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Field Safety Notice

Incorrect Assembly on OrthoPat reservoirs
July 9t 2018

Attention: Risk Management Director and Material Management - Please forward this
communication to all potential users of the product.

Dear Customer:

Haemonetics S.A. is voluntarily initiating a Field Safety Corrective Action (FSCA) and is issuing
this Field Safety Notice (FSN) on OrthoPat reservoirs that have an assembly error.

Reason for the FSN:
Haemonetics has received a customer report that some reservoirs are missing the cannula inside
the reservoirs. The absence of this cannula prevents the blood to be taken from the reservoirs.

Risk to Health:
The inability to empty the reservoir means that the collected blood cannot be processed. This
would then cause a delay in delivering processed autologous blood back to the patient.

Action to be Taken by Customer:

As this is a visible defect, we ask our customers to check their stock of the product lots listed in
the “Product and Distribution Information” section and isolate all units that do not have the cannula.
Please see the pictures on the next page for easy identification. This inspection can easily be
done through the primary packaging. Please document your inspection results in the attached
acknowledgement sheet. We will obviously replace any defective units.

If you do not wish to perform this inspection of your stock, we can take the remaining units of these
lots back and replace them with non-affected units.

We ask that ALL CUSTOMERS complete the attached customer acknowledgement form in its
entirety whether or not you still have affected product at your site. 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 FSCA.

You can contact your local customer service representative at:

Country Phone Fax Email

Austria 0800 29 27 77 0800 29 28 20 info.at@haemonetics.com

Czech Republic | 800 143 243 800 143 250 info.cz@haemonetics.com
Haemonetics S.A. Customer Support RCL-100260-1E
Signy Centre Tel: 0800.898.898

P.O. Box 262 Fax: 0800.898.892

1274 Signy-Centre, Suisse Info.ch@haemonetics.com
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France 0800 90 11 58 0800 91 48 76 info.fr@haemonetics.com

Italy 800 870 200 800 870 375 info.it@haemonetics.com
Germany 0800 180 88 90 0800 182 80 64 info.de@haemonetics.com
Netherlands 0800 0222 707 0800 0223 066 info.nl@haemonetics.com
Spain

Portugal +41 22 363 9050 +41 22 363 9055 distribution@haemonetics.com
Norway

Switzerland 0800 89 88 98 0800 89 88 92 info.ch@haemonetics.com

Correct Assembly (with cannula)

Incorrect Assembly (missing cannula)

Front view

Front view
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Product and Distribution Information:
The products lots impacted by this FSN are the following:

Product ID Description Lot #
1150H-00 ORTHOPAT INTEGRATED SET 1017049
1150H-00 ORTHOPAT INTEGRATED SET 1017050
1150H-00 ORTHOPAT INTEGRATED SET 1017072

OPT-R-1000 OPAT QUICK CONNECT RESERVOIR 1117066

Thank you for your business and continued support. We sincerely apologize for any disruption
this situation may cause your organization. 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 QSELA@haemonetics.com.

Sincerely,

Haemonetics S.A. Customer Support RCL-100260-IE
Signy Centre Tel: 0800.898.898
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Field Safety Notice
ACKNOWLEDGEMENT FORM

Please complete this form in its entirety and return to Haemonetics by July 31st, 2018.

00 We do not have any of the following products on hand any longer

O I acknowledge receipt of this Field Safety Notice, understand the instructions provided and
have inspected the remaining units in our stock with the following results:

[0 We have the following quantity of the affected lots in inventory and request replacement

Name of person completing this form:
Title:

Phone Number: Email:
Institution Name:

Institution Address:

City: Country:

SIGNATURE DATE

PLEASE RETURN BY FAX TO +41 22 363 9058
OR SCAN AND E-MAIL TO QSELA@HAEMONETICS.COM
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