pplementary Table 1:

Countries included i

the CORE-MD PMS tool

Safety notices

Safety notices on

Country Last update date Safety notices (n) selected (n) TK implants (n)
Australia

(SARA) 31/05/2023 7,208 53 29
Czechia 30/03/2023 3,135 15 7
Denmark 30/03/2023 4,652 22 11
France 12/04/2023 1,474 20 8
Germany 30/03/2023 14,544 192 87
Greece 13/04/2023 885 5 3
Ireland 31/03/2023 7,096 63 27
Italy 29/03/2023 8,713 92 51
Portugal 13/04/2023 67 0 0
Spain 12/04/2023 3,593 25 10
Sweden 12/04/2023 679 2 2
The Netherlands 31/03/2023 3,830 35 12
The USA

(Medical Device 01/04/2023 48,762 803 540
Recall Database)

Total amount 104,638 1,327 787




Supplementary Table 2. Detailed information of outlier TKs implants currently used on the market

Brand name and subtype of outlier TK-implant

Outlier reported in registry

Outlier revision

(femoral-tibial component) AOANJRR | NJR SAR SIRIS (latest available revision data)
ACS Revision/100 observed years:
) 2016-2023 - - - 3.03 (CI 2.04-4.32) versus other TKs
| ACSPACS Mobile PC Cancemented) e e 0.53(CLO52054) |
Revision/100 observed years:
ACS (uncemented)/ACS Fixed 20162023 — - - 0.84 (CI10.70-1.00) versus other TKs
______________________________________________________________________________________________________________________________________________________ 053(C1052-053) |
ACS/ACS Fixed 2015 - - - Revision/100 observed years: 2.11
ACS/ACS 2013, 2014 — - - Revision/100 observed years: 2.37
ACS/ACS Mobile 2015 — - - Revision/100 observed years: 2.06
ACS — 2017 — — Prosthesis Time Incident Rate: 1.47
Active Knee Revision/100 observed years:
Active Knee (uncemented)/Active Knee 2016-2023 - - - 0.91 (CI 0.85-0.98) versus other TKs
0.52 (CI 0.52-0.53)
Advance Revision/100 observed years:
Advance/Advance 2013-2023 - - - 0.94 (CI 0.74-1.18) versus other TKs
0.53 (CI1 0.52-0.54)
b,c.e, a,b,c,e,
2014°55, 20152545, bRisk of revision (RR): 1.41 (CT 1.04—
. 2016%°ce 201720
AGC Anatomic - - 201 8a,b,c,e, 2019b,e, - 190)
20000 RR: 1.56 (CI 1.13-2.14)
Apex Knee Revision/100 observed years:
Apex Knee CR (uncemented)/Apex Knee 2018-2023 - - - 0.86 (CI 0.57-1.24) versus other TKs
(uncemented) 0.53 (C10.52-0.54)
Attune Revision/100 observed years:
2023 - - - 2.08 (CI 1.28-3.17) versus other TKs

Attune PS (cemented)/Attune (uncemented)

0.53 (CI 0.52-0.54)




Columbus

Revision/100 observed years:

