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AllSTR.ALIAN RED CRO$6 soC16TY

• REPORT :OF MESTXNG.,OF'WOR{~I Oli 

FACTORS .'VIII AND IX CONC$HxRA'TL~S 

HELD AT dsL Oil xg :DUNE 1984

PRESENT: Dr P , 8c1if£; CSL • (Chairman) 

Dr. H'*ert, xoya ctii 14ren.'s Hospital 
astl%9ad:Meiiical.Gantsre, Sydney 

Dr J P:rtoirci s • yioor an: p.visgzi ,83.

Dr K .A R alcard ' ltvyat Prance Al reB $Op1.tat,',• 
gydney 

DtM F ilillis BT :Director AR(SSNEiQ.:

xn Attendances Mrs. C M aridgart ,RC$ IiHHQ (Regordex) 

1. REPORT OF PREVIOUS MEETING 

Th e Report of the previqus eting he1d'at CS~ . on Friday 27 May 1983 was 

approved s a true And aofrect recdrd 
of.proceedings. 

2. BUSINESS ARISING 

. 2.1 Activated Factor. IX Cpi►deistae. 

D;. Srb}f eiip'lained theC •since the :previous meeting •pYegsure of work 

at CL and assagfinent to other projects • of e higher priority has 

resulted ill no further progress. on development. of so actidatcd,Faphos'

IX:.Con9e>stcate. ,Dr kickard voced.• concern at the delay Two further 

patienta with Factor VIII 
inhibitozs.Present3ng for treatment at Royal 

Pirice Alfred : Hoepitp.l , for life=thtearent.sig bleeding cpiaodes over 

the prei pus 1.2 isonthe had hed to be 'treated with Autopf9?i,'his 

previous 'expectance with 'Proth6mb9.pex no4 having been sat efAStojry.

Dr Rteka:cd!a gases were unlike'.' the .severe ,'bone and Saint bleeding 

referred to t11 a'.paper as being: succe<asfyllY tre4CDd•.with I+aetor, 

co icentrat Th 'gs.. The same *Es true of cases ':successfa}l ly rated withth

Protht:oinbiriex',b,' Dr Eke_rt. Changed •. come five, yeaxa.,i ffe to 

prethrombinex ralsd; the;,poesibility .t ilif fahat the present product 
red 

from ,•:that..£ijrmekly., used :uiiaucc'esSful}'y.:by DX:itickard. He:.s xd :be 

might bb prepared: to' .evatuate the ,'effiasc(:Qf`.the .current 

pxolhxomtiiigeX in the cjase of non ;life-th> eatefling epieodeBe' 

heparin='£ree Prothrombinex' qua di scueecd' . S9me, had been ,page for the 

U : pi+iiAion .apd Net sa]and but group meambera b 
Lave r aCckard 

sort 
'nor 
of 

product shoild be v;iewe4 th. • w. extreme cauti,oq., a her..,. .., 

Dr,Ekert wauid be p= pared to use . a hearinfee. RrotHt'omp 3nex,

wittioub . i> et; rev aetq n$ .the existing clnj bpl: data, D Schiff 'Wi] 1 

• attempt t0. obte,ih saiae. • 

• Lt was ,suggaed.that an in vitro: oommarative Htuqly of Autopke.x and 

Prot ombine be set up, end Dr Koutts bo1ie'Ved that the lentmead 

Zo4iE' 1 centre might be in •g .position 10. assist Lit: ft tq t >)8 

fl no •c nie'rcia.l. .threat• . to overseas 
programme Ad cat produces pose, 4P! . .,_  

manu cturera, Dr Schiff •agreed, there was weri.t in jthe •is • ug8eat1.dn that 

Ryland be asked: for. 'data on Autoplex with a v&.ew to gto Qing a 

similar product localLy. lie undertook to'  advise' the Group of the 

result of enquiries. 
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2 J .

