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Baxter Limited

4, Rokubancha, Chiyoda—u,
Tokyo 102-8468 Japan
Phone:03-5213-5100
Fax:03-5213-5101

Baxter

Ministry of Health, Labour aﬁd Welfare April 21, 2005
Blood and Blood Products Divigion

Re: Circumstance of Amicus Apheresis Kit

At the request of your division, please find our reply about the circumstance of the Amicus kit
as follows:

We have used our best effort to take a number of steps to improve the quality of Amicus
Apheresis Kit for blood cell separator machine. However, we had to recall this product twice
last year, one is related to needle cap hole in June and another recall is related to umbilicus
tube smalil crack in August and created a significant disruption of disposable supply to JRC
and a person concerned. Also current Amicus Apheresis Kit does not meet the guality
requirement in Japan. Looking forward at importance of stable supply of disposable product,
we have determined that we are not in a position to guarantee that we will be ableto prevent
further recall and manage a stable supply of this product which meets the quality
requirement in Japan and create no future disruption to ongoing operation of JRC.

After careful investigation of the continuation of this product under the amended
Pharmaceutical Affair Law with our US head office including the option fo transfer this
business to third party. However, we could not find the qualified third party to transfer this
product for the purpose of managing a stable supply without any potential for recall or future
disruption,

As described above, we had to make a business decision to discontinue this product. However,
in order for JRC to have a smooth transition, we will continue to supply this product for a
period of one year from April to allow foi- smooth transition to other products and to assure
the stable supply of blood products. We started the negotiation with JRC late last year and
we had meetings with JRC in January and February and explain our business deciston to
JRC. After these meeting, we had two working team meetings in March and discussed the
detailed plan for one year as a transition period. And we are still discussing the same.
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Very truly yours,

Baxter Limi

Franecisco al

President, Representative Director
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