Columbus/Columbus 2009-2023 - - - 8§§ Eg 82:82;3 versus other TKs
20044, 20124, 201341, ZRR: 1.34 (CI 1.06-1.70)
Duracon B B 201555, 201 6aboc B RR: 1.45 (CI 1.11-1.88)
2017331,,; 20183"”“; °RR: 1.30 (CI 1.00-1.70)
’ °RR: 1.38 (CI 1.03-1.85)
E.Motion 3 3 3 2020 Revised/total included in evaluation =
| EmotionPS ez ]
E—Motion Bicondylar Knee with primary patella - 2020 - - Prosthesis Time Incident Rate: 1.13
Revision/100 observed years:
E.Motion/E.Motion 2012-2023 - - - 0.96 (CI 0.75-1.21) versus other TKs
0.53 (C10.52-0.54)
Endo—Model A .
EndoModel Modular Rotating Hinge - 2019 - - Prosthesis Time Incident Rate: 1.90
Gemini Revision/100 observed years:
Gemini MK TI/ Gemini MK 11 2007-2023 - - - 3 g;l Eg (1)2;:(7);68 versus other TKs
. Hazard ratio (HR) (adjusted for age
Genesis . ST
Genesis II/Mobile Bearing 2004 - - - and sex, versus Genesis II/Genesis II):
______________________________________________________________________________________________________________________________________________________ 257(CLLT43.79) |
Revision/100 observed years:
Genesis (cemented)/Genesis (cemented) 20102023 - - - 1.55 (CI 0.77-2.78) versus other TKs
______________________________________________________________________________________________________________________________________________________ 053(C10.52-0.54) |
Revision/100 observed years:
Genesis II Oxinium PS (cemented)/Genesis II (keel) 2009-2023 - - - 2.26 (CI 1.76-2.86) versus other TKs
______________________________________________________________________________________________________________________________________________________ 053(C1052-0.53)
Revision/100 observed years:
Genesis II Oxinium CR (uncemented)/Genesis 11 2014-2023 - - - 4.59 (CI 3.37-6.10) versus other TKs
______________________________________________________________________________________________________________________________________________________ 053(C10.52-0.54) |
Genesis II/Mobile bearing with Oxinium femoral 2005. 2006 3 3 3 Revision/100 observed years:

27.0 (CI119.71-36.16)




| Genesis 1l Oxinium (uncemented)/Profix Mobile | | 2013 | e Revision/100 observed years: 12.94 |
""""" || |Revision/100 observed years: |
(Cizrr‘lf;ftgé)CR (uncemented)/Profix Mobile 20142023 | - _ _ 1.25 (CI 0.88—1.72) versus other TKs
______________________________________________________________________________________________________________________________________________________ 0.53(C10.52-054) |
) .. : Revision/100 observed years:
(Gi’lrismlsegtgi’)“mum PS (cemented)/Genesis II 20142023 | - - - 339 (CI 1.98-5.43) versus other TKs
Y [ SO AU SN S 053(C1052:054) |
Revision/100 observed years:
Genesis II Oxinium CR (uncemented)/Profix Mobile 2014-2023 - - - 8.96 (CI 6.78-11.61) versus other TKs
______________________________________________________________________________________________________________________________________________________ 0.53(CLO.S2-0.54) |
Genesis II/Fixed bearing with Oxinium femoral 2005. 2006 3 3 3 Revision/100 observed years:
 component (uncemented) | | T ] |76 (CL12.5324.10) ]
Genesis II Oxinium (uncemented)/Genesis 11 2007-2013 - - - Revision/100 observed years: 6.53
Genesis II CR (uncemented)/Genesis I 20102014 - - - Revision/100 observed years: 1.51
(uncemented) L e
Genesis II Oxinium (uncemented)/MBK 2007-2012 - - - Revision/100 observed years: 14.00 |
Genesis II Oxinium PS (cemented)/Genesis 11 2008 - - - Revision/100 observed years: 1 63 ________
Genesis 11 - - 20184 - dRR: 4.89 (CI1.12-21.23)
2RR: 1.67 (CI 1.18-2.37)
: : bRR:2.08 (CI 1.38-3.13)
_ _ a,b,c,e a,b,c,e _
Genesis II/Legion 2019 , 2020 , “RR: 1.69 (CI 1.18-2.42)
______________________________________________________________________________________________________________________________________________________ ‘RR:222 (C1147-3.33)
: . . *HR: 1.88 (CI 1.44-2.47)
— _ ab,c ab,c _
RSOSSN S i Mcc it R | HR:166(CI129.213)
Genesis II Oxinium PS - 2021 - - Prosthesis Time Incident Rate: 0.86
Genesis II Oxinium without primary patella - 2021 - - Prosthesis Time Incident Rate: 0.78
Journ Revision/100 observed years:
J(‘)’“meeyomi o ourne 20152023 | - _ . 1.20 (CI 1.08-1.32) versus other TKs
_____ L os3cros20se)




