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a copy of tnis telex will be sent to aLlL four people stated.

attn: dr, eibtL, ar. Scnwarz, mrs. diernnofer, mré. nenninger.”//

during mr, cbombes recent visit, ne was ctearty informed ot your
~ wishes tnat for one reason or another, you wished us to change

over from dry heat to moist neat treatment of conc?ntrates.
we 3re most anxious to do thnis, so i am Listing the information

we are still waiting for vienna to send.

1. generat

agreement that we adopt the scientifically accurate pnrase
''"moist heat treatment'’, ‘

2. (RRYOEUTDAI

- - -

(a) we need to know details of the aLt test, together witn tne
Limit to be applied. we alLso need td know now miny units we
can have per annum from alt tested material.

(0) _tne4§9qr aqaitgonaL’cLLnipaL evidence casesipromisea oy

3y - ojueXsja) - oueXafa) - oyueXsa) - oueXaye) - ojueXare) - oueXse] - oueXso) - o;uJ
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~ dr. anderle tour weeks after 27tn january, 1986. the japanesé
paper rafars to 3 oressure of 1200 m dar, whereas our submission

shows 190 m bar and thus we cannot use the 21 japanese cases.

(c) on p5 ot the enclLosure on inactivation of tactor viii, it
is clearly stated that after freeze Jdrying and steam treatment:
tor 1 nour tnat 10to the power of 2 infectious (ntlv iii) units
remained. ’ E

we are certain that tnis will 9e queried.

(d) the rationate on {nactivation metnods. using more than oOne -
"model virus wnich was promised oy product management taoies

will be useful in this regardg andg some were shown to. mr.,
coombes by dr, habison, ’

once aareement is reached on these points, new oackihg and pack
inserts will be refuired. 1if you will prepare, we will edit.

(a) agreement on our nepatitis.statement to remain in. force

until mannucci paper is publisned. this will Jefinitely nasten
- tne passage of the amendment, ‘ '

the statement we prefer ftor the przsent is:-

''by caretul selection ot gonors and plLasma and the moist

n2at treatment orocess, the transmission of htlv i1l can de
excluded. , S

tne apbove measures will certainlLy reduce tne risk of
transmission of viralL hepatitis »ut this cannot oe entirelLy
ruled out,’’

(o) we neea details ot the aLt test and the Limit applied.
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33 witnh kryobulin, new packing and pack inserts wilbl oe
required, wnicn we witl edit. this must nhave regard to tne
ajreesd omission of the recent changes in J30saaje wnich we witl
incorporite witnin 12 montns,

4. . =2n30obulin

we are still awaiting tne documenrtation concarning viral
tnactivation at the 2530 ethanolL step ang tne trypsin step.

.

-

e
this is not onLy requirad tor our product LiCence submission

but also to qget permission to import tor sale on a doctor
named patient basis.

we 3aL30 need a3 comprenensive reply to my Latter nb/omc of
11th july, 13385 (reason for animalL tests excepted).

5. gammabut in

- e - - -

€3n ydu Oorovide similar inactivation 3ata as tor endobulin.

kina regaras
n, berry.?
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