IMPORTANT
PRODUCT
Baxter INFORMATION

February 8, 2006

Re: Auto Syringe AS40 and AS40A Infusion Pumps
Product Codes 1M8560, 1M8560R, 1M8565 and 1M8565R

Dear Director of Nursing:

Baxter Healthcare Corporation is sending this communication to inform you that when the
Auto Syringe AS40 and AS40A Infusion Pumps are used at low flow rates with large volume
syringes, a delay may occur in the detection of a downstream occlusion. There have been no
reports of incidents or adverse events associated with this issue. This issue was
communicated to AS50 customers in a letter dated May 5, 2005

While the AS40 and AS40A pumps have not been manufactured since 1997, and Baxter
discontinued supporting this product in 2003, it has come to our attention that there may still
be AS40s in use, which is why Baxter is making you aware of this important safety concern.

The AS40 and AS40A pumps detect downstream occlusions in the line by determining the
pressure in the syringe and connected fubing set by measuring the force applied to the
syringe plunger. The system pressure is then calculated using the nominal cross-sectional
area of the selected syringe. The pumps have three pressure settings for the downstream
occlusion detection sensitivity. When the pressure within the syringe and connected tubing
reaches the threshold defined by the selected setting, the pump will generate a downstream
occlusion alarm.

Numerous external factors affect how rapidly pressure is generated in the event of a
downstream occlusion, and as a result, the time required to activate the occlusion alarm may
vary. For example, several journal articles have been published documenting the significant
increase in time required to trigger an occlusion alarm when syringe pumps are used with

larger volume syringes at low flow rates. : 2 The time tfo trigger an occlusion alarm may also
be adversely affected by the tubing set length and the compliance of the tubing set.®* Under
certain conditions, several hours may be required for the pressure to reach the alarm
threshold necessary to trigger the occlusion alarm.
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To minimize the occlusion detection times at low flow rates, Baxter recommends
customers take the following actions:

» Use the smallest possible syringe size for the volume of fluid to be delivered.

= Select the low occlusion pressure setting to minimize the detection time.

= Utilize infusion sets with thick-walled, small bore tubing to minimize the
detection time.

It is important to always verify that the clamping device or stopcock is open in the fluid
path prior to starting an infusion.

If you have distributed AS40 or AS40A Syringe Pumps to other facilities, or if you are a
dealer, wholesaler or distributor/reseller of any of the affected products, please forward this
communication as appropriate.

Please complete the attached reply form confirming your receipt of this letter and fax it to
Baxter at the number provided on the form. Returning the form promptly will prevent you
from receiving a repeat notice. If you distribute this product to other services or facilities,
please forward this information as appropriate.

We apologize for any inconvenience this will cause you and your staff. If you have questions
regarding this communication, please call The Center for One Baxter at 1-800-422-9837.

The Food and Drug Administration has been notified of this action.

Sincerely,

Al

Robert Smith

Sr. Director, Quality
Medication Delivery

Baxter Healthcare Corporation
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