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Fi{rst off, there is feas:n to believe that the Fylsand process of hesting is
stgnificarntly differen: from ours, 8 fact toid directly to Dr. Schwartz by
Dave Arcnscn. TFurther, there are several rTumcre goling et: « that the Hyland
product is heated fn the finzl container In Its freeze drled fora. Cotments
made by Dr. J.P. Alla‘n ate consistent with this possibility. If this {s in
fact true, it would nct be surprising that hepazitis-3 ves nct {nactivated,

The wost sigiificznt fizding of the Eyland study was the late onset of .
hepatitis-3 at 32 and 40 veeks post inoculation. Previcus studies of this,

kind hsve generally terzinated at 6 oonths at which tize ex; e'iber\tal .
co:clu.ﬂc s were estatlished. .

Our prese".: hepatitis-safe Foated study fuvolves 3 chisps; 2 controls and 1
evpericental. Fazh anizal reccived 12,500 chimp infecticus unite (CID).
- The experi=zsntal chirp has remained non-symptozatic for hepatits for
{ greater thaa 6 months now and ve will continue to follow him for & total
of one year. The control chimps have both shewn evidence of non-A non~B
hepatitis but as yet no serologlec markers of hepatitis-2 infecrion. It .
has been suggested that non-A non-B infection delays the onset of hepatitis-B,
This may be sc, but ve still expect the 2nd contrel chicp (now adout 11 - 12
weeks post inoculation) to contract hepatitis. At thispoint, the data ™~
cleerly support that our pasteurfzatf{on precedure has frvactivated non-A non-3
4 hepatitis. Althcugh wve vill be folloving ocur chiwpanzees for a longer time
“than originzlly projected (l year vs. 6 wonths), this need nst delay our
tize-tadle In so far es filing our PLA e=mendzant to include heat pasteurization,.
It 58 our Intentfon to file in the 2nd quarter of 1983 s placned and hopefully
to obtain gpproval during 1983, .This estimste is predicated on satisfactory
clinical resuits and successful introduction cf the process into menufacturing.

" The recent concern about AIDS and {ts possible transniszicn by en infective
sgent should encourage a rapid review and spproval of the subnission. Even
without hard data, it s certainly logical that a heated product, with no
sacrifice of clinfcal efffcacy, should be potentially safer than one not

. ‘heated. Such a product should be made available to those vhose 11fe depends
. on it in as rapid a time frame as possible even without the final unequivocal
demonstration of fts freedox from hepa:itia and/or AIDS.
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