
HISi.Bll,S:JrTf;ff NIB*iffIf"'J*tKnAEMoPHtuA
Heat TreaH Fvtll concanttates

ffi* the basis rhat ii is no u6rse than tha existing product'

I asked whether any vint inactivation data was avatlable such data may

be afailaHe in due couo" o* *ou,o lrroGH 
j toitow $e genefat availabilily of

G-p.*a una tno*ore be retrospecbve.

. Neither Or Boulton, Dr Lud m or myself considet€d 't 
"pptq]?l? 

to

,i*i" oturiJv *t" oelals ot our cunent clinrcsltial' on f|eat tteaied Fvllr'

,!. AIDS

uS SitJatloft

Haemophiliacs 15 cases

Of the 15 ttansftrsion felated cases none have Kaposl's safcorfla --t'l

""iir"il"i i"t*tbn - attraciive to speculde rno(e than one laclcr

involved?

U.K. Sibration

Oettirs of ,taemopbi'iac cas€s (At and A1) ae contain€d "' and U'e
-ifriii 

pirr,*n t b be citcutatna itt d'te coape'

This protocol will broad'y tutentify tI pa'ig/fis who h"* YP
i^itiiiiJ-rvut "no 

fiu-be subi*td to ctinicat tottow-aP every tltre

n onthstor eigh, Years'

Choice d control group for the above study not defned as yet but is

considered ctitical to the study'

2. Heoattis

NHsmateriali'|totletlertnancommercialgroduct'withrcspeottodtsease
lransmission-



4r age.da ci tDe re€tirg is lttached- Xajor poitrtd ol lrterert e&e.g1ng
troo the lorning 6eefsio! eere briei diseus€iors or B.p.l. A1III cone€rtrste
dd rror lnlectiyet rgIII coBceDtrni€s.

ATITI

Ter.y Snape Etuaria€d xha cu..ent 6itnation {ith .egdd ro the B.p-t,
&ti ttfonbiE IIt d4dc6rt.ate. Be eqSgesteat rtar there ,ere t o ootiotu
ara i lab ]6  a rd  s ruBht  a  resDoEse, /g reJe .dce !o  tbese op t ions .

L Pr.eleuliEed ^taII Cotrceotrsre

Thls prodrct cort3lls ro ttl acttrtty as ia 1s d63lroy€at ia rne
p3rt€r.tsrtloD Focesa_

It h€ b@! trtaled ia tr? patieEt3 to date, Oa€ ot these Datieats

FreliBilarjl data indlc.tes d La1f life 6t apgroi, 24 ttoltls dd boih
tE1 ie .13  have n@a1 t .E . l , ' s  . l r€ .  2 -3  en lhB.  ! !on l ro .1 [s  ts  to  bs
@! t i , !u€d.  Fo  s t reGpr  bs .  b€€n bsde to  s6€86 th€  Gt l i coc i  o f  Lbe
P.€ieuris.lion lroceas u6lrg lodel viru3eF,

NOIES 0{ TdA n0gtutEluE llaEtll{c qt u.g, r$BtopuILIA ctNTnt DIFFrctoig
aT o::aoRD a-n-l- 1?tB &To6rR 19a3

UEpaet€!!ised ATIIT/FtI Coosotlate

This prcduct eas ot{ered as an atternstiye siDc€ lt iE tn€ preclr6or
ol tho $t ove lrodurt dd thus retatns !X! activity, This Itrortuct
has uot bea aed lE atry ldtieEt t!i.ls.

no jlefiE*ire eonclusi@s rere at aE lro! tbe dlsc$ssio! rDougri
rraeroth:lt! directors sdeltoot to cosid6r t6o optiors .net coovel/
ttreir co*enr! ro D. tde,

BEAT TRSIIqD 'VIII @NC!'{T!ATESI

?e.ir SnaIE si3iluty sonehi haetuphiria dir*iots. vtevs oB tso optiois
.egafd iDa ,eer  r le r rcd  r .u I I t  Fodu. !s .

1 - Be.ted Dlr P.od!c!