Journey/Journey 2009-2014 - - - Revision/100 observed years: 1.41
Risk-adjusted HR for 2-year revision
risk (adjusted for age/sex/BMI/ASA/

Journey II - - - 2019-2023 Charnley class): 1.81 (CI 1.48-2.20)
and (adjusted for age and sex):

] ] |19 (CLL64229)

a,b,c.e a,b,c.e

Journey I "HR: 4.24 (CI 2.54-7.08)

- - ) - bHR- _
20212bedeteh 2020ub HR: 5.16 (CI 3.03-8.80)

Journey Dewee || - | 2014 - | - Prosthesis Time Incident Rate: 2.42 |
Journey Oxinium - 2017 - - Prosthesis Time Incident Rate: 0.94
Journey II BCS Oxinium without primary patella - 2020 - - Prosthesis Time Incident Rate: 1.30

2RR: 1.72 (CI 1.27-2.33)
d a,d,g
2%8%2(1;23839@; bRR: 1.60 (CI 1.18-2.17)
Kinemax B B 201 Og,b,c,d,e,f ’ B dRR:3.26 (CI 1.82-5.84)
201 la,b,c,d,e,f’g”h fRR: 3.16 (CI 1.76-5.65)
20128b0keh ’ ¢RR:4.57 (CI11.63-12.83)
PRR: 4.37 (C11.56-12.29)

LCS Revision/100 observed years:

LCS PS 20142023 - - - 1.22 (CI 0.96—1.53) versus other TKs

______________________________________________________________________________________________________________________________________________________ 0.53(C10.52:054) |

Revision/100 observed years:

LCS Duofix 2012-2023 - - - 1.21 (CI 1.12-1.31) versus other TKs

______________________________________________________________________________________________________________________________________________________ 053(C10.52-0.54) |
LCS PFJ — 2021 — — Prosthesis Time Incident Rate: 4.65
Lesion Revision/100 observed years:

Legion Revision Tibial Baseplate 2017-2023 - - - 1.24 (CI 0.96-1.57) versus other TKs

_____ e | |os3(Cr052-053)
Legion/Genesis II Pri MBT - - 202120, 20220 - aHR: 1.88 (CI 1.44-2.47)




2RR:1.67 (CI 1.18-2.37)
®RR: 2.08 (CI 1.38-3.13)

B B B °RR: 1.69 (CI 1.18-2.42)
____________________________________________________________________________________________________________________________________________________ ‘RR:222 (C1147-3.33)
Revision/100 observed years:
Legion Oxinium FS 2022-2023 - - - 1.52 (CI 1.08-2.08) versus other TKs
0.53 (C10.52-0.54)
Maxim Revision/100 observed years:
Maxim (uncemented)/Vanguard (cemented) 2020-2023 - - - 1.27 (C1 0.99-1.61) versus other TKs
_____________ el ]|os3Cros2054)
Vanguard PS/Maxim 20142018 - - - Revision/100 observed years: 1.04
METS Smiles A . .
Smiles (METS hinged/linked knee) - 2018 - - Prosthesis Time Incident Rate: 1.34
Miller—Galante a a
 Miller-Galante I [ G R I i
Miller—Galante unspecified - - 20012, 20022, 20032 - 2RR (CI 1.44-3.29)
Revision/100 observed years:
Mutars 2023 - - - 6.16 (CI 4.59-8.10) versus other TKs
0.53 (C10.52-0.53)
Nexgen 2015¢, 2016¢, 2017¢, . B
NexGenAPT T S 018 | T | RRISERey
Revision/100 observed years:
Nexgen LPS Flex (uncemented)/Nexgen 2018-2023 - - - 0.81 (CI 0.66—-0.97) versus other TKs
0.53 (C10.52-0.53)
Noiles — 2018 — - Prosthesis Time Incident Rate: 1.19
Optetrak Revision/100 observed years:
Optetrak—_PS/Optetrak 2007-2023 - - - 1.23 (CI 1.10-1.37) versus other TKs

