a development which wovld
otherwise be damaging to the NHS.

Posaibllities other than new legislstion which might be considered include:

(a) Persuasion. This is unlikely to be effective with companies accustomed
to operating internationally who feel that experience in other countries
Justifies their proposale It would be interesting if we ocould discover

why Serologloals believe that they need official approval to their
proposal. 3

(v) Use_of the Yedicines Act. It is possible that the Aot contains some
provision which might be used but there may be opposition from within the
Department if it were suggested that the Aot should be used for purposcs

for which it was not intended.
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() Fespibilitye Tt 1o underatood that the soops of the our

pot muoh as to nooommedate an addition for thin Urposs .

be made boef'ore we oould anposs the

‘they enguiriens would have to
eivr=lory othor forthooming pill or

Mkelihood of fitting laa\nlnh‘lon into nome
of introduoing & DALY axpreasly for this purpobes

(v) Enforeing deialation and exenptions. Advioe would be nooessary on
the Ukelihood of bolng able to enforce leginlntion effectively and
the dangers of olandestine operations. fSomo exemptions way be
nocesaary to enable blood to be un«(l‘py commeroinl firma for oxporimonte
purposes eg developing wll oounting apparatus.

(o) Ethica) gensiderations. There is every reason for wishing to continue

with the present voluntavy donation system. It has served the
countyy well; 4t affords a great deal of satisinotion to a groat
nusber of people; it provides the quality of blood needed; At
avolds high monetary values being placed on rare groups = end there
are probably many othexr reasons, Furthermore the WHO han strongly
endoracl the voluntary prinoiple.

Novortheless, it is a fuy ory from fostering thoe voluntary systeum to
logislating to provent firms from purchasing blood since such
logislation would have the effeot of preventing a purson f'rom
dispoaing of part of his tissues except to the State, even though ther
was & patlent in need end the prospective donor hed every intention of
pasaing the payment for the blood on to oharity.

An underlying fear of the paid donor system arises from a doubt as to
whether, under suck a system, all the blood or blood products collected
would come from the right type of donor with the attendant risk of
adding to the pool of hepatitis. One solution to the current problem
might be to make Mediocines Aot repulations so stringent that no firm
oould operate successfully. Before doing so, however, we would neced
to be sure that the NHS cen oporate successfully without the
comwercial producers reuwcwmbering thet UK leglslation will not prevent

.
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commeroial firms from extonding the range of blood products available and

we could not long sustain a situation where products were available in other
countries but not here. It is becoming apparent that to achiove NS self-
sufficiency in blood products in a situation where the range and utility is
inereasing rapidly is a much biggor undertaking than was formerly appreciated

and may require mich broader planning and possibly the injeotion of much more |
capital than has been contemplated so far, ) z

!

T E DUTTON
11 May 1976 : HS2A

DHSC0103049_0006



"‘ ) '
(] 1}
' o { e iped Fodon Wi i o
v il‘lu'm\ ) [ oy
vl L 1Y g e -ri
RN St rerhon |

Tolos ')y
b Pl Wt 1t | "“'rGRO-Cé

i
| I

The Assoointion
ol
Biltinh mmamnmmm'::l Induntry

ANy
1T Boptembar 1976

:l; Board, Beq.,
"r;;::l::l‘\: gt‘ Health and Sootal Beouri ty
London, b ‘ .

RAood end Mood Ponvoyenta

You may X
o . onuu“;’d :gza;):;:n\tx}.\:o\:sr‘):n)l;altltlIOrmmiunllon han olyouluted a drafl
pape el - 3 vaotioen for Mlood end B "
your convenience, a oopy of the paper ia mwlunm;. G

Wo
V0 Oxiﬂ'x‘\::d::x.:dv::nttm. dooument wan propaved hy authors aoting an
Sskics of a N'Oluuouvre;‘ni ::&u:: ‘1’:1\ o¢;nno:uon with the eventual fmplowens
o
adoptod by the Verld Health Avsombly in 1;{1‘9.‘“0"“ SHESMS Vileh b

¥We are pirticvlarly concerned about the proposal to ban the vewwnera'lon

::_:'::"'L: :‘!‘}"V“ina thair bloeds Vo belfeve that L€ vueh & prohibition
th; - tn orcoc} it would render it virtually impossible to centinue with
acture and marketing of suoh products as antitoxina prepared fron

huzan blood.

