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REPORT, - OF MEETING 0F WORKING PARTY oN
FACTORS VIII AND IX CONCENTRATES
© HELD AT C8L ON 29 JUNE 1984 '

presmiy: | Dx B Sehiff cst (Chaxrman)
’ pr H’ Ekert Royal children's Hns_gz,tal
by -J Koubbs «Westmaad Hadxcal Centra, Sydney

B'I'S

'

Dr J B Morns
. %

”Dr M'I‘ Wlllls o BT Dlrechor ARCN

I Attendasice: Mrs ¢ M Br;dgart ARCS NHQ (Recor&er)

1. RE?bRT oﬁ Pxﬁvidus MEETiNﬁ

The Report of the prevxous meetxng held at CSL on Friday 27 May l983 was
. approved as a true and correc\: recard of proceed1ngs.

2. BUSINESS Anxsxﬁs

241 Actwated Fa.ctor IX Ccmcent;:ate

Dr . Sch1£f explamed that sxnce bhe prevxous meetmg pressure oﬁ work |
at CSL and assxgnment to other pro;]ec\,s of a hxgher primmty has |
resulted in o fur ther pLogresa on development of an attivated, Fagtgr ' !
IX: Concentxate. Dy, Rxckard vaited . congern at- the dqlay.‘ 'rwo :Curther i
patients wieh I‘actor YITL in‘nxbxtors presentxng for - Ereatument _at Royal
Prifce Alfred Hospltal for’ llfe—-t’nfreatentu\g bleeding. SpLSOdeS ever
phe: prevxous‘ 12 months pad had to be trrabed with Autoplex,’ his
previons experlence with ‘Prothombinex noL hav1ng heen satxsfactory.
Dy Rxckard‘s cases were unlxke ‘the. sew—:re ‘bone and jeint blmad:.ng
' referued ko 1n a paper 48 ‘pexng succassfully rheated. il th Factor IX
' concantrabes. The same was- true of caaes suecesafully traated thh.‘j
4 ! x by Dr Ekert. Changes -soue five .years Aga to
,'Prothrombmex raisg i the. possxbxlxty that Lhe -present product defered
Frow, tha _f'ormexly used unsuccessfully by Dr Rxckard He' said: Te
'mlaht >be"preparad tos evaluate thé. efflcacy Cofrthe current g
"Erohhrombmex z.n Lhe dase. Of non 11fe*L\weatenLng eplso&es. W .

Heparm~fz:ee Prothrombxnex was discussed . Some had been made for Lhe '
WA vaxsxon and’ New Zealand but . group members belleved this’ sort of
product should be vieyed ‘with extreme caution,, Neither DL Rxckard nox -
pr, Blert would pe prépared to use.d Beparxn»«free Prothifonbinex, .
w:.thout fizat: revmwxng the axxsting Clxn;.cal data. Pr Schmff will

athempt o, obtzam same.

Tr ¥as suggested that an in vitzo comparat:xve study of Autoplex and-
Prohhrombxnex be sgt up, and Dx Koutbs belxeve,d t}\ab the Westmaad:
Hedidal centré. mxghb be in - a posxtlon Lo . assxsb in ;& :
programme. ‘A§ C81, proddots posed no - ccmmarcxal thigat to overseas
manufacturers, D’ SChlff agreeé there was merit in the - suggesblon thak
Hyland be asked. for. data on Autoplex with a view to producs.ng a
similax product jocally, He undertook ro advise the Group of the
result of enquiries.
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2.2 . Current 1eveis of VI'I'I"G pro’duct‘ion

