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HAV Transmissions by Factor VIll Concentrates
(solely S/D-treated)

Vox Sang 67(81) 39-46
(1994)

ireland

Lancet 340:1466 (1992)

Belgium

Lancet 341:179 (1993)

Hepatology 22:1363-
1367 (1995)

MMWR 45:29-32 (1996)

not published

S/D: solvent/detergent method (TNBP/Tween 80 or Triton X-100) Horowitz et al. , Transfusion 25:516-522 (1985)

— animal studies (were not successful)
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Impact of NAT Tests on Virus Safety: HBV and HAV
Investigation on Production Pools*

between the manufacturer |
. Chudy PEI ¢




Impact of NAT Tests on Virus Safety: HAV

creening “HAvf;RT/PCR-negat,ve“
_RT/PCR (retrospective studies) |

s |HAV PCR-pos| Factor |HAV PCR-pos| |
7 /11

Lot 1 6 /17

0/8

o IA about 6 x 10° geg/ml
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Anti-HAV-Negative Patients Treated with
the Incriminated Factor Vill Lot

JaNo3 |

JAN17

| JAN13

| mid DEC(96)

§li’t:ls;ﬁ;jnfusi0n) SV
17}000 o [ DEC 06 none

2000  JAN06(97) none

18,000  DEC20 none
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Animal Study Performance

the i.v. inj ctloh WIthout adjuvants
were observed up to 132 days p.i.

'Week/y) Liver transammases ALT & GGT:

antiHAV EIA (IgG+gM); IgM antiHAV EIA:
HAV RNA (RT/PCR). ‘
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Indicators of HAV Infection in
Saguinus fuscicollis (1)

1.24

1.33

1.45

nd

neg

neg

nd

Ind: not done.
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Indicators of HAYV Infection in

Saguinus fuscicollis (ll)

0.94

neg

nd

-30 nd

14 nd nd neg neg

24 nd nd nd neg

25 nd nd nd neg

27 nd nd nd neg neg
28 neg neg neg

31 nd nd nd

35 nd nd neg

38 nd nd nd

42 neg neg neg neg nd
56 1.44 0.50 neg neg nd nd nd
63 1.29 0.74 nd nd neg nd nd
70 1.12 neg neg nd nd nd

Ind: not done.
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Genetic Relationship between
HAYV Strains of Genotvne |

B R AV Wikl @l I Wil Wiwil

VP1/2A region (nt 2979-3264)
PHYLIP (dnadist: Kimura/ Plasmapool
neighbor: UPGMA) FaktorVill

| Patient1
Patient2
Patient3
Patient4
PatientZ
Tamarins #2/#3|
LA
HAS—15
GBMFrhK

PCR—Kontr.
HM175att
MBB
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single donation/ .
proteolysis +

3 Tal
HBV (DNA)| < 10° geg/ml 100 geg/ml _ maxi-pool + chaotropic reag.
virus concentration?

. chaotropic
HCV (RNA)| 107 geq/mi 100 geq/ml 100 (96) reagent
5 mml-;)_ool (1|00)I chaotropic
1,000 geg/ml maxi-pool + reagent

virus concentration
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Summary
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