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trr OXFORDSHIRE HEALTH AUTHORITY
OXFORD HAEMOPHILIA CENTRE

ek Onford (08635) 648414 Churchill Hospital,
Ext, Hesdington,
Oxford O3 713,

20th May, 1883

To: All Reference Centre Dirsctors

re: Speciasl %é&&iﬁg of Haemophilia Reference Centre Directors

Please find enclosed Minutés-of the above meeting held

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

Yours sincerely,

‘»%i?
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UP-DATE ON ALDS

‘;,A

Aids in Msemophiliaes in the UE

There 1% one suspect cese in Caxdiff. A4lthough CDSC siates that this case
peeis the USA oriteris for ATDS, the clinician in charge does not congider
that it should be regarded a8 & confirmed cese.” There is also a possible
cage st Bristol Royal Infivsary but 1t mey not mest sll the criferia.
Purther details are being sought. There is still no tvave of the London
ocage which vas mentioned in the pressa.

4% thelir meeting om 1% ¥ay 1983, the Hesmophilis Refezence Centre Directors
sgreed that onm the evidence available and because of the benefits of ’
¢reaiment, no resbriciion should be placed on the use of imported Fecior VIIT
concentrate other than to coniinve with the present policy of using omly

¥ES material for ohildren under the age of 4 years and for nild heemophilisce

3.  Aotion propoped by 'Rﬁg,iml Trensfunion Dirsctoxs

A% thelr meeting om 18 Moy 1983 the Hegioval Transfusion Directors agrsed

%o prepare an information leaflet on AIDS which would be available for
donore to reed 2% dopor sessions and conld be semt to denovs phoning in
with enguiries, {(Directors askhed if the Department would pay for the
piinting of such & leaflst znd this is belng discussed wilh Information -
Divisiom. )

The Pirectors Durther proposed Yo wale sn approsch to the Medleal Gay -
Soviety (an sssociation of howosexual doctors} to enlist their help in
the ﬁiasem_imtion of inforssiion on AYDS ta homosezual Frovpl.

Mm%mw were adamant that th@re wonld bs no dizect questioning of
demors about their sexusl babits nor shout the presence of symploms wuch
as night swents, weight loss ete.

¥DA vegulstions on donor soroening

4n from 2} Yarch 198%, ¥4 mgu},a.’tims have m@uﬂmé thatsz

1} E@ucatitmal programmes be ingtituted for potential donors from
T defined high zisk groups saking that they refrain {yom donation.

* (High risk groups ave defined am: persons with symptome and signe
sogpestive of ,ﬁmﬁs sexually active homosexual or bivexval men vwith
multiple paxtnere; Helilan lwwmigranies intravencus drog abusers and
sexual partnexs of individusls at imcweased rivk of AIDS.)
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11} a1 ‘plasma domors to receive information om AXDS,

111} Plasms taken fzom s donor in & high-risk group ahwla be labelled
to indicate that it should only be weed in the prepsiniion of
wibumin, PPP, globalin or for non~injectsble produsis.

{¥p: the vee of puch plasne for albomin, PPF ete produstion iz -
extremely dublous. If sn infectious sgent j2 involwed, there iz

no paans of knowing thal the heat trestoent, to vhich these products
are subjected, will inectivete it - TW.)

iv) The donor's medical history should include mpecific ghéstions
designed to fetect possible AIDS symploms eg night sweats, unexpecied
wi@ht loss ete.

v} Domors shonld be examined for Iymphadenopathy (s limited exeminetion
to be made by Yan sdequately trained individusl® at sach donation
and anwuslly by e physicien). : :

vi} The donoris weight shovld be recorded befure sach domabion. 4 donod
with wnexplained weight loss should be zeferrsd 4o & physician end
amy plespe slored Ffrom thel donor should be gqusrantined.

vii) Plasma fxom e donor known or puspscted to have AIDS smst be guaraniined

and dastmwﬁ or otherwise handled according to specifisd procefures
«harardous paterials.

gulatione Tor UK dmporte

& disproportionstely high percentage of plasws fros Wmﬁ&k" donors
is likely to find {izs wvay lotc lmporied aibumin, PPP and gewms globulin
preparations on the totally wnevbstantiated premise thet heat-trestment
of these products will inactivete the ATDS agent. Hedicines Division will

. prevumably be commidering the lmplications of this,

There are presumably large slooks of Factor ¥IIT concentrates in the USA
prepared belowe the &3 Veuvh goidelines came lnko force. It s powsible
that concantrates wede from the "saler” plasws say be retained for use in
the UBA while the olfer sbocke wiy be Sumped on sxport navkets such ae
the UE. Hedicines Division hes Yeen asked to consider If thers is any
¥ay - porhape by means of new labelling vequiremenis ~ %o prevent this.

Vedicines Divieion have alsc been sshed to comslider vhether 1t would be
possible to identify products mevmfucotwrsd from plasms taken ouwiside the
sreas where ATD8 is most prevalent eg Hew York, San Fraocisco, los Angeles
gtc and vwhether it wvould be feasnible - In terms of the smount of material
eurrently available ~ to resirict imports of Factor VIE‘X sonsentrats to
those batches made from plasms collonted aller ‘23

42 = long stop, Tmmmo or other Buropesan monudacturers could be asked 47
they would b2 able %o supply wp %o 30 wmillicn i.u., of Pechor VIII made
wholly from Buropesn plooms. mmz&x Supply Division would wish to
taka the lead on this. ’ ',

Joplinstione of the introduwotion of heat-treated ?m%w?ﬁi soncentrates

4 mumber of cmemial weyafaoturers of Peaetor ¥IXI are hopling to introduce
Factor VILI concentrates which heve undergone an gdditional heat-treatment
atap vhich e designed o reduce virasl Infeciivity. 4lthough originally
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simed 8t reducing the wisk of transmission of hepatiiis, it is mow beling
suggeated thal hest-ireated comeentrates might also reducs the risk of
the txensmission of AIDS.

