@ ZIMMER BIOMET

March 03", 2017

To:

Subject:

Risk Managers, Surgeons and Distributors

URGENT MEDICAL DEVICE FSCA / RECALL

Affected Product: ROSA Brain 3.0.0, ROSA Spine 1.0.2, ROSA One 3.1.0

ltem Number Serial Number UDI Number
ROSA Brain 3.0.0 BR15003 N/A
ROSA Brain 3.0.0 BR15002 N/A
ROSA Brain 3.0.0 BR16027 N/A
ROSA Brain 3.0.0 BR16019 N/A
ROSA Brain 3.0.0 BR16020 N/A
ROSA Brain 3.0.0 BR16026 N/A
ROSA One 3.1.0 BS16001 N/A
ROSA Spine 1.0.2 SP16008 N/A
ROSA Brain 3.0.0 BR16005 N/A
ROSA Brain 3.0.0 BR16004 N/A
ROSA Brain 3.0.0 BR16006 N/A
ROSA Brain 3.0.0 BR16012 N/A
ROSA Brain 3.0.0 BR16011 N/A
ROSA Brain 3.0.0 BR16009 N/A
ROSA Brain 3.0.0 BR16010 N/A
ROSA Brain 3.0.0 BR16014 N/A
ROSA Brain 3.0.0 BR16013 N/A
ROSA Brain 3.0.0 BR16015 N/A
ROSA Brain 3.0.0 BR16021 N/A
ROSA Brain 3.0.0 BR16017 N/A
ROSA Brain 3.0.0 BR16018 N/A
ROSA Brain 3.0.0 BR16016 N/A
ROSA Brain 3.0.0 BR16023 N/A
ROSA Brain 3.0.0 BR16025 N/A
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ROSA Brain 3.0.0, ROSA One 3.1.0 Brain application ROSA One 3.1.0 Spine application, ROSA Spine 1.0.2

This notice is to inform you that MEDTECH SA, a member of the Zimmer Biomet Group of companies,
is conducting a voluntary medical device field action for ROSA Brain, ROSA Spine, and ROSA One
devices with the above listed serial numbers.

MEDTECH would like to inform you of a potential issue which has been identified for certain ROSA
Brain, ROSA Spine and ROSA One devices following internal investigation, and the actions which have
to be undertaken by users to correct the situation during surgery as well as the measures which will be
undertaken by MEDTECH to address this issue on the long term.

Description of the issue:
Investigation revealed that a robot arm file parameter linked to arm calibration has been modified by
the robot arm supplier without notification to MEDTECH.

As a result, once the robot arm is on trajectory, an error leading to a device reboot may decrease the
device’s applicative accuracy to a level above the applicable specification. Such error may occur
after a shutdown of the device, (voluntary or due to an error), without a return of the robot arm
position to a “Parking” position.

In the unlikely event that the inaccurate tool positioning of the instruments by the ROSA devices is not
detected by the user, it could ultimately lead to ineffective treatment, serious injury or death of the
patient.
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To date MEDTECH did not record, in normal conditions of use, any complaint reports which could be
linked to the above issue.

Our records indicate you may have received one or more of the affected devices which were distributed
between the dates of January 2016 and February 2017.

Required actions by Surgeons:

Pending the implementation of a permanent correction, MEDTECH is recommending the following

actions for all

users of the affected ROSA devices:

1- After a shutdown of the device, (voluntary or due to an error), without a return of the robot arm
in “Parking” position, ROSA device must be switched off with the 1/0 switch button on the device
rear panel.

2- Restart the device after 10 seconds, and after full extinction of emergency button light. If the
“‘Reset” button at the device rear panel is red, restart the ROSA PC by pushing the “Reset”

button.

3- If robot arm position is NOT « Home », load patient folder and main software interface will
appear on the screen.

a.
b.
C.

d.

Go to the “Guidance” menu, select trajectories and follow instructions.

Click on “Start” button.

Start recovery procedure and follow all instructions displayed on the screen until robot
arm position is “Home”.

Close the patient folder

Click on “Exit” and follow all instructions displayed on the screen until robot arm position
is “parking”.

