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Field Safety Notice

Cell Saver® Elite® disposable processing kits refs:
CSE-P-70, 0291E-00 & 0291A-00

August 71", 2017
Dear Distributor:

Haemonetics Corporation is voluntarily initiating a Field Safety Corrective Action (FSCA) and is issuing
this Field Safety Notice (FSN) on Cell Saver® Elite® disposable processing kits refs: CSE-P-70,
0291E-00 & 0291A-00 due to a potential leak.

Reason for the FSN:
Trending analysis of complaints has identified a potential leak risk in finished products that utilize the
70ml bowl. A bowl leak is a known risk in using this Medical Device centrifugal technology. However,
it was identified that due to the product failing to meet specifications, leakage can occur more often
than usually expected.

Risk to Health:

A bowl leak is a known risk that does not present any additional health risks over and above those
already present in existing usage of this Medical Device centrifugal technology. However there is a
higher likelihood of occurrence. The existing known and mitigated risks are:

(1) A leak may lead to operator blood exposure
(2) A leak may lead to a delay or prevention of a patient receiving autologous blood

In both instances risk and appropriate mitigation measures are recognised and implemented. For
instance through the use of Personnel Protective Equipment (PPE) and the availability of allogenic
blood.

Action to be taken by Distributor:
Our records indicate that you have distributed one or more of the devices affected by this notice. We

therefore ask you to perform the following activities:

1. Inform all your impacted customers.

2. If required by your local regulations, inform the appropriate authorities.

3. Complete the attached acknowledgement form in its entirety whether or Not you have
distributed affected product. Once complete, return the form to Haemonetics following the
instructions on the form. Your response is vital to our monitoring of the effectiveness of this
action.

We request the customer follows the following steps:
¢ Discontinue the use of the product shown below and return any unused product to
Haemonetics, or ensure they are destroyed,
o Complete the attached acknowledgement form (regardless of whether you have any products
left) and,
e Return the form within 14 days to Haemonetics following the instructions on the form.

Please contact your local customer service representative should you need to coordinate the return.
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Product and Distribution Information:

This action applies to all lots of the following product:

Product ID Description
CSE-P-70 CS Elite Processing Kit 70ml
0291E-00 Cell Saver 5/5+ Bowl Set — 70ml
0291A-00 Cell Saver 5/5+ Bowl Set — 70ml|

Thank you for your business and continued support. We apologize for any disruption this situation
may cause you. This action is being performed by Haemonetics with the full knowledge of the
regulatory authorities.

If you have any questions about this action please do not hesitate to contact me or send a message
to thomas.lai@haemonetics.com

lan Purdy, PhD
Senior Vice President, Global Quality Assurance &
Regulatory Affairs

cc.: Chairman Medical Board and Relevant Head of Departments
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Urgent Field Safety Notice

ACKNOWLEDGEMENT FORM

Cell Saver® Elite® disposable processing kits refs:
CSE-P-70, 0291E-00 & 0291A-00

Please complete this form in its entirety and return to Haemonetics within 14 days

O 1 have informed all affected customers of this Safety Alert.

O | have informed the competent authorities of this Safety Alert if required by national

regulations.
Affected Product
Product ID Description Lot number Quantity
CSE-P-70 Cell saver Elite
Processing Set — 70ml

0291E-00 Cell Saver 5/5+ Bowl Set

—70ml
0291A-00 Cell Saver 5/5+ Bowl Set

—70ml

Name of person completing this form:

Title:

Phone Number: Email:

Institution Name:

Institution Address:

City: Country: State:

SIGNATURE DATE

PLEASE RETURN BY SCAN AND E-MAIL TO
THOMAS.LAIQHAEMONETICS.COM
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