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Reminder to Prime Blood Warmers

Devices Affected: All Spectra Optia Apheresis Systems
Dear Valued Customer:

This letter has two purposes:

1) To remind Spectra Optia system users of this potential safety hazard: If a blood warmer is
attached to a Spectra Optia tubing set and the blood warmer is not primed before use, air could
be delivered to a patient.

2) To reinforce the actions required to mitigate this risk.

Many Spectra Optia procedures include the option to use a blood warmer. The Spectra Optia operator’s
manual instructs operators how to connect and prime a blood warmer when one is used. The operator’s
manual also includes warnings about the risk of delivering air to a patient if a blood warmer is not primed.
These warnings appear throughout the manual: 1) in the “General procedural warnings” section in the
Preface of the operator’'s manual, and 2) in the instructions for priming the lines before connecting the
patient for each procedure for which a blood warmer is an option.

If an operator did not observe this warning and/or did not follow the instructions in the operator’s manual,
this safety hazard could occur.

REASON FOR THE SAFETY ALERT

Terumo BCT has not received any customer reports of air being returned to patients due to an unprimed
blood warmer. A blood warmer that is connected between the Spectra Optia tubing set return line and the
patient and that is not primed could cause a risk.

A blood warmer can be attached to the tubing set either at the beginning of a procedure or during a
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Scenario 1: The operator attaches a blood warmer to the return line at the beginning of the
procedure.

In this scenario, the operator sees the screen shown in Figure 1. The text and graphics instruct
the operator to connect the blood warmer. The text that instructs the operator to prime the blood
warmer is circled for illustration purposes in Figure 1.
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Figure 1: Screen instructs the operator to prime the blood warmer tubing

Scenario 2: The operator connects a blood warmer to the return line in the latter stages of
system prime but before the patient is connected OR the operator connects a blood
warmer to the return line mid-procedure.

In this scenario, the text that instructs the operator to connect the blood warmer and to prime the
blood warmer tubing does not appear, as shown in Figure 2.

1. Prime inlet and return 2. Clamp inlet and return 3. Close inlet and
lines. lines. return saline
lines.
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Figure 2: Screen does not instruct the operator to prime the blood warmer tubing
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If an operator connects a blood warmer mid-run but fails to prime the blood warmer tubing set and
continues to connect the patient and resumes the procedure, any air in the blood warmer tubing set will
be returned to the patient.

RISK TO THE PATIENT

If the operator fails to prime the blood warmer tubing set before connecting the patient and beginning or
resuming the procedure, air will be returned to the patient. The volume of air that could be infused
depends upon the size and type of blood warmer. This notice advises Spectra Optia operators to follow
good clinical practice:
= After connecting a blood warmer to the Spectra Optia tubing set, prime the blood warmer before
connecting a line to the patient and beginning or resuming a procedure.
=  Visually inspect the blood warmer to ensure proper priming of any set before you begin or resume
any procedure to minimize the risk of air being infused to the patient.

ACTIONS BEING TAKEN BY TERUMO BCT

Terumo BCT is taking action by notifying you that a system reminder to prime a blood warmer may not
always be provided in screen instructions.

In addition to this letter, operator instructions have been enhanced, and a copy of these enhanced
instructions are included in Attachment 1 with this notice. Please review the attachment and keep a copy
with each Spectra Optia operator’'s manual at your facility.

Again, there have been no reports of air having been delivered to a patient because a blood warmer was
not properly primed.

ACTIONS REQUIRED BY HEALTHCARE PROVIDERS AND DISTRIBUTORS
1. Distribute this notification to all Spectra Optia system users within your organization.

2. Continue to use your Spectra Optia system(s) in accordance with the operator's manual and the
operator training materials.

3. See Attachment 1, Figures 1 and 2. When you configure the use of a blood warmer for the tubing
set return line, the instructions to connect the blood warmer are displayed on the screen before
you connect the patient. You must prime the blood warmer tubing set before you connect
the patient.

4. See Attachment 1, Figures 3 and 4. In Chapter 6, the “Selecting Procedure Options” section of
the operator’s manual, follow the updated instructions to indicate the use of a blood warmer
during the procedure. You must prime the blood warmer tubing set before you connect the
patient.

Terumo BCT is dedicated to providing you with the highest quality support and communicating
information regarding our products. If you have any questions, please contact your Terumo BCT
representative or your regional Customer Support Center:

Sincerely,

Charles Montgomery
Vice President, Global Quality
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ATTACHMENT 1

Keep a copy of this attachment with each Spectra Optia operator’s manual at your facility.

The following information appears in the Spectra Optia system operator’'s manual, Chapter 4, section
“Configuring the Use of a Blood Warmer.”

Tah Parameter Description Setting Options
Blood Return line Indication that a blood warmer will be connected to the | * Yes
Warmer return line. * No

Instructions to connect the blood warmer tubing set are | Default: No
displayed on the screen before you connect the patient.

Figure 1: Current Spectra Optia system operator’'s manual instructions

Tab Parameter Description Setting Options
Blood Return line Indication that a blood warmer will be connected to the | » Yes
Warmer return line. * No
You must prime the blood warmer tubing set before Default: No
you connect the patient.

Figure 2: Updated instructions

The following information appears in the Spectra Optia system operator’s manual, Chapter 6.

Indicating the Use of a Blood Warmer

Follow the instructions below to indicate the use of a blood warmer during the procedure. To connect and prime
the blood warmer tubing, follow the instructions on the screen. If you are using a blood warmer on the replace
line, refer to “Exch;mge Procedures: Using a Blood Warmer on the Replnce Line” on page (page number varies).

Figure 3: Current Spectra Optia operator’s manual instructions

Indicating the Use of a Blood Warmer

Follow the instructions below to indicate the use of a blood warmer during the procedure. You must prime the
blood warmer tubing set before you connect the patient. If you are using a blood warmer on the replace line, refer
to “Exchange Procedures: Using a Blood Warmer on the Replace Line” on page (page number varies).

Figure 4: Updated instructions
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