No lecll|icrt d€t.ils voae DreseEted rtrougt it ess lEptied that the
'elistire tr-oduct vould sirpty ltc beated in the tiul contaitre! as

*tth tte a.ayaol p.od!ct.

6!r!ject to derand, Te!.y SdaFe indicdted that s{.! a giodlct
c6u1{t tre ,lailable rithin 2-3 nonihs ad sorlld be avaitable o, ihe
basis rbst 1t ts .o yor,ee tba! rhe 6xtsil.8 }!€duct.

I $ked rh€the! &y yiral iaactivatio! data irs ayailabl€ d ihe
proceBs (e.9. v3ccinra data) ro *htch terry .esposde.l bil sayi.g
that such drta rat be ariilg}]e tn due couise but eould plobabty
toll@ tbe ge.eral rvailabiltty ot ihe product dd therJore be
rcstlospective,

Paiteultsatio! ia Liq!id State

re!ry indicai€d ihat sucr! a product sould be a iore s€ientillc
approactl to 1n{e€tlvtty t}!t pofuied out rtEt rt the cufrert rate



2 -

o! Dr€l.esE itB .vatlability rould be 3 toBg ter! Drospe€t {usFecitre.,
tile scare) -

Ia geDerer disesssior ol cbo@ oplioIs Dr c.5rh€ lEi.t€d olt tt!,t liritod
exp€rieDce (Tray€rol) oi tleated dlj, 'lrodnct ras rloi €lrcouragilg. &et!e aiso
eErgar a Eenetal tear ald iatotnt acceptdce tbat the ploduciion o{
4@-i!fectiy6 p.odqcte r@1d l€ail to s reducttor tE a?.itabtUtl of t.tr.s,
conceatr.tea (i,€. 1063 ot ti€ld}. lerry se4ed to reintorce thls vie,
quotirg fiseea ol up to 251 loEs t! yield over the dlstlug producr. t
pointed oni 1.hrt. rhite har{ dat. x.s mt yet lvailsbl€, d€r€1oDD€DrE
le l r r iba to othe!  rsp.crs ot  th€ de.rBt I  reufacrur i lg  p!@5* qpst lc€,
ot aat heatiEg lrocess oay prrtly ot tc]lt 6ft€ei aty yis1.l itlherert in
p*ieDrlsotion. I qooted, ia prlricrtert peterrs prrblicatto[ oa ztnc aDd
csrct@. nGttLtr tr B6!_ttoD,,Dr Ludtar o! nr3€It coDsiate!€d li .pFloprrere
to discBss lubl-iclr tbe de:ails ot ou! cu".ert 'ctiaic.1 trirl, oD heet

DosDtte tlre urvalidated astule o! B.p-L_ rs sbort !e!r ,olutian th6re sees.
to be a gereraf ieelirg lara?olt' or s lerted dry piducr strce suc! e
sohtlu rosld 'do do beB'. It sss sugg€sted !!at g.p.L- Bsu!.ctlre 3
liDlt€d 6cale batcb ot \oat6d dry 'rodsct r.LtL a \.ic, to co&tqctiog a sD.tt
clllical trtal ir eirci! ha€noDhiliaca (o" at teast tho€, ,tth rd Dreviors
exlloslt€ to cdc€rtgtes dd ybo hale rcm.1 t,t.a,,6)_

4$q!sqi! -_Es.qq!
?he sftelloor sessi@ rlB dovoted to .olorr5 lry ,orLils p6rties. ColF.enensrve
rrlttet| lepdts rere cireulated {attached}. Aatdition.l poiar, ot iaterest
tror oral prese!|titlds ar€ ar tolles:

1 . 4:!C

I.Y- Dius Abus€r3
l42A
336
10s

119

+lccordrn8 to l { -1,9.  cr i te l i {

'Or the 15 t.&rsruslon .el.ted cses hde hare E posl's Ssrco!. -
all opportuDlstlc tni€ctid - attr.ctiye to 6peculate lore thu o!€
tictq i$olved?

