
Baxter Hea/Ihcare Corporation
Route 120 & Wdsoo Road
Round Lake. IIIirK)is 60073-0490

847.546.6311

September 28, 2005

Re: Proper Routing of Blood Tubing Set for MERIDIAN Instruments to Prevent Potential
Kinking (Product Codes: 5M5576 and 5M5576R)

Dear Hemodialysis Administrator:

Baxter has received reports of hemolysis related to kinks in blood tubing sets used on the
MERIDIAN instrument, which has contributed to a death and a serious injury. It has been
determined that there is an increased risk for kinks to occur at the double-tubing clips mounted on
the front of the MERIDIAN instrument. The risk increases when a single tubing line is routed
through -both retainers on either clip (please see 'Incorrect' view in picture below). Baxter
Healthcare Corporation is providing you with the following information to ensure the safe and
effective use of recommended blood tubing sets:

. When setting up a recommended blood tubing set for the MERIDIAN Instrument, ensure
that the arterial tubing between the blood pump and dialyzer and between the blood
pump and the patient is routed through only one of the two retainers in the double-
tubing clip (see 'Correct' views in picture below).

Looping the arterial blood tubing set through both retainers of the double-tubing clip
increases the risk of the blood tubing set kinking (see 'Incorrect' view in picture above),
which could cause hemolysis. The clinical implication of returning hemolyzed blood to a
patient is variable but ranges from no adverse effect, to symptoms including back pain,
abdominal pain and shortness of breath, and ultimately, in the worst case, could lead to
death.

.

Baxter and MERIDIAN are registered trademarks of Baxter Intemational, Inc.



Signature



Letter Response

Proper Routing of Blood Tubing Set for MERIDIAN Instruments
to Prevent Potential Kinking (Product Codes: 5M5576 and
5M5576R)

Customer Reply Form
(Urgent Device Correction letter dated September 28, 2005)

Facility Name and
Address:

-

Reply Confirmation
Completed By:

(Please p_rint name)
Title

(Please print)
Telephone Number
(including
Area Code):

We understand the contents of the letter, perfom1ed the actions as outlined in the
letter as needed, and have disseminated this infom1ation to our staff and to other
services or facilities, as applicable.

Signature/Date:
REQUIRED FIELD
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