Dr Schiff repotted that daring the first eleven months of 1983 /8
61,705 litres of’ plasma had ‘been. received for AHFS prodictio
compa:ed with 47,929 Litres for 'the whole of 198?/83 and tha
concentrate productmn figures for the daiig permds were 10,55
mlllwn uvniks and 8,453 mi, 1 Lion units respecleely. As his produm;m
figures did gt mclude data for the BTS or foi June 1984 he undertoo
to cirédlate full figures - to Group membars 'when these becam
avaLlabla, Ik was fot likely that they could be dnclided with th
reporL of the weeting. AL l:hough ¢Sy fz,gm:es 1ncluded 1nput of FF
from: NSW from, Januaty- 1984 ~Dr: Schs,ff_bélxeved that thete had seil
‘,been a- substantlal ;anr"as “over’ the precedmg 12 Chs p"rloc
Unfortunately, t:her had. ‘BHeen | 1arge : :
Co contamiriation, . mamly i h&patltls B surfac_
Y (\ through A, cle:clcal Bt o’r:, fesulted in.a hEPB.tLl‘.L .BA posxtxve donatm
o b81ng added to the pi 61, These Logses would cut the'total quant;t
’ v available by abouk one mllllon um.ts. . ALL screenmg was dore b
nicro~RPHA oxr RIA which made the other cases of, contamlnatlon nox
difficult to understand and thlb was a most wm:ry:.ng developmer\l
Members were dlsturbed baoth because of ‘the loss.of Factor VIII fo
breatmant and also becaiisé at an. estlmated cast ko CSL  and to th
BTS of aboub 35 dents pér dnit thig was econouucally unacceptablc
The kalng Party wap advised that becaunse of its claimed hig
san51t1V1ty the 8. A, and W,A. Divisions were contemplatlng changir
Froii RIA £o an ELISA test,

Dr Ekert understood there to be about 460 haemop‘\ilmacs in VLCtOCla c
-which some 272. received regular treabment, These pabzents wer
treated ma:.'\ly at thu Royal Children's and Alfred Hospi\:a]s. Th
Victorian BTS was issuing whatever wag requested by .tha clxmc;ans, E
. an avetrage annual usage . of rabout 1,2 anits per head of populatxon -1
' ; Rickard sald that a paper he had prasented ‘to the 1983 ABBT meetic
gaVe an accurate pigture of conditions ir NSW and ‘dsked that-g copyt
attachiéd to the report of the. preéent meeting as an appendix. pd
. attempt would be madeée to provxde similar statigtics for Victaria, i

poan ras made thab probably ‘bedause treatment from eafly childhood !
. ) one State was the norm, the serxous cases presenmng £t REP{
L . apparently did not develop in VLCEOIia. 1t wad suggesced bhat tr
C nunber of elective . surgery cases m aach Stata mlght he .an :mdz.catu
' Hofthis fact.," co LT : ;

B

Unfortunately it wasg poss:.ble that che exgellent sxtuatlon 1 Vlctor
could change .with the rétirément of- Dr Sawers of - the Alf:ed Hospxt;
should t:har. imstitution hot appoint a haematolodlst lnterested
haemophxlla. The importancé of co= oparatwn between . clxm.ca.al
treaclng haemophmlm to achiéve nptlmum FYIIL usage was skréesse
Altfiough the bwice presented recommendatlon on spec1alist Ereatiés
centres had not been taken up at natxonal 1eve1 by the NBTC,. it bel
left to Dlvxsxonal piréctors to 1idise with their health Huthoriti
on the mosc effective usg of Tyrii, the Workmg ?erty conndered th
a further approach should be" wade, mainly §tresging gegriomié ‘gropid
It was decided that 4 tecommendation should aga:.n go Eorward Lo b
NBTG, &t the same time pointing ouk the VLrt:ues 6f the JUK godel :
ha“mophxlxa treatment. Although chdngea withid, two, fwe ok tén yea
which might be brotight about By geneuc engu\eering techmques need
“to be taken inta consxderamon in the 1onger tern,’ the prése
. sicuation required early action in the interésts of economy apd f
makimun efFficiéncy in the management of patients dnd utxlisatmn
resources. :
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3,3 Bepatitis Safe VIIT and Y¥ Qoncentrates

Hepatitis Safe VILL 8HZ =n e

Dr Schiff §aid CSL ‘was cuprently’ evalyating & heat treatmsnt }lﬁxét.ﬁo‘d

obtained frow the Scottish BTS with a.BQHT‘4QZ¢L9SS<0EKac£iViny.I
However, heab tréatment of. final product’ 'c@ai,%uiﬂng josses of only 10 -
15% 18 beirg gzo‘nsiderad and informatiom sought: from the manufacturet -

Hyland, It wag hoped thak the situation gould he clarified by the

beginning.of 1985.7 Hoivé‘yar,‘,ﬁthig,wqqlgi still resplt in less FLVITT - '
h?ihgfévgtlablefﬁbgfultiﬁaié its an ét-Pﬁﬁﬁ@r§‘§ﬂ@-?91é555§rﬁing