It is important that it continues to be yosaible, fo xnm'
collect lnmm_'a blood from immune dovors and to ;:'o:\uro f'ronriz hw::i;' v
immunosledulins suea as tetanus immmoglobulin, The potential for the
develorment of these is such thut with the much inoreasod dangers involved
in the use of equine cera as a source of passive fmmunity in deallng with
acoidenis snd acute infootions, there appears to be no roason why theore should
not in the future be a range of imaunoglobuling to replace all the present

cquine sera.
Human blood is also needed for the manufacture of many other productin,

such as certain diagnostic agents.
If the remuncration of donors vere not vermitted, it would be unlikely
that adequate supplics of blood would be fortheoning over and atove tho
needs of the transifusion service. This would bocome inereasingly the onso,
if, in the future, hwaan jmgaunoglobulin were made available in even a coall
proportion of the volume of equine sera waed at the present timo.

conﬂnuod saennre
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The Association of the
British Pharmaceutical Industry

-2e

Ve sec no reason vhy a person willing to undergo the inconvenience and
disconfort of a blood donation for this purpose should not be financially
recompensed,

We are also concerned about the proposal that only official collection
of blood be allowed, Ve accept that there is a need for a degree of
Government control but we see no reason why the manufacturer should be.
prohibited from arrenging collection with Government agproval, Ve recognise
that a tightening up of the legislation in some countries is desirable, if only
to avoid the abuses that have occurred in certain of them, In our view, however,
this could be best nclieved by a systen of Government licensing of blood
products and authorised tlood collectors. The licensing of collectors could
then be made subject to mch terms and conditions as were considered desirable,
vhile at the same time providing a system vhich would not be so inflexible
as to stifle potentially valuable medical @w.nccs.

If the Wi0 proposals were to be adopted throughout the world, it is
most unlikely thai the United Kingdom would be able to continue to impori these
products in the wey in vhith it does now, and imporiant wedical agents would
cease to be available,

¥e would be grateful if you will lock into this matier for us and wege
the United Kingdom Government to take the view that remmerated conmercial

., collection of blood shovld be allowed.

Ve oppreciate that the Governuent is bound to be influenced by a wish
to continue with the present national blood transfusicn service on ai
wrentnerated basis, However, we hope that there will be an appreciation
of the Giffsrence in the public mind between donating for transfusion purpeses
and donating for purposes of commercial manufacture.

1% wvould be heloful to have your guidence as fo the precise legal
position in the United Kingdom at the yresent time. Would it be contrary to
law for a manufaciurer to take blood from donors for use in the mamufacture
of blood componenis, and for him to meke payments to donors in respect of thi:s?
At the moment, all blood comyonenis used in manufacture appear to be imporied.

Yours sincercly, )

GRO-C

AJD.N, Mash
Lusistant Sec é’y.
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BLOOD AND BLOOD COMPONENPS 1 oL VIO ARPT

Yo The papers whiloh you pessed to Mr Bishop have, '
reaohed me through Miass Duncan and De Mayoock,  Dp Mayoook haa given }
Ba aomo of' the beokground and han atresned Lhat ot this time neither

of the two doounents whioh Mr Masnan has sent you han any f'ormsl

standing,

in his sabaenos,

Jo  This 18 a very trloky mattor.  The provioun Minister of Stato(lealth)
took a atrong

|

e that wo ahould fully mupport the W0 recomwendations !
both that all blood should be colleoted on a voluntary and non=resinorsbed,
basls and aloo that enoh oountry should atrive to booome self=suiflolent
in blood produots as vapidly as possiblo. It appears timt the ARSI are
apeoifionlly seeking Departwental endorsement for Lthoir view that .
"remumnoratod commerolal collsotion of blood should be allomed",  Thin
branch has g0 fer taken the lead on those policy matters, but I fully
apprecintoe that Supply Division awl Medicines Division nre vory much
involved. I aw copying the papers Lo Mr Seabourn and Dr Kilgour s
thoy have general co-ordinating vesponsivilities in rogard to UHO matters.

3¢ Dr Maycock hus suggested that an office meoting should be hell to
discuns the roply to ABPI. I think that this would be desirnblo Lecsuse

it socws very 1ikely that we will have to put the question to Ministers
nonin for tholr endorsesent and I am asking Wr Dutton to pursue this
urgently. 1

14 October 1976

Mg

-

1 T M WIS WER s
0 s il sa’f

Slum . Yy 4 W

.