•2.2. Current levels of VIII:C production

Dr Schiff reported tftat during the first cl.eveb months of1983/8 

61,705 litres .of •plasma hacl been.recei.ved foF A.Ei, prgductip 
coispare4, with 117,929 .itxe9 for 'the • whole of 1962/83 and tha 
content  ;ate production figures for th.q same periud..s were 10,55 
million units and- 8.453 million units c2spective1. . As. h1. pxoductio 
figures 4i4 not include data: fgi: the. BTS or for June 1984 he undertioo 

to circulate full ii,gurep • t4 Group .• members when these beoam 

available, It .was not likely that they could be .dnoluded with th 

report of the meeet'ing. ' Although CSL figures ixiel,udect'ihput'of FF 

from 1YSW frgiub:anpary-1984,•,Dr:Sch&ff be .Level. that there had st l• 

bean .a`subetentia'l :increase ̀ over '.the :'p'recadiiig'12; months .peri,oc 

Udfortunately;' _ tha F'had, been lage r eh n.. uuttl;.Lli sea:;throng 

w&contamiiiaClon, .itainly `w>~th hepatitis B` surface .antigen, oie` cif<vh cr 

through A clerical error, 1 resulLed in  iepatit "s fl posxtiya donatio 

being .a4de'd'to the pSoI. These losses would cut the total .quant;t 

available by about one .million units. . All screening was dohs h 

micro--RPHA or RYA'whi,eh made, the other.•oas'ee of, con.'taminaEion nor 

dii'ficult to understand an4 this was a most trorryiiig • .de'v.elopmen'u 

Members were disturbed both because of'the 1oae.of.Factoir VIII fo 

tr attdextt •and also because at an.estimaE.ed coat to CS.L end to th 

BTS of about 35 cents per unit this as economically uoacceptablt 

The Working Party was advised that pecause of its claimed, hig 

seusiti,vity the S.A. and W.A. Divisio.ns were contemplating changir 

fro'tri RIA to an ELISA test,' 

Dr Ebert understood there to be• a1~ottt 460 hhagmophil~.ans in Victoria c 

which some 272 received regular treatment, These •'patients wee 

tceat44 maf~nl y at the Rgys1 Children's and Alfred Hospita.1 s. Tfi 

Victorian BTS was issuing whatever was requested by..thb clinicians, @ 

an Average annual usage of about l.2 units per head' of population. T 

Rickard said.,tiiat a paper he had presep.t.e.d to the .1983 ASST meetir 

gaVs.,an accurate picture of conditions in NSW and 'asked that a copy l 

attanhgd to the report of the, present meeting as as appendix. E 

attempt Would be made to provide' similar statistics for Victoria.. 7t 

point as made that 'probably'becautse treatment from early childhood 

one State was the Heim, the s'e'rious cases presgntiitg 10 RP,E 

apparently did not develop in 9i,ctojia. It was apgges:t9a that q 

number of elective surgery cases i•m each State might be an ridicatI' 

of this fact. 

Unfortunately it was possible' that the 'excellent si t'u. b.on ih ,ctor: 

could •change with the retirement of Dr Savers of the, Al ret; llospit 

should that Lnsti tut.lgn hot appoint a haematologist ihterCsted' 

haemophilia, The• importance of co-operation between.elihicial 

treating haemophilia to achieve optimum $VIII usage was strosee 

Although the twice preeentpd recommendation 4n specialist treatia6i 

centres had not beexl taken up a.t natio1ial,. level by the till•tC;'. it bei• 

left to D•lyisional Ditiectore to liaise pith their hgalth 'authoriti 

on the •most eEfective use of FVIIi, the WQrki,ng Party considered th 

a further approach should be made, mainly stressing et:oxtomic g=oti1i2 

it was decided that a recommendation should agaip go forward to • t' 

HB'rC, at the same; tine pointing our the virtues of the,UK liod•el 

haemoph liatreatinent. 64 though changes with.$xi, twp, five or tn yea 
which might he brought about, by genetic epgtneei: j.ng tgchnti ues need 

to be taken into coitsideeation in the longer tern;,' phe .pese 

sltuat3.on recjutred early action in the interests of ecogouy and E 

mai<luaun • efficiency in the management of pat•j.ents and utilisation 

resources. 
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2.3 Hepatitis Safe VIII and 
IX Concentrates 

Dr Schiff paid CSL 'Was currently' evaluating a heat treatment , iiethod 

obtained from the Scottish BT8 yrith a, 30„ !+U% to 
•
]os0.es of only LOy-

11owover, heat treatment of. fi.nal.product' t ikht.jaLin>ng 

l5/ La being cons red and inform.tion, sought from Prom the, inanufac'tuner —

:Hy.land. IC,waQ hoped hint the situatLO could be clarified by' the 

beginaing.:of 1985. ; HowoVer1 .thig,would still 
rasesa or

eas 
 rarEIII

be' i►g.availabl s: br`ul tiulat~: uce,:~han at •presen . ' 
ore .:demand: 

piaem "wut{lcl •be ' required: to:,meet'`.,ttie': prgjercte ` .?.. 