Switch the device off again with the 1/0O switch button. Restart the device after 10 seconds
and after the full extinction of the emergency button light. If the “Reset” button at the
device rear panel is red, restart the ROSA PC by pushing the “Reset” button.

To continue surgery, load patient folder and follow software instructions.

4- If robot arm position is « Home », load patient folder and main software interface will appear

on the

coow
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screen.
Go to the “Guidance” menu, select trajectories and follow instructions.

Click on “Start” button.

Close the patient folder.

Click on “Exit” and follow all instructions displayed on the screen until robot position is
“parking”.

Switch off the device with the I/O switch button. Restart the device after 10 seconds and
after full extinction of emergency button light. If the “Reset” button at the device rear panel
is red, restart the ROSA PC by pushing this button.

To continue surgery, load patient folder and follow software instructions.
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Reset button

Rear panel of ROSA products

MEDTECH corrective actions:

MEDTECH engineers will be deployed on site to restore initial parameters of affected devices within 2
to 3 months after receipt of this notice. You will be contacted by MEDTECH to schedule the date and
time of this activity.

Transmission of this Field Safety Notice:

Please advise the appropriate personnel working in your department with the ROSA device system of
the content of this letter.

Surgeon & Risk Manager Responsibilities:

1. Review this notification for awareness of the contents.
2. There are no specific patient monitoring instructions related to this Field Safety Corrective Action
that are recommended beyond your existing follow up schedule.
3. Complete Attachment 1 — Certificate of Acknowledgement.
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a. Return a digital copy to elise.lagacherie@zimmerbiomet.com
b. Retain a copy of the Acknowledgement Form with your recall records in the event of a
compliance audit of your documentation.
4. If after reviewing the notice you have further questions or concerns please call the customer call

center at +33(0)467107740 between 9:00 am and 6:00pm EST. Calls received outside of the
call center operating hours will receive a prompt to record a voicemail or be transferred to an on-
call representative in the case of an emergency. Alternatively, your questions may be sent by
emalil to elise.lagacherie@zimmerbiomet.com.

Other Information

This voluntary medical device FSCA / Recall was reported to the U.S. Food and Drug Administration,
and will be reported to other Competent Authorities, Notified Bodies, and Regulatory Authorities as
required.

= MedWatch Reporting: Adverse reactions or quality problems experienced with the use of this
product may be reported to the FDA’'s MedWatch Adverse Event Reporting program either
online, by mail, or by fax.

= Online: www.fda.gov/medwatch/report.htm

» Mail: Use postage paid, pre-addressed form FDA 3500, available at:
www.fda.gov/MedWatch/getforms.htm

» Fax: 1-800-FDA-0178

= For EU Medical Devices Directive you may use the Report Form Field Safety Corrective Action
Medical Devices Vigilance System (MEDDEV 2.1), online from French Competent authority:
Agence nationale de sécurité du médicament et des produits de santé (ANSM):

» http://ansm.sante.fr/var/ansm_site/storage/original/application/67627114609547d5ef2299b53b

1d12c0.pdf

Under 21 CFR 803 and EU Medical Devices Regulations manufacturers are also required to report any
serious injuries where a product has contributed or may have contributed to the event. Please keep
Zimmer Biomet informed of any adverse events associated with this product or any other Zimmer
Biomet product by emailing elise.lagacherie@zimmerbiomet.com.

The undersigned confirms that this notice has been delivered to the appropriate Regulatory Agencies.

We would like to thank you for your co-operation in advance and regret any inconvenience caused by
this field action.

Sincerely,

Elise LAGACHERIE QA&RA Manager
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ATTACHMENT 1
Certificate of Acknowledgement

By signing below, | acknowledge that the required actions have been taken in accordance
with the FSCA/ Recall Notice.

[ ] Hospital Facility [ ]Surgeon  (Please check one as applicable)
Printed Name: Signature:
Title: Telephone: () - Date: / /

Facility Name:

Facility Address:

City: State: ZIP:

Note: This form must be returned to MEDTECH before this action can be considered closed
for your account. It is important that you complete this form and email a copy to:
elise.lagacherie@zimmerbiomet.com and corporatequality.postmarket@zimmerbiometcom.
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