GRO-C: Dentom

IS1016

Q0949
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HBTS PACILITISS AND PRODUCTION
NOTE OF AN OFFICE NEETING HLLD ON 12 MAY 1976

Present:  ¥r Draper (Chairman)
Dr Maycock
Mr Dutton
Hr P Jones
Dr Waiter
Mr Cleasby

THE POSSIBLE GROWTH OF PAID DONOR PANRLS

1+ Following receipt in the Department of a Jotter from Serolbgical Proiuctg
seeking apsroval to establish a manel of paid plasma donors, the meeting had been
convened to consider the likelihood of this and any other similar proposals
damaging the KBTS to such an extent that chanzes in policy were needed. It ::;s .
agreed that, regandless of the outcoxme of this consideration, Serolozrical Produc
should be told that their proposal did not find favour with the Department.

2. Dr Maycock 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 these trends and envisaze 2 ready market
for their mroducts, perticularly if UK self-sufficiency could not be achieved.
To help satisfy the demand, the Depertment would not rule out an arrangement by
which commercial mamufectuvers took blood from the NBTS for processing and then
returned the vroducts to the NH3, provided that undue profits did not accrue to
the firm as a result. However, it was possible that sone manufacturers would
seek to collect blood or plesma from paid donor panels. A number of firms had
already nede informal approaches and it seemed that only Departmental disapproval
was restraining thea from setting up penels. It vas understood that there was no

 legal power to prohibit paid donations in the UK, although firms would be aware

U of the Government's support for the WHO resolution on mational golf-sufficiency

| in blood and blood products derived from voluntary unpaid donations.

. 3. Kr Draper did not think that proposals for legislation against paid donor

| panels would be accepiable to Ministers at present, especially as previous attempts
| to estabiish paid donor panels had been resisted successfully through persuasion.
He thousht that firms proposing to set up paid donor panels would apvreciate that
legislation could alvays be resorted to, if necessary, and they would be reluctant
therefore to invest money in projects of which the Department did not approve.

ALTERVATIVES TO LEGISLATION

4, It was agreed that there were 3 methods of meeting the anticipated demend

for blood and blood products, which was expected to build up rapidly as more
components were required:

a. To allow health authorities sufficient funds to nurchase the additional
quantities of products which they required, if the NBETS could not meet the
demand; Jmowing thaet much of the blood in the imported preparations would
come from countries which could not afford its loss,

1
¥
1
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Buffiaianays there wawe Pl aavine Vet Shin mleis mekdh Aertiling the
WS effort aver Vs BTN T yanira,
A policy dsoision Yy Vindavers wonld he oA,

e

W el semmernind
Lol Fienm gt Aernsss s o

Option (a) was favoured, 1t yhe Follmitng APl vian warn rosopniosds

1 The Vinited availakilivy of wamiery wirilA neansniiate areddne the sane
for WS expanstion aoainet She aintne of SAHE AnPTiae Awralaimente s
1t was noted thet rragasal 434 nes mutstr in Yhe iAparteent's
Gonsultavive danumeny on priarities,

11 16 would be 4iffionls i Msbify Avt)ing Sne wine of Yhe TS effort !
meraly Vo aatar for Vhe needs of one partiaiar weoap of pavientas 1%
was therefors nacessary Vo lovk &4 W saiisavion snd tre utilisation
of blooA aml Llood compunents kenirst She resin of The T 68 & whole.
141 Apart from the pressure trom ard un behnlt of Hasmerphilia pationts,
there was no 41

SeGrnihie pressurs un sibher Yhe sparimer®, or Yinisters
which sugiented thet Lhores wore widsnpread shorsaues of Yo oy Blood
products,

It was apresd that it mignt e NACORRATY Yo tarsunds haslYh authorities %o une
money which thay would othorwise nave used 4 by sorsarainlly sarafantured

products to improve NEIG facilities, or v BEFAREs Yhat & proportion of Yhelr

total allocations wers withheld cantrally fur WK use.