Al tLiougti'.insufficierit. data;. Was aVi.labè at; present on: ttiL a aepecEit 

was hoped that .research, would shovi' that :.:the heat 
reati~nteit for about 

affect. the, non -A. non •B hepatitis v .ruapa which a,'. ' 

two=thirs, of the cases of hepatitis }n • 'F. Viii .coricent.rete. tacip:ants: 

The ketibvl.ruA olaj.med to be a'sociated with AIDS mght al,ao'be 

affected by the heat tzaatn.eiit. , Both Dr gkert and Di •gigtard agragd 

they had ;no.problpm with Iiver' disease, 'hence they would prefer o 

have '.suff cierit coceftttate for all epsee rather than ;be shore of 

concentrate because of heat treatment. The Wotking; Party 'was resu.nded 

that it had b.eexi established to $dviee the •11BTC and . if it was 

cbpsidered further thought ehgh .d be•givpn to ea 'tomtphatcaominiteee 
of 

implementtnj.sUch a prbge'ss this should be ccttvgy 

The. BTS Ezecutivo Sub-'comiu3,ttee had, iA fatt, 'urged at 
C 

its
aebruary

198~+meet ing Y,1►a7 ro deciBton tie taken hurriedly by . SI. 

which' would have such far reaching consequences, and that State and 

Federal Governldents should be made aware of theimpl;ic8ti.ona should 

such a decision einal7.y be iadd. 

2.4 AIDS effecis on the blood su 
1 

There have been reports of iao.~..ation of a retrovirtis as a possible 

causative agent .of AIDS and 
that production of diagnostic 

ieagents is 

likely in th e near future. CSL hoped to obteirt some $amp es of the 

research material 'a b. . that an attempt could be effbrt'e to dve 
to keep in pouch 

a 

ecreeui 
ever

ng test •for AIDS, ° CSL was making Y 

with 4e+iel opmeltte,t9ordtaide; .tp obtain' early, information' pn possible 

gq'luti pn9 to ;thg ; ptoblecd, parti,dgl a.F1Y the screeilipg of bland 

clpnatiosis:and. plasroa•.products:

The °Victgrian IS repot tad about, a41 drop Lu donors dtii ng. the hey ght 

of the pips 'scare and it was ic'aerctob¢ that the NSW sere .ce had also 

auffe'red a .drop in donar numbers. So.fe,r no lbcal hanoph3.liac had 

cori't2acteil AIDS nor had arty % lo.od products beer impj icatQd in 

Altatralia. 'thirteen cases of AIDS had been identified in Australia or 

• were Under i nyes tigati 0n. 

2.5 Ilse' of. bogatitis B vaccine £ot haemophil,iacs 

About 12 mentbs earlier ri3e'NHErt31tC. had iss 
ac 

Le3e t ~up 
toiQ1S on the 

advise the 
use of, the vacci.nd aild a special i.Qr-king p ty p 

Federal. Ministe;of kiea].th on••pri.ori.tk?s for adrei.ri.etratioF of 

hepatitis. 11 vaccine, and responsibility fot payn►arit had the 
ca edt  

Tianumber
r of 

tirmes: 

of 

It  had . bein stated. that tale vacei~ig 

CransmlttLng AIDS' as the vir is is inactivated by the ~iaitufaa'tu1'is+g 

pt oceiis. It was understood that baemophi*Uads 
without.:heRatitiven 

markers would be eligible to receive the vaccine 
whiph.stiould be•g 

• In rhp nptient. 
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3. ARY OTHER $USIESS 

3.1 Factor VLII.Concentrate made at CS1 by tho CPG method 

Dr Rickard reported good respopoe' to treatment and e-trellent in vivo 

recovery of ac•tii7ity with the F,VSxx concentrate wade at CSL by the 

CG moth04. l'h*e product had now deep used several times in case of 
major .e rgery•and be •believed, it to he comparable to the material 

fotmerly pxo'duced in Sydney, The lowgr.yield urreittly being achieved 

by CSL was thought to be due to the .larger . scale of the operation. It 

was 

anticipated that With further ' •expe ence.yie' cis would improve., 

The ;:possibility ..:of ;a: 'further visit •'by. Dr. t,fdrgolis ;to CSL. for 
egn 

uLEntioi was hei,itg 'explored;"..' 

