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FIELD CORRECTIVE ACTION
JEN FCA 2024-002, VisuMax

VisuMax CIRCLE treatment option not approved in Japan
Dear Valued Customer,

You are using the ZEISS VisuMax, and we thank you for your loyalty to our products. High quality and
innovation are our main goals, and reliability and customer satisfaction are our priorities.

With this letter we would like to inform you about a Field Corrective Action (FCA) for VisuMax devices
in Japan, for which the CIRCLE treatment option has been activated.

The aim of this FCA is to disable the CIRCLE treatment option on the affected VisuMax devices due to a
lack of approval by the Japanese Authority, the Ministry of Health, Labour and Welfare. Please note, that
this is a voluntary action conducted in close coordination with the Japanese Authority.

Problem description:

During registration procedures, Carl Zeiss Meditec AG has discovered that CIRCLE, a treatment method
associated with VisuMax, is being utilized in Japan without the approval of the Japanese Authority.
Hazard involved:

There are no potential hazards or risks related to the missing approval of the VisuMax CIRCLE treatment
option. Since 2014, the CIRCLE treatment option has been commercially available worldwide in nearly
all markets where VisuMax and SMILE are available.

Affected products: 9 VisuMax devices in Japan are affected.

Actions to be taken:

Please do not use the CIRCLE treatment option on your VisuMax device, as this procedure is not approved
by the Japanese authority.

The ZEISS representative (the responsible Field Service Engineer (FSE) or the responsible Clinical
Application Specialist (CAS)) will contact you to schedule a customer visit with the purpose to disable the
CIRCLE treatment option.

The approval of the VisuMax CIRCLE option by the Japanese Authority is being sought and as soon as it
is received, the CIRCLE treatment option, exclusively the remaining licenses, will be reactivated on the
affected devices.

We sincerely apologize for any inconvenience this situation might cause, and we will do our best to
address your needs and concerns. If you have any questions, please get in touch with ZEISS Local

Division.
Sincerely,

Carl Zeiss Meditec AG

ZEISS classification: Restricted
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