DHSC0103049_0011



GA

wat
B

MEETING TO CONSIDER MEANS OF FREVINTDIG THE SSTTLWG UP OF oax:t; ¢
BLOOD BAMKS AKD THE ESTABLISHMENT OF PAID DONOR PANELS IN THE U.P.

e (*
-t

The attached paper reviews the consibretion elresdy given to :_:;;;)chic
which erose mainly cut of a propossl by & Dr Hart to arransOd s t‘it
giving sessions outside the Ni3S., Legislation was considere Thm:—e I
was deemed by Sir Alen Marre to be s court of last resort‘;!f‘c;l-w of
no indication in the papers whether this was because of ‘bout oo
fitting a Bill into the legislative time-table, uncertsinty &

effectivensss of sush legislation, ethicsl consideraticns or political
considerationa.

and it is suggested
The purpose of the paper is to promote discussion
that if further exssination indicates that there may be no effective

alternative to legislation the possibility might be examined under the
first three hesdings referred to ebove, ie

(8) The feasibility of fitting legislaticn into any curreat

Bills or projected Bills or prosoting & Bill expressly
for this purpose;

(b) The problems of enforcing legislation and any exemptions
which might have to be catered for;

(¢) Ethicel considerations.

T B DUITON
HS2A

11 May 1976

Mr Draper
Dr Maycock
Dr Reison
Dr Waiter
Mr Cleasby
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SOUE CONSTDERATIONS RELEVANT 10 T , DEDARTUENTS REVIFY or WAts OF

. 1 "
PREVENTING IR SSTTING UP OF COMGACIAL PLOOD BANKS AND T ML

e

OF PAID DOROR PANELS TN TUE U, K.

Prosent conaideration of this toplo has arison out of & puggostion bY
Serologleal Products Ltd that thoy ghould obtaln plagma in the UK. They
point out that they have supplied UK hospitals with Faotors VvIII and IX for
three years and Husan Albuain Praotion for eleven yoars, 011 derived frow
plagma obtained in Austria aod Gormanye They ergued that oxperience in b
Justria indicates that paid and voluntary arrangemonta oan go~oxist without !
!

olashing and seek official approval to oreate one or more donoy panels of
paid plasma yolunteers in the UK.

Some four years ago & Dr Hart proposed to embark on & scheme for collecting
blood on behalf of & phnmocutiul firm, the donora roceiving & cheque wade
out to & looal charity. Dr Hart appears to have had sowo financlel
involvemente Loglslation was considered ns & means of prcvonting tho
davelopaent and the proliferation of similar schemos which it was feo vod
might follow, While it was agreod thet legislation pight be necessary,
it was oonsidered by the Pormanent Seoretary to be a court of last resorte
Subsequently, of forts were directed mainly to porsuading the charities
concerned not to participate.

The pros and cons of legislation were not argued at the time - at least thero
{s no record of the considerations = but it oan be inferred from the Permansn
Secrotary's observation that legislation would only be considored if it was
apparent that there was no other means of curbing & development which wovld
otherwise be damaging to the NHS.

Posaibllities other than new loguluﬂon yhich might be considored inolude:

(a) Persuagion. This 1s unlikely to be effective with companies accustomed
to operating internationally who foel that experience in other countries
justifies their proposals It would be interesting if
why Serologlcals believe that they need offi
proposal.

wo oould discover
cial npproval to thoir

(b) Use of the Medicinos hot.

It is possible that the Aot contains soue

provision which might be used but thore may be opposition from within the

Department if it wore sugrested that the Act should be used for purposcs

for which it was not intonded.

e
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(o) Vaso or 2078 _exiating Statute other than the Medloines Aote Tp
Ay be 20m0 Statute which could be used to prevunt the handling
human blood ang blood products by all and sundry but woe might fing
that invaking 4t ereated unforeseen problems,

4e Now Losislation
-‘-“_-.—-.
(a) Foasibility. It s \nderatood that the feope of the current Bily 1,
not such as to Accomuodate an addition for this purpose,

Further enquiries would have to be made bofore We could nssess the
likelihood of fitting logislation Into some other forthcoming Bil1l op
of introducing a Bl exprossly for this purpole,

(®) Enforeing logdslation ang oxemptions. Advico would be necessary on
the likelilooa of bdoing able to enforce legislation effectively and
the dangers of clandesting operations. Some exemptions way bLe
necsssary to enable blood to be uned‘py commeroinl firms for experiments
Purposes eg developing w1l counting apparatus,

(¢) Bthicax oonsiderations. There is every reason for wishing to contimg
with the resent voluntary donation system. It hag Served the

country well; 4t alffords g great deal of satisfaotion to a great
number of People; it provides the quality of bloog needed; it
&voids high Donetary values being placed on Tare groups - and there
&re probabdly many other Teasons.  Furthermore the WHO has strongly
endorsed the voluntapy Prineiple,

disposing of Part of his tissues except to the State, even though there
was a paivlent in need end the Prospective donor had every intention of

would come from the right type of donor with the attendent risk of
adding to the pool of hepatitis, One solution to the current problem
might be to make Kedicines Aot regulations so stringent that no firm
could operate Successfully, Before doing 50, however, we would need
to be sure that the NHS cen operate Successfully without the
cormercial producers rencmbering that UK legialation will not prevent

