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T OXFORDSHIRE HEALTH AUTHORITY
OXFORD HAEMOPHILIA CENTERE

Tek Onford (0865} 64841 Churchill Hospital,
Ext. Hesdington,
Cixford OX3 701,
20th May, 18983
To:
re: Specis] Meeting of Haemophilia Reference Centre Directors

Plesse find enclosed Minutes of the above meeting held

on 13th May, 1983 at St. Thomas’ Hospital.

Yours sincerely,

0w ¢
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Up-DATE ON AIDS

'E; Aids in Heemophilisen in the BE

Thers i® one suspect case $n Cardiff. Although CDSC states that this case
peets the USA criterie for AIDS, the clinicisnm in charge does not consider
thet 1% should bs regarded as & confirmed cmme. There iz slso a possible
caze at Bristol Boyal Infirmary tut it way not meet all ihe eriteria.
Purther details are being sought. There is 3311l no trsce of the London
case vhich was mentioned in the press.

Revoomendations of Hsemophilis Reference Centre ;i’;é.&‘@@%;rg

4t their seeting on 13 ¥ay 1983, the Hesmophilias Referencs Cenbtre Directors
sgrved that on the evidence aveilable and because of the bensfits of '
treatment, no resiviction should be placed on the use of imported Faetor VILII
conoentrate other then to continve with the present policy of using only

S waterial for ohildren under the spe of 4 years and for wild heemnphbilisce

ionel Trensfuaion Divectors

%, Avtion proposed by

4% their meeting on 1B Hay 1983 the Regiomsl Tramsfusion Dirvectors agreed
to prepare an informstion leaflet on ATDS whioh would be availsbls for
. Acmors to resd a%t dopor sessions and could be gent to donove phoning in
with enguiries, {(Directors ssked if the Department would pay for the
printisg of such & leaflet snd this is being dlscussed with Information
Piviedon. )

The Pirectors forther proposed to maky an &Wh %6 the Hedisal Bay -
Sosiety (an association of hososexusl dootors} to enlist their help in
the ﬁiaasemina%ian of information on ATDS to homotexusl groups.

Eﬁimﬂm were adamant that there would ba no direst questioning of
domors aboul thelir sexvsl bebiis nor sbout the presence of sympioms such
a8 night swests, weight lose etle.

4. FDA regvlations un donor sersening

4z from 23 Harch 1983, FDA xegulations have reguived thail:

1) Pducational programmes be inmatituted for potential donors from .
© defined high rﬁak grovpe asking that they refrain from domation.

* (High riek groups are defined as: persons with symptoms and signs
suggestive of ﬁi’%a sexually active homosmexual or bisexual wen with
wuitiple poxdners; Heitlan lemigrantes fotvevenouvs drug abusers and
pexual partnoxs of individunls st inereased risk of ms,}

1
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11) A1) plesma donors o receive information on AXDS,

114} Flasms tsken from s donor in & high-risk group should be labelled
to indicate that it should only be used in the prepsrstion of
‘albumin, FPF, globulin or for non-injsctsble products.

{¥B: the use of such plasns for albumin, PPP etc produetion is
extrenely dublouw. I an infectioum agent is involved, thers ia

no meene of koowing that the bheat trepiwent, to which theme products
are subjected, will fnactivate it ~ WW.)

iv) "he donor's medical histdry showld include specific yoswtioms
dcsigned to detect possible ATDS symploms eg night wweals, unexpscied
welght lose eic.

¥} Domors should be exsmined for lymphedenopatby (s limited examination
to be made by “an afeguately traived individual® al each domabion
and momelly by s physician). : :

vi}) The donoris weight should be recorded before esch domation. A4 domor
with wmexplained welght loes should be yeferved to & physician and
any plesms etored from that donor should be guarantined.

vii) Plasme from & donor koown or puspected to bave AIDS must be guarantined

and ﬁes%mwd or @themvim Bandled accon

waterialse.

ng to specified procedurcs

Helevanve of FOL rem

Jationg for UK imports

4 @isproporiionately high perceniage of plessse from "high-risk® donors
is Likely %o find i%s way imlc imported slbvumin, PPF and gomms globulin
prepazations on the totally wisubstantiated yremise thet heat-trestwmant
of these products will imactivate the AIDS sgent.  ¥edicines Division will

. prevunsbly be copeideving the japlications of this.

There are presumably large wlocks of Pactor ¥IIT concenirates In the TSE
prepared before the 23 March guidelines came into force. It is poseible
thet concentrates made from the "saler” plasea way be retained for use in
the UBA while the older slocks mey be dunped on export markeis such as
the T. Hedicines Divielion has been asked %o consider I thers iz any
way - porhaps by means of new labelling requirements - %o prevent this.

Vsdicines Division have also been sshed to copmider whelhey 1% would be
possible to identify producite wennfaustuwrsd from plasms teken omtside the
zreas where ATD8 is most prevalent eg Hew York, San Francisco, Jos Angeles
ete aud whether it would be feasible - in tsrms of the smount of materisl
currently available - to resirict lmporis of Factor VIII concemtrate %o -
those batches sade {rom plazass collected after 23 Warch.

&8 & long siop, Twmmo or other Buropesn mamuPactureys could be asked 4
thay would be able %o supply up to 30 =illion f.u. of Fackor VIII mede

- vholly from Buropsan plesma. Presumebly Supply Divielon wonld wieh %o

take the lend on this. . : . a

Joplisatione of ihe introdustion of best-trested FPaolor VIIT sonoevtyaies

4 mmber of ec@&miﬂ mamfacturers of Pactor ¥IIY ere hoplng to introduce
Factor VIII concentraten which have undergone an additional heat-treatpent
step which is desigmed %o reduce wvirsl Ipfeciivity. Although originally
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aimed &t reducing 4the risk of fransmiesion of hepatitis, it l& now bHeing
suggented that heat-treated comcentrates mipght simo reduce the risk of |
the trsnemission of A1D8,

is far ap I am aware, theve have baeh no confrolled clinical trials o
substantiste & Teduced hepatitis xisk from the heat-treated concenitrates
gnd nor, of course, is thers sy informstion om the transmission of ATDS.
Hevertheless, should they be licensed for use in this country, 1% seems
pore than likely that there will be & heavy elinical dewand for them.

