International Implant card - Patient information

The implant card contains the information about the implants from SCYON used in a patient
for the Total Hip Replacement (THR) procedure. The implant card is a credit card sized carton
card that has a 2" half folded behind the front. In total there are four sections.
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Unfold the back portion to view the full card.
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Section 1

Generalinformation about the patient and implantation procedure. Positions 1, 2, and 3 will
be completed by the healthcare provider. The 4" item is the web address where information
about the manufacturer of the implants. Select the menu item “patient” to be directed to
information targeted for patients of the THR procedure.
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Itemon | Information How completed

card

1 Identity of the patient Handwritten by healthcare provider

2 Date of the implantation Handwritten by healthcare provider

3 Name and address of the implanting Handwritten by healthcare provider
healthcare provider

4 Information website Pre-printed on card

In Sections 2, 3, and 4 of the implant card, the patient labels provided with the implants are
affixed to the card in the locations marked. The patient information card includes space for
each of the three components required for the THR procedure from Scyon Orthopaedics—the
femoral stem, femoral head, and acetabular cup. Therefore, one implant card covers all
implants used.



Section 2

Information about the femoral component.
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Section 2, Blank Section 2, patient label affixed

Item on information How completed

card

5 Device type in multiple languages Pre-printed on card

6 Medical Device name Pre-printed on label
delivered with the implant

7 Unique Device Identifier (UDI) in human Pre-printed on label

readable form delivered with the implant

8 UDI code in AIDC format Pre-printed on label
delivered with the implant

9 Lot number Pre-printed on label
delivered with the implant

10 Name and address of the manufacturer of the | Pre-printed on card

implanted medical device.




Section 3

Information about the femoral head component.
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Section 3, Blank

ATTACH TO PATIENT RECORD

0 umm [srerie[R]

Scyon Orthopaedics AG 8005 Zurich, Switzerland

(8) Coo T NMAITIN LAV

@ mTHR Head size 28 M m 103-2810
@ [or]  yyxxxx

e UDI-DI (01)07640118110445%

Section 3, patient label affixed

Item on information How completed

card

5 Device type in multiple languages Pre-printed on card

6 Medical Device name Pre-printed on label
delivered with the implant

7 Unique Device Identifier (UDI) in human Pre-printed on label

readable form delivered with the implant

8 UDI code in AIDC format Pre-printed on label
delivered with the implant

9 Lot number Pre-printed on label

delivered with the implant




Section4
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Information about the acetabular component.
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Section 4, Blank

Section 4, patient label affixed

Item on information How completed

card

5 Device type in multiple languages Pre-printed on card

6 Medical Device name Pre-printed on label
delivered with the implant

7 Unique Device Identifier (UDI) in human Pre-printed on label

readable form delivered with the implant

8 UDI code in AIDC format Pre-printed on label
delivered with the implant

9 Lot number Pre-printed on label
delivered with the implant

10 Name and address of the manufacturer of the | Pre-printed on card

implanted medical device.




Appendix 1 - Symbol definitions

Symbol Meaning

[ . .
w f? Patient name or patient ID

@ Information website for patients
[_m= \

Unique device identifier
UDI

Name and address of the
implanting healthcare

o+
3|
Date of implantation

Implant Card and Patient Information Symbols



