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RECENT ASPECTS OF HEPATITIG SAFETY

WITH RESPECT TO KRYORULIN VAPOUR HEATED

In 1690 Mannuced published the rcsulte of retrospective HCV--antlbody

Lesling of the sera Of the patients enrolled 1n the ltalian multi-centre

safety study of 1584 - 1986, (Mannuoci et al Thrombosis and ]

Hacmostasis 64, -232-234 (1990) - copy encloscd)  In this retrospective

anplyeis serum samples from thrac patienls tuken ul the time of entry
.{nto the study were found to be anti-llICV-positive. A historical

{nvestigation by the author disclosed that at least two of Lhem had hat
‘previsus contact with otheor blood produeto. Onu of them hod alsc bocen

positive to hepatitis B markers according to the 1868 publication. (in
1988 Mennucci et al had reporied four cases of hepatitis B virus
infootion in patients included in the multi-centre safely study and the
quthors had suspected a product relalionship despite the srguments . o
against this assumption. See Clinical Expert Reporl puge 9 - Study R2)
Since Mannucci confined his reehecking of Lhe virgin status to the
anti-HCV-positive patfents only, it is not ¢lear to what extent this ...
gyudy ac o whole includes reliable data from first exposwre patients.

Moreover, recently n preéss report appcared indicating an extremely high
hepatitis B prevalence omong Ttalian hospital staff and thus increasing
the probability of horizontul infection In the 4 hepatitis B cases
deacribed in the 1988 publication '

In view of the above IMMUNO can no longer consider the Italjen virus
safety atudy appropriate to document the virus safety of KRYOBULIN VH
(gee enclored Letter to the ditvor, submitted to Thrombosic and
Haemostasia).

Upon termination of the Italian study an internationul safety study, the
International Factor Sefety Study (IF35) was designed to establish the
gafety of Kryobulin VH with respect Lo the trapsmission of hepatitis, in
particular hepatitis D, The IFSS wos carried oul in areas of low
ocndemic hepatitis B prevalence and ls based on a inrger pool of data
both with respect to patients and preduct batches. In an interim
evaluation in May 1990 no cmses of hepatitis B hud occurred in 18
eligible patients treated with FVIII (17 treated with 20 different
batches) or FIX (1),  Moreover, relrospective teating of HCV-antibody
in 26 patients who had received FVIII {22) and FIX (&) rempectively,

_ revealed no caae of HCV-seroconcersion at monthe 6 and/or 12 - 14 months
pest infueaion. :
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