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European discussions {nvelving Messrs, 6antz, Saith, Chaltiel, and
Patterson took place at the Monta Carlo and Geneva meetings on the
subject of our RiD efforts to reduce the risk of hepatitis transmission
At Hyland's Decamber Division Board Mesting (which included

" {n AHF.

Lo 131 )

all four of these corporstes officars), great concarn wassexpressed:
that the objectives and priorities of the overail program were not
well understocd and that effort was not being focused on the primary
objective. Specific concarns expressed were that:

The primary cbjsctive of registéring as soon 8s passible
{n Germany dextrose-free AHF treatad by the present heat
cycle was not being trsatzd as the primary objective.

1.

2.

The goal of the current project work was misconstrued to
be elimination of the risk of hepatitis transmission

rather than reduction of the risk.

Cormitment on the part of key personnel to the project
was wavering because of a feeling that the present
product would “fail” in chimpanzee studies,

Any hepatitis {in one or both chimpanzees recaiving treated
product would constitute "failure®, In fact {f only the
chimp receiving 30,000 CHIDs ccmes down with hepatitis, we
would be succassful in hepatitis risk reduction. If the
2nd chimp comes cown with hepatitis, we woulg be successful
in hepatitis risk reduction {f he came down at a Tater aate
than the chimp receiving the untreatad product.

Thers was advocacy for an extsnded clinical evaluation to
study hepatitis risk reduction/elimination in scores (or

more,

humans.

As I indicated at the Project Review Meeting

Yo Glendale. on November 12, the only hepatitis risk reduc-
tion human clinfca] evaluation that I would entertain is a-
vary limited cne similar to the 12 patient (7 of whom .
received 8 or fewer injections) study conducied by

Behringwerke.

We also agree with Dr, Dolkart's positfon that suca @ study,
{f deemed appropriate, would necessarfly await results of

the chimp study, We agreed that "post marketing surveillance®
would certainly be appropriate. Whatsver work we finally
agree ts do in this area must not be allowed to slcw down
proaress {n achfeving our orimarv goal of German Keaistra:ion
without a claim.
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6. Hyland did not have adequate backup RID effort going for a
second generation hepatitis risk reduced product in the event

. : that our success in the current project was not sufficient
A to satisfy completely the market need. As 8111 Thomas
) reportad at the November 12, 1581 meeting, Hyland {s pursuing

three altarnatives on a feasibility basis.

The objective of this memo is to clarify the objectives and priorities of
the averall program and to ensure that the combined European/U.S. team is
committad to an execution plan cansistent with these cbjectives and
priorities, At our next praject review meeting 1 would 1ike to further
discuss this subject. . i

In the {nterim I would like to break the overall hepatitis risk reduction
program {into four projecis:

1. Treatad AHF-German registration without hepatitis claim, current
A heat cycle, 2s soon as possible,

2.  Treated AHF-provide evidence that product in =1® above reduces
the risk of hepatitis transaissfon toward the objectives of
obtaining a label claim similar to that of Behring or, {f not
possible, supporting the marketing effort with a *data base”
meaningful to the clinical comunity. :

i : : 3. Treated AHF-Registration of product in *1* above in U.S. and
apan.

4. Tmted“AHF-Fe;sibjU:y work on secand generztion hépat*lt{s
risk reduction product.

We must work together as one tezam to {nsure that the separate projects
defined in "2°, "3°, and *4" above do not {n any way slow down or retard
progress in achfeving succass in the highest priority project of obtzining

German registration for AHF treated by the current heat cycle without
hepatitie claim. :
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