Tx€.e ia a gene.!]tt poo. peti€ut/lroduci totld up iir U.a-A. due ro
Foo. r€eord3 .l batehes in.tl,5ed.

aber€ is. total or 21 cases of trsrstustcn asseist€d 'IDS tn ure
USA. g:rleiiicia! strtistics as folloe6: (tncdglete)

Ace
9 r 6

53 {16 -  67)

la &olthE (12 - 3a)
z g  { 2 - 4 2 t



CndG tnt€lprctrtloa of the6e Iiglrls proyid* rhe tolrdtla .i3h

?resJusio. - 1 id Soo,ooo at -i3l
Er€.olrbiU.c- - t.2 i! 1,OOO at rist

Corclusioli - Sertobs di*ease tu ld6olib-triacj
r 10{ posalDllity??

TveDit' tio patierts L.ve.\.1.4. diaBnostie critelia:t6 ^IDS - tav
tiiftrush cdtaet ir t.S-d.

10 t'atteats lale so tar d1ed.

Detsalr or rta€dapelri8c cases (At aad A4) .re coDtal!€d ta At pe!.|lx I
erl the tollor-qr irotocol ls to be c:lcrllsteat in due cdur6€.

this Fotoco!. sil1 brosdly ideottty !),!, l,saiers,ho h.ye recelv€ar
i{rliested Fglll rto eill be subjected ro €t dcsl !otlo}-u!, eeery
tlrEe .orthE tor ettht J'ears.

thie tolroy-up rill lnclud€ !!o ioll@ilg iDessti,gatioE:

rb Efia
F.s.c. * .bsolule lyDDhocyt€ court { pqatA$T)
Pletelet€
lgA lgc aCX
Dt-@t e€@bs .r€rt

Eicrobiologt - throar srabs, l|}tle, faeeet
s€nll - vlrrl aBtiDodies

Ir|Elotqgy - i!-ritro tresfor!.tiol
akin t.at3
T cot l  subse!s
( Ce1l

Porsiblc P;sdletole - ltlpboden.,prtbt - Blstolog!,
uicrobloloEr (clttsies)

Ciyoll?ellrit.te D@o!s

.T$ce 1- Oeoft-
2- Aectplents ot .ed ce11s_

Sr@a?r of pati€dt! rta leceired FVIII *i11 4t3o b6 foll.iGit.

Clolc€ ol coltrol gFor4r to. abw€ stu.ty not &tided .B !|et brt is
coaaidcGd c.itical to tl. stndy-

a. sqtatltlr (apl|endr! c)

!l.tt,S. lrtoiisl 1i as bcttel tnsl coEstrisl g!o<t!et, rittr r.sFct
to rlls€r5€ tflrsrlssid-

I! o srarl stu.t: BinA rE r5...edired doqor' poo1, ianutactured b)'
B.?,L, ode: 1[ eigLt recipiefts hays so fa! deyetope<t EiCrF oi
ra4NA ho!'rtitia. So au tht6 studt ts of aro do!flrs auation aaa
rafo*Enat€lt B.P-!. esltot dete-rtre tb€ poot Ei.ze useat ro 6s!e rhe



4 ,

3, a.!tilo.l:.e€ (Atr*dtt E)

A?rra tro. tlesiilg .€tofsrces to phoF?holipid *ort (a. a.rroscfifr€)
At4Fnlir E ts I codlEe&enstve stE rJr.

4, Yor, r1!.le!!gnat.a Disoase

lpF ilt- D re||res*ts corpr.tenBiw€ 3t,E.ry.

5. rVIII Aasay

Drr Sl.sr coqleeso.t ro tittl-o etildtjr ed proloe€at tl5t the iortiDg
9arty be roElditp afict oo€ nor3 tear.

Or Bd:ldcliftG plesate.t d.ra @ tAG 14h E itidb Stertqld_

Yl l l re  O.?J
YrII:eAIi O.95
V r l l : A  c  0 , 9 t
V I l l : B .  R . t o  F .  O . 9 1  u / ! r

rr 0.6?
a"IIr o.a3

Good lbterlEbor.t.r4' rgree'd L.

!|o sitaiflc.rt .lit{errlrcc b€tveen l aDit Z strgo.sEs, *rst€!a.