0.53 (CI 0.52-0.54)




Revision/100 observed years:

Optetrak—PS/Optetrak—RBK 2008-2023 — — — 0.91 (CI1 0.74-1.12) versus other TKs
________________________________________________________________________________________________________________________________________________ 053(C1052-0.54)
Revision/100 observed years:
Optetrak—PS/Optetrak—PS 2009-2023 - - - 2.50 (CI 1.36-4.19) versus other TKs
________________________________________________________________________________________________________________________________________________ 053(C10.52-0.54) |
2014. 2019— Revision/100 observed years:
Optetrak—CR (cemented)/Optetrak (cemented) 2623 - - - 1.32 (C10.68-2.31) versus other TKs
________________________________________________________________________________________________________________________________________________ 053(C1052-0.54)
Optetrak—CR/Optetrak 2010, 2011 - - - Revision/ 100 _QPS_?F_Y?Q years: 111 ________
Optetrak PS - 2022 - - Prosthesis Time Incident Rate: 0.97
Persona — — 2021° — PHR: 1.66 (CI 1.00-2.75)
PFC Sigma 2018. 2020 Revision/100 observed years:
: ’ R - - 0.85 (CI 0.55—1.25) versus other TKs
| PTC Sigma PS (cemented)MBT (uncemented) | | e N R e | 0.53(CL0.52-0.54) |
20133bce 2014300 2RR: 1.74 (CI 1.28-2.37)
20153002 2016300, PRR: 1.91 (CI 1.38-2.64)
PFCRP - = | 20178bee, 201gubes, - °RR: 1.74 (CI 1.25-2.43)
______________________________________________________________________________________________________ 2019%he€, 20200 | | |°RR:1.92(CI135-273) |
20032, 200424, 200524, a
PFC 3 3 20065¢4. 200784 3 RR: 1.48 (CI 1.01-2.15)
2008”;1 20093’(1’ dRR: 3.08 (CI 1.31-7.25)
""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""" aRR: 1.53 (CI 1.10-2.13) |
PFC Rot. Platf. - - 2012%b¢ - PRR: 1.51 (CI 1.08-2.12)
________________________________________________________________________________________________________________________________________________ ‘RR: 153 (CI1.07-2.19)
. dRR: 2.65 (CI 1.54-4.56)
— _ af _
e M T S R | 'RR:222(CL125392)
PFC Sigma TC-3 (revision) - - 202230 - HR: 1.89/(CI1.04-3.44)

®HR: 2.28 (CI 1.22-4.26)




Risk-adjusted HR for 2-year revision
risk (adjusted for age/sex/BMI/ASA/

I‘:i‘g:;g:m _ _ - 20192023 | | Chamley class): 3.06 (CI 1.14-8.17)
and (adjusted for age and sex):
3.80 (C12.04-7.07)

Risk-adjusted HR for 2-year revision
risk (adjusted for age/sex/BMI/ASA/
Physica PS - - - 2019-2023 Charnley class): 2.91 (CI 1.65-5.51)
and (adjusted for age and sex):

3.11 (CI 1.84-5.25)

Risk-adjusted HR for 2-year revision
risk (adjusted for age/sex/BMI/ASA/
Physica KR/PS - - - 2022-2023 Charnley class): 2.83 (CI 1.73-4.63)
and (adjusted for age and sex):

3.25 (CI1 2.17-4.85)

Revision/100 observed years:

Profix
.. . 2013-2023 - - - 5.09 (CI 3.97-6.42) versus other TKs
Profix Oxinium (uncemented)/Profix Mobile 0.53 (CI 0.52-0.54)

2007-2012 Revision/100 observed years:
Profix Oxinium (uncemented)/Profix 2014-2 023’ — — — 4.43 (CI 3.05-6.22) versus other TKs
0.53 (C10.52-0.54)