DHSC0103049_0014
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we oou:.:aio?!l‘::s?:t::omg the range of blood products availsble and

countries but not h & situation where products were available in other

sufficiency in bl °res It is becoming apparent that to achicve MIS self-
ocd products in a situetion where the renge end utility is

inoreasing repidly is a much bigger undertaking then was formerly apprecisted

and :
B8y require much broader planning and possibly the injection of much more
capital than has been contemplated so far,

' T E DUTTON
11 May 1976 )
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ZLFT NOTE PR MINISTSR CF STaTE

e Lillywhite

8LCCD 2D BLOD COMFONENTS
. 3
Kinister of State Euy wish to be aware of a potentially difficult

Freblea involving the collection of blood in the UK,

2. The Katiomal Blood Trensfusion Service (XETS) collects blood and blood
coaponents from donors who give voluntarily and without receiving payzent.
This is in line with WHO policy and the UK has publicly supported the
principle of naticnal self-suffiiciency in dlood and dlood products based on

voluntary unpsid donors as set cut in 1575 World Health Assesbly Resolution
It is also in line with the thiaking of

WHA 28.72 (copy at & cprosite).
the Public Health Committee of the Council of Europe that blood should be

collected on a mon-commercial basis, At present the NBTS is ablc to meet
NES demands for whole blood (although there are occasional shortages in the

two South Thames Regions for reasons unconnected with the voluntary donor
principle) end it is seeking to achieve self-sufficiency in blood components,

although there still is some way to go particularly with supplies of
£5 nillion was made

Factor VIIT used in the trestment of hasmophilia.
aveilable in 1575 from central moncy specificdlly to boost NETS production
of Factor VIII and rroduction is well on target, but the upsurge in the
dezand for this material due to the introduction of new methods of treatment

hes meant that there is still considerable denendency on commercially
produced Factor VIII concentrate,

3. In the past there has been an cccasional attempt to set up & private
blood donor panel, usually based on some kind of payment for the blood taxen.
The Departzent has, so far, alwgys succeeded in persuading the sponsors not
Over the last 12 months, Lowever, we have

to procced with these schemes.
hed epproaches from & nusber of firms either actively eng:cged inm, or believed

to be interested in, the manufacture of blood products (Travenol, Serological
(now Immuno) Products, Burroughs Wellcome) propozing verious errangezents

whereby these firms cculd begin manufacturing blood products in the UK using
The Associztion of the British

blood and plasma collected frou UK donors.
Pharmaceutical Industry have rccently asked the Departzent to reconsider its
support for the WHA Resolution referred to above and to take the viecw that

remunerated commercial collection of blood for the purposes of manufacturing
The Association

blood products should be allowed (copy at B opposite).
also asks for clarificstion of the legal position appertaining to tae
collection of blood, The New Zealand Department of Health, which is also

|

1
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interested in this problen,

‘ is neeking copies of any UX regulations
covering current pre

weticea regarding tho sale of blood and blood preducta.
ke The possibility of introducing legislation to formally protect the

position of the NBTS and prohibit payment for blood and blood couponents

hasg previously been cong idered but it has always been regerded as o

1ast
resort.

As far &3 is known the coumercial blood products which the NHS
purchases are derived from blood collected abroad and apart from any other
considerations it would be difficult to represent Government policy as being
consistent, if it promoted legislation which attempted to prohibit paid
donations in the UK while permitting the manufacture, purchase and use within
the NHS of blood products derived from blood collected abroad principally

if not entirely from paid donors.

5+ The NHS will be depcndent for certain of its blood products upon
commercial sources for some time to come. Even if the considerable sums

of money which will be needed if the NHS is to achieve coaplete self-
sufficiency were available immediately it would probably take two yeors or
pessibly more before this could be achieved. The industry's activities,
being based on blood collected abroad, have not affected tiae availability of
blood tc the NBTS and, in a sense, could be said to have complemented the
activities of Blood Transfusion Centres by providing essential components
which the NHS is at present unable to provide for itself. The setting up
of paid donor panels in the UK, quite apart from philosophical and other
considerations, could affect the availability of blood to the NBTS. It is
proposed therefore when replying to the Association to meke it quite clear
that the Government has no intention of withdrawing its support in principle
to the WHO resolution; that, while it recognises the part which the
industry is playing in meeting the world requirements for blood products,
the aim ia' NHS self-sufficiency; and that the Government would be seriously
concerned if any developucnts were to take place which appesred likely to
be detrimental to the operation and development of the NBTS.