4s far as I sm aware, there have beeh no controlled clinical trials o
pubsiantisie & reduced hepatitie risk from the heat-treated comcentrates
and nor, of course, is there any infoxmetion oo the iransmission of ATDS.
Wevertheless, should they bz licensed for use in this country, it seems
more than likely that there will be a heavy clinical demand for them.
ot omly would this have cost implications for the HWIE, since the heat -
treatment substantially reduces the yield of Factor VIII per litrs of
plasma and thereloye increasses production costs, but the BPL may find
fteelf obliged to manuwfacture heat-treated conceniyates for whieh up to |
6% more plasme night be nesded simply io produce the current outpul »f
Factor VIII.

TR

Clesrly, there is a need for a vontrolled clinioal txial of hest-trested
oopcentrates in respect of hepatitls infectivity. Howvever, such a itriasl
eould pose ethical problems at the present time. JIn earlier discussions
on a protocel for sueh a clinienl trial, Heemophilis Centre Divectors
had been of the opinion that a mesningPel trial could only be copdusted
in patients who hed not previcusly been trested with Factor VIII fe newly
diagnoned mild heewophiliscs.  However; thisz is & partioulsy grouwp of
patients for whom the Directors have recommended (mes para 2 sbove) that
only FBS material should be used, ' ;

T. Gonetically sngineered Factor VITT
The prospach for gounetically suginvered Feoitor VIIY #4ill seen %o be
pevaral (5-10) years ia the fubure,
5 t -
MED SEB
20 Yay 1983
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SMINUTES OF SPECTAL MEETING OF aaama?§xmia REFERENCE CENTRE - ™
ﬁlaﬁﬁ?ﬁgﬁiﬁeiﬁ mi;gr, Tﬁmﬁﬁ% HQQ?}?A&’@ﬁ 13.5. 33, at.11.00 @.m.
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?raiedsgr Bleon brielly mutlaneé ﬁha haxkgrﬁunm to, tha
t‘i meeting and its purpose. The recent publzazty in, the _press , radio
and television about the problem of acquz:ed immuno dgfltien;y
';iy syndrome (AIDS) had caused considexa?le-anxiety to haemophiliacs
and their medical attendants as well;asjto.the Departmant of
Health, There was clearly a need fcfﬁHaemcphilia Centre Directors
. to discuss what should be done with regard to the surveillance and
reporting of suspected cases and the maﬁagement of patients. To
date in the Unlted Kingdom one haemcphzlxac is suspected of
‘suffering from AIDS. In London there. are reported to be 1O cases
of confirmed AIDS in hgmesexual males, Concern was expressed
about the definition of AIDS. It was felt that there might be
many individuals with evidence of impaired cell-mediated immunity
- » but only a very small number of these might progress to 8 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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f; o ., accepted that beﬁause of our lack of knowledge of the nature of
AIDS, d&ciﬁimns ahout diagnosis and raportlng of su@pectﬁd qaﬁasfl
€0 i would pruvm difficult. Nevertheless the criteria 13id duwn'

by the Centres f@r U;samﬁﬁ Control, Atlaﬁtag Gemrgla, and in

the f@rm prepareé by pr. J. Craske for use, at U.K. Haemophllaa‘i
S Jfﬁantrasg Shﬁnlﬁ be f@lluWed for dla§na%tic puxposqufﬂTha
\ 1mpartance of opportunistic 1nfeﬁgxon as a dzagnaﬁtagzériterimn
”Kwas Sxxaﬁﬁed. 1t was agreed that any patient who was suspected
~ of 5uffering fram AIDS should be raported immediately on the form

provided ané thereafter .the clinical course of the patient would be

foliowed mnd a defipitive diagnosis attached 1§ the patient

2

"develape& 1ntractab1e disense.

Tha steps to be taken should & patzent aevvlum the feafures

N

ﬁ:mf the full- blawn ﬂcndxtion Wers then élﬁtusged Et Was agreed

vﬁhah ﬁhare was 1nsuf£1¢;ent 1nformatloﬂ avamiable fram the U.5.
experience to warrant thanging the type ﬁf cmnaentzﬁtm used in
any partlaular patient, Moreover Once thﬁ amndltlon is fully
developed it seems 190 pe jrreversible so that theve wmula seenm
t5 be no clinical benefit to be gaine& by .changing to another
ctype of factor VIII. M

Wlth regard to general policy to be fo}lowed in the use of

factor VI1I1 concentrates, it was noted that many directors have

‘pp until now reserved a supply cf_National Health Service con-
centrates for children aﬁd&mildly affecte& haemo@hiliazs and it

was considered that it would be circumspect to continue with that

policy. It was also agrecd that there was, as vet, {nsufficient

evidence to warrant rostriction of the use of imported concentrat

in other patients in view of the immense benefits of therapy. Th
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e

sx@uatimn shall be kept under constant veview.

’f". 1t was mﬂtﬁd that the Blocd Transfusion ﬁ&nﬁfe Qayaatnrs

N

.

N

<."'“wera ﬁu@ ta neet to dmﬁtu&@ the grwhiﬁm of écnaf 3areaning xn \}
ralaz1ﬁn tm ﬁiﬁ - The news of thlﬁ m&eting was. Weiaumad 7
'Y;'? hy the Haemophilia Reference Centre erazunrs‘i_
o f There being no further business the meeting Qlﬂﬁed ét o
_— oo .
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