Sldend would ‘Be reqized. toimedr

A;ﬁﬁédgﬁ2%ﬁéuffic1é§pfdéta

(¢ d

: saufficient is ayailablé &b present. o this agpect

wgS'theﬂntﬁat.Fﬁsﬁéféhfwouldehqw'théhuthéﬁéeéc;pt@éﬁwé gwionld also
qffeéc,nﬁe;npheA} fon-B hepatitis viruses which acéounted For ‘about

t@o-thixrds of the dages &F hepatitis 4ir’x.‘;{g‘.‘\.'f11.1:c'oﬁée‘nAt,ré;t'ef-raqipi‘ents;

" The reétroviras claimed Co be agsociated with CATDS might also'bg

affecteéd by the heat ireatment, Both Dr Ekert and pr Ricka¥d agreed

they had mo.problem with Liver diséase, hence they would prefer.to
‘have swEficledt cp'x:\cghbr;at'e for all-capes yather than be short of .
conéentrate becavsé of heat treatmgnt, The Workirg Party ‘was reninded

" that it had beexn sstablished to ddvise the NBIC and (LF it was ¥
‘ chpgidered further thought should Be-given ko thé, dmpli¢ations of
i.mp‘]ﬁ'gmenting'suich a process this should be conveyed to that Committed,
The BT§ Exeécutive Sub-comiittee had, in fact, urged at its February
1984 megting that o decision He taken hurriedly by GSL on & matter
“which would hive guch far reaching consequences, and that State and’
Federal Goverpméats shotld be made awaré of the irplicatiéns should
sucli a decision Finally be madé, ' '

and.

2.4 ATDS effects on the blood supply

Thexe have been reports of iapldtion of a retrovirds as a possible
causative ageént of AIDS and that production of diagnostic .Keagents is
~1likely in the neaxr future, CSL hdped to obtain some gamples of the
research material so. that an attempt could be mdde to dévelop a
soreéning test fox AIDS, ¢ CSL wad making every sffort to keép in kouch
with dév’é’l_‘d‘gme‘jj\_t:s\_wc’z":ldtgm;de‘ kg 'o}iit‘ai‘n‘ea'):l'y‘_infof;iie‘itipln_"ﬁin possible
: solutions 'to ‘the probled, partidylarly the screenipg of blood
“dohations ‘and plasma productsi i’ - s R S

2
k
i+

'
Lot
'

ol Yictofian BIS reported absut a4y, dtop in donors. duging ‘the height
of the ATDS scaré ahd Lt wag vindetstood that the HoW service had ‘alsd’
giffered a dppp in donox nuimbera. So far po~l¢qal.haempph3_1igc had
coptradted AIDS nér had amy blood products béen in‘llp:'l.iéeite.'gi An
Aggtfalia, Thicteen ¢ases of ALDS had beén jdentifled in Austialia or
were under investigation o :

9.5 Usd of hej {xtii,:i_

¢ B vaccine for haemophiliacs

About 12 manths esrlier the NHHRG had i6sued recosmendakions on the

usk of, the yaccine and a spedial working party set up to adyise the
Federal Minister of Health. q'i\--pi:i,oritig's for adminigtration of
hepatitis B v';x_c‘cégi‘a,zghd‘xé“"sppnjéib_i.li&y for payment had ‘t’plét’;‘,,a,pu'ga}’)er;"of
times, It had been &tabed fhat the vaccire cariied fa, rifk of
trangmitting AIDS as the virds is inactivated by Ehé Hany deturing
process, Lt wis ynderstood that haemophilidcs without hepatitis i
markers would be gligible to recelve the vaccine which should be glven
.. cnewnn ta tha natient.
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- 3. ANY OTHER BUSINESS

L .