6. Minister's endorscment of this line is sought.
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Dr Wintersgill

BLOOD PRODUCTS

In connection with the paper on Becchams' interest, which we ar¢ drafting :’:
subnission to Ministers, I thought it worthwhile establishing whether, ﬂ:l_
often asserted, there really is a WHO resolution calling for national se ¢
sufficiency in blood products. Perhaps I am the only one in the dark abou
this, but you may be interested in what I have found.

r

A WHA (not WHO) \resolution of 1975 (WHA 28.72) urged Member States 'to PNI:z;e
the development of national blood services based on voluntary "°"'remumution
donation of blood' and 'to enact effective legislation governing the operate
of blood services and to take other actions necessary to protect and p??o

the health of blood donors and of recipients of blood m}d blood produc :t;r
The phrase 'national self-sufficiency' seems to have originated in a le
written in 1975 by Dr David Owen, and to refer to AHG concentrate.

N <
The idea of national self-sufficiency of course follows logically f;'on tuh:::‘
the voluntary non-remunerated donation of blood (and perhaps, inrﬂt‘ alc:ha l
from the idea of protecting recipients of blood products). But I feed ther
the resolution as worded has a slightly different slant, and is aime: - :r
more precisely at some of the problems we shall have to outline in the paper.

19th August 1980

cc

Dr Harris N
Mr Wormald (o/r) VL{ PAML(

Mr Hart (o/r) e

Mrs Firth

Mr Brechin f\‘ ?\40*-
Mr Connor (o/r)

Mrs Yuille

ql
Dr Tovey (o/r) NOK%]‘?:% 40( . T LA M 1 ,,-LJ
Mo UHO, PR I
%ley GRO-C
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Dr Harria has sent to me (and to Mr Seabourn in IR1) a photocopy of your minute to
Dre Oliver, Walford and Wintersgill of 19 August, Dr Hgprie thought that from our |
olome connections with the WHO we might be able to through some light on the to
Organisation'y alleged policy calling for national self-sufficiency in blood products.
Inoidentally, in yeur minute you implied that there is a difference between a WHA and
Tesolution - the two are really the same thing, because the WHA (World Health
Assembly) iy the name given to the collective meeting of representatives of the
World Health Organisation (10 the latter's #overning body),

1 an avare that it has been asserted frequently before that there ie a WHO policy*
calling for national self-sufficiency in blood producte. You are right in believing
that this has not been encapsulated formally in a WHA resolution (nor to the best of
®y knowledge was {t included in the draft for "Good Manufacturing Practices for Blood
&nd Blood Componente" 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) that it comes from
one of the ‘WHO Technical Reports (of which there are a large number (covering a wide
Tange of subjects - the latest is Report No 647). 1 have been unable to find it by
& Quick flick through "W own copies of the Reports, however I was speaking to WHO
Geneva and took the oPportunity to ask them about this one, Unfortunately, the
individual Primarily concerned with blood products ie on leave at the moment but the
Person I spoke to ig &oing to look into it and ring me back-- I will let you know as
him
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BLOOD PRODUCTS

Further to my minute of 26 August my attention
jonal Helations

gﬁs been drawn by the Internat

ivision to the fact that my comment %O you

concerning the WHO paper "Good Manufacturing

Fractices for Blood and Blood Components’”,

waleh itgel{ had stemmed from the VIIA

Kesolution of 1975 (WHA 28.72), vas paged on
his division had not

an early draft and thot U &
been shown the subseqguent more definitive

version. In the subseguent version there is a
sentence which does not appear in the original

draft. This reads -
"Each country should aim to collect from
its own population plood and plasma
sufficient for its national needs”.

' Clearly this statement is much closed to the
format which we have all been discussing in the

cur-ent exchanges of minutes.

-

GRO-C

DR IAN T FIELD

MED IH
Foom_C319 AFH
g September 1980 Ext | GROC |
Copies to: Dr Harris
Dr Oliver

Dr Wintersgill
Dr VWalford
Mr Seabourn

Mr Parker /
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