Yot omly would this have cost implications for the MHB, since the heat -
trentment substantially reduces the yield of Factor VIIL per litye of
plasme and therefore incyesses production costs, but the BPL may find e
{tnelf obliged to manufscture heat-treated concentrates for which wup to
608 more plasme might be needed simply to produce the current cutput of v
Factor YIIL.

GClearly, there is a need for & controlled clinicsl trial of heai-tveated

soncentrates in respect of hepatitis infectivity. However, such & trisl
" eguld pose ethicsl problems st the present time. In eaxlier discussions
on & protocol for sach a cliniead $xisl, Hosmophdlia Centre Divectors
had been of the opinion that a meaningful trisl could only bes condusted
in patients who hed not previously beem treated with Factor YIII ie newly
disguoved mild haweophilisce.  However, this is 2 pariiculay growp of
patients for whom the Directors have recoimended (see pars 2 sbove) that
only 88 maberial should be wsad. ' :

T
The prospectk for geneticslly wupineersd Faotor VIIY s4ill seen €0 be
gaveral {510} yesrs in the future.
-
MED SEB
20 ¥ay 1983

WITN2050031_0006



‘iﬁﬂihﬁ OF, ﬁ?ECiAL %ﬁETﬁﬁ& DE HAEMOPH §L§ﬁ ﬁﬁ?LRﬁﬁﬁk CENTRE . -, ™
THQM&S ﬂﬁu?ITAL mn 13,5 B3, at.11.00 a.m.
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zaﬁeth Mayﬂg 5

A Prnfeﬁso? El@mm brielly ﬁ&ﬁlln%é the bdckgreun& tu the
.‘5 meeting and its purpose. The rﬁcewt pu&l&ﬁzty mn th@ press, 1aﬁ&m
‘ and television about the problem of acqu1red immuno dgfltlengy
‘:*if syndrome (AIDS) had caused conaidera?levanxiety to haemophillacs
and their medical attendants 85 well#asftu.the Degartmenﬁ of
Health. There was clearly a need fo}:Haemophilia Centre Directors
to discuss what should be done with regard to the surveillance and
reporting of 5uspe;ted cases and the maﬁagement of patients. . To
date "in the United Kingdom one haemophxilac is suspected Of
i \'éuffering from AlDS. In London there. are reported to be. 10 cases
of confirmed AIDS in homasexual males. ,Ccncern was expressed
about the definition of AIDS. It was felt that there might be
many individuals with evidence of impaired cell-mediated immunity
v but only a very small number of these might progress to 2 full-
blown picture of the condition. It is important that such
individuals arc not classified as suffering from AIDS. It was
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WITN2050031_0007



Z.

_accepted that because of our lack of knowledge of the nature of

AIDS,‘decisions about diagnosis and repcrtxng of 5u&pected caﬁes

<
% e

:'2 would proﬁe diﬁficultg Neverthelass the criteria 131d dawn-
by tha Centres fgr ﬁisem%a Control, &tlamtag Seurgla, anﬁ in
§~the farm praparad by pr. J. Craske fer use. at U.X. Haammphlila
"fﬁantres, 5h@u1ﬁ be fellcwed for &1agm0§i1c puxposeswf?The
| 1mmortante of opportunistic 1nfec&1sn 2s & dlagﬁﬁﬁth}CTltEYKQn
ugwaﬁ EtIeﬁﬁed. 1t was agreed that any patient who was suspected
} of sufferlng frmm AIDS should be reportaa jmmediately on the form
provided ané shereafter .the clinival course of the matxbnk would be
followed and a definitive diagnosis attgghad i£ the patient
-'&evelapem mntractabla disease. L | -

The steps o be takaﬁ should a pat ent uevelop the features

,;af tne fﬁll bi@wn cmndltxmn Wers then dm%cusmwd :It,was agreed
thaL there Wa“ 1n5uf“1c1ent lnfmrmatamu<avallable from the U.S.

XP”TIQHCQ o, warrant thamging the type @f cmncpntrate used in
any partxcular patient, MoveoVer once th? Cﬁﬁﬂlthﬁ is fully
developed it seems to be irreversible so that there woulm seen
to be no clinical benefit to he galnad hy~changlng to anotheY
‘type of factor VILI. '

Wltn regard to geqeral policy to be foll@wed in the use of

factar vIII c@nc»ncrates it was noted that mapy directors have

up until now reserved a supply of Haticﬂal Health Service con-
centrates for children and mildly affected haemoph111acq and it

was considered that 1t would be circumspect to continue with that

policy. It was also agrecd that there was, as yet, insufficient

évidence t0 warrant rostriction of the use of imported concentrat

in other patients in view of the immense benefits of therapy. Th
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gmtu&tiﬂn shall be kept under constant review.

“7f'~, It was matwd that the Bloed Transfusion Centr& Hz?ﬁctbrgi‘

PR o

.w@re éna fm meet to discuss the problem of &nn@? ﬁmxeaniﬁg in_ Lt

f'ﬁA‘ ra;atxﬁn to AXBSs= The news of this meeting was, wglxﬁmaé :

o by the Haemophilia Reference Centre eramtarﬁﬁuné

o ' There being no further business the meeting claseé at ke
}’%

» :
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