3.1 Tactor VIIL Concentrate made at CS%L by the CPG méthod

’ Dr Rickard reported good responge to treatmént and extellent in vivo
xecovery of activity with the F,VIIL concentrate made at CSL by the
ep¢ méthod, The product had now heén used sey eral timé's in case of
major surgery.and hée believed it ta be comparable to the material
formexly produced in Sydaeys, Thé lover yield currertly being achieved
by CSL was. thought to be dug to the.larger stale of the operatiom, It
wag anticipdted that with further experjience yields wonld improve.
The pobsibility.of ja further visit by Dr. Matgolis ro -CSL for

-congulbation was being explored. .

v

S

3,0 Supplyoffactor VEIT 'Céﬁé‘énltﬁété’.(f)?d).‘. o

Dr Rickard .agked whether ‘theré was ady way in which the schedtling of
supplies to NSW .could be Arranged on ‘a more regular basis. Dx Schiff
said he would seek advice .on production schedules which might throw
light ‘on this matter. He advised that D G Woodfield, Director of the

Auckland BTS is processing some FFP by the CPG method.
‘3,3 DDAVP

Drg Ekert and Rickaxd advised that DDAVE wag now available for
treatment of haemophiliace, .

3.4 Recom'bilnght DA and ?actoi&‘ V1IT Production

pr Bkext uiged .that every effort be nade to keep wp to:date with
information on the stage reached in redearch on -rec,ombi.ﬁ;én; DNA and
FYILL production, 'He believed that the necessary clineial trials here
should .be carried oyt through a pational hody rathér than in a single
institution., Dr Schiff ddvised that CSL was alréady in contact. witk
] . ¢ommercial companies who were active .in this field, Dx Ekért
b mentioned that a Danish medical séientist, presently working at the

Royal -children's Hospital, has considerable experience ii.this area.

5.5 Néxt 'Meeting
) It wa‘gb}.‘de‘d‘i»;‘ze(}»ndt to sé;:;:q'n.y g:ia“te for K.Ih:e'.ne‘xl:“rlglé;e,til.ngi_'pﬁ Lhe VQFKiﬂ!
Pa?ty-bdy'éﬁjﬁaﬁ-Buggé§§éd_ﬁhht‘b%twéeﬁ-méeﬁinéﬁ.bﬁ’lnh5¢r¢%p~4
sGnpary of any relevant [disciissions: at othet méeétings should b
summarised and clrdulated to nembers. : ’

RECOMME NDATION

" TREATENT TN SPECTALIST HMAEMOPHILIA CENTRES

The Working Party noted’ the NBTC's view that it wis irappropiiate For Re
Cross to make official statements on this mavtvér, and that health i
primazily a State cdncern. Neverthealess it fedls strongly.that the maktte
0f well intégrdted and co-ordinated nanagenent of hWaemdphilisecs hds bot
clinical &nd egonomic implications, apd that’ it sfionld be,drdysi to th
attention of Commonwealth.and State healtl authorities. JFagtor VIIT i

this coudtiy is an expensive and relatively xave résource, and its use mus
be managed as efficiéntly as possible, :
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Despltze mcreased efforts in recent years, AueralLa is stlll S\lpplyg‘ng-
less thai 1,5 units of FVILI:C per thab;tant. while’ suppl:.es in moat
States dppéar adequatc this is not so in NSW vheré there. is a ldng waiting
List Of patients fot elect,we sturgery, . Guirent efforts being made to
ml.roduce virucidal treabuent, of VIIL preparations, to. reduce ‘the ziak of
& hepatities By will lead to a loss of VILLIC available forx therapy. This
i -m‘y' m.ll further railse costs and redice the. Lotal provdt of material avaLlable.

The effect of bot:h factors on the healbh care Bystem id a matter fOL
The Lnapproprlate usé of Facbor VIIL. must be mlnxmized and Ehis
h,ie,vgd by ,t;r"ej.‘alhiﬁ_g y‘at'i.em;s‘ dn SP?C;’.&}-%S t:S-k_x‘a‘é,_‘ phxlla centres.

THE WORKING PARIY RE(‘OMMENDS that: SpaCLallst Haemophl.lla Gentres be
establ.xshed in all States, and that in States where more than one'
centre Llooks after guch patienkts, 2 co-ordznat1ng committee be set: p
to allocate AHE stocks, particularly yhen Large amounts are L‘CQ\nred

g.g, sut:gery, anagement of inhibitors, This practxce works well in
the UK, is in 1ine with the World Federation of Haemophi Lia's policy,
and is not geen as an mfrmgement oF the rights of eithek the patiént

or his doctor.

Attach'

Cblﬂ 1g:16,07.84 "
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