3.2 4upp1y of factor VIII concentrate'(C?G)

Dr Ri.dkard.asked'whethgr there was any way in which the schedu1 ng of 

supplier to t4SW :could be arranged on a more regular basis. Dr Schiff 

said he .woq),d seek advice .on production schedules_ which might throw 

light on Chia matter. Ho advised that Dr G Wood.•l.ield, Director of the 

Atick1atid ETS is processing some. FFP by the CPC method. 

3.3 DDAVP

Dr g Ekert and Rickard advised that DDAVP wag now available for 

treatment of hemophiliacs, 

i,. 
3.4 Recombinant DNA and Factot'VIII Production 

Dr E•kert urged..that every ef;Forp be made to .keep up to; •date with 

information on the stage reached in research. oit •recop+binbnt DNA and 

FVIIZ prodyction, 'He believed that the necessary clincial trials here 

should .be parried' ont through a natio4a7, body =ether than in a single 

inatiitutipn. Di Schiff advised that CSI. was alydady in con act.witt 

• dgthmsrc'3.at co}nk+anias who wore eCti.ye ,in '.this field. Dr Bkdr.t 

megtioned they a Danish medical.sdientist, .presently working at tht 

Royal Chii,4 eu',p iospital, has considerable experience it .this area. 

3.5 Plait'-Meet>.ng_

It was'. ;  decided- not .10 set any dabe for the next ..aa4,eting. of the• Flprkini 

Patty but at 'wsa'. suggested that 'bbtveeti taaekinps of the .Group ..•a 

summary 

o : a$Y reledap ,daaciiasibps: at other ipeat;ings should b+ 

sumaaried ad oirduiated, to members. 

RECOMMENDATION • 

rP.EATtIENT IN .SPRCIALTST..IiAEMOPli1LxA CBNRS 

fhe Working Party noted the NATC's view that it W49 itiapp>•opriato for Re 

Cress 

to maka o,f ,cial atatgmentd pa this matter, afid that health i 

primarily 

a State concern. Nevertheless it, feels strongly that the matte 

of well inte3ra.Ct+d aril co-or'dinated mailagemtent of l aemdphil .acs has hot 

c] inigPl and eaononii.c' 7.mpLicat.Lons, 'aa4 that it $tiopLd b¢; drawn to th 

art enChoit of.Corombt}t + lttt ;and State Health suthpritti, i. ,Baotor VIII x 

this coq try Le ad e'peneive And,>;elatively t;ard tesource., and its use mus 

be managed as efficiently as possible. 

-------------------------- --------------------- ____ 
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Despite it creased efforts in recent years, Austral•ia is still, supplying 

less than 1.5 units of FVII  per inhabi.tank. White,sisppltea tn.• most 

States appear adequate this is . snot po in 1$W where there. is a Yong wai,ting 

lint :of 'patients for a lectide surgery. • C ent efforts bei.n$ made to 

n  oduce virucidal trhaeloent, of Vrzz preparations, to. reduce Chq ride of 

hepatitias $; will. lead to a loss of VflI:C available for therapy. This 

will further raise costs and reAiice the total auiauzit of n{ terial ava4.1.4le, 

The effect of both fa.c,tors 6n the health care system i,s a•. matter for 

concern, The tnapp'rogriate uoe of ractor • VIII must be minimized, and Ehis 

cji be Lehi cups by Crea.n8 pati..ents x.n spec.a,List 'hae;mophxLia. centres, 

Where phi is not feasible ik'. is.sitggested that the priwary._ care ;phys~,ctan 

consult With 'the relevaixt'special st.: hefore therapy•,is:.prescrlisd;, 

TE1S WORKING 1'k1 U RECOMMEND$ that special i;st; liaei4tihi l is centres be 

establ.i,shed i%t all. States, arid that in $tales where more than one 

centre looks after puch patients, a co-prdinat;xng' committee be set up 

to allocate AHP stocica, particularly when Large amounts are required, 

e . surgery, raanagengeXit . of inhibitors.' This prac tick works well in 

the UK, is i.si line with the •Fjgrld Federation of Kaemaphi.lia's policy,. 

and is not seen as an infringement 6P the rights of eithex 
the pati.dnt 

or his doctor. 
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