2004. 2007— Revision/100 observed years:
Profix/Profix Mobile 2623 - - - 0.88 (CI 0.73—1.06) versus other TKs
0.53 (CI10.52-0.54)

2018, 2020— Revision/100 observed years:
Profix Oxinium (cemented)/Profix (uncemented) 2623 - - - 1.08 (CI 0.59—1.81) versus other TKs
0.53 (CI 0.52—-0.54)

2013-2018 Revision/100 observed years:
Profix Oxinium (cemented)/Profix Mobile 2020— 2 023’ — — — 0.91 (CI1 0.61-1.30) versus other TKs
0.53 (C10.52-0.54)




20114, 20124, 20134,
Profix - - 2015¢,2016°¢, 2017°<, — °RR: 1.43 (CI 1.04-1.97)

Profix/fixed bearing with Oxinium femoral

2005, 2006 — — - Revision/100 observed years: 15.2
| component (uncemented) b | T T
Profix/mobile bearing with Oxinium femoral 2005, 2006 3 3 3 Revision/100 observed years: 16.3
| component (uncemented) b | T ]
Profix Oxinium (uncemented )/MBK 2007-2012 - - - Revision/100 observed years: 7.92
| Profix Oxinium (cementedy MBK. | | 2012 | o AR DU N I Revision/100 observed years: 1.39 |
Genesis II Oxinium (uncemented)/Profix Mobile 2013 - - - Revision/100 observed years: 12.94

) . Revision/100 observed years:
Genesis II CR (uncemented)/Profix Mobile 20142023 | - _ _ 1.25 (CI 0.88—1.72) versus other TKs
(cemented)

______________________________________________________________________________________________________________________________________________________ 0.53(C10.52-0.54) |
Revision/100 observed years:

Genesis II Oxinium CR (uncemented)/Profix Mobile 2014-2023 - - - 8.96 (CI 6.78-11.61) versus other TKs
0.53 (CI 0.52-0.54)

Revision/100 observed years:
2008-2023 - - - 1.08 (CI 0.86—1.33) versus other TKs
0.53 (CI 0.52-0.54)

Revision/100 observed years:

Score
Score (uncemented)/Score (cemented) 2019-2023 - - h (1)5 Eg 82;:(1)223 versus other TKs

Revision/100 observed years:

Rotaglide Plus
Rotaglide Plus/Rotaglide Plus

Score (uncemented)/Score (uncemented) 2014-2023 - - - 1.20 (CI 1.06—1.36) versus other TKs
______________________________________________________________________________________________________________________________________________________ 0.53(C10.52-0.53) .|

Score/Score 2013 - - - Revision/100 observed years: 1.53

Scorpio Revision/100 observed years:

Scorpio NRG PS (uncemented)/Series 7000 2014-2023 - - - 0.78 (CI1 0.63—0.96) versus other TKs

(uncemented) 0.53 (CI10.52-0.54)




TC-plus Revision/100 observed years:
2018-2023 - - - 1.10 (CI 0.48-2.18) versus other TKs
| T Plos uncemented) TCPhus (cemented) ) oo ]| 0.53(CLO.52-054)
TC-Plus/TC-Plus 2008-2012 | - -~ -~ Revision/100 observed years: 1.71
Trekkin Revision/100 observed years:
Trekkin %Trekkin 2013-2023 - - - 0.86 (CI 0.68-1.09) versus other TKs
& g 0.53 (CI 0.52-0.54)
. HR: 1.27 (CI 1.08-1.49)
Eﬁ‘tﬁl‘:‘MBT emented - _ 20218b, 202280 _ bHR: 1.38 (CI 1.16-1.65)
______________________ e sERL30(CL LS
. o ®HR:2.21 (CI1.56-3.14)
— _ a,b _
Triathlon Total Stabilizer 2022 bHR: 1.80 (CI 1.16-2.79)
Vaneuard Revision/100 observed years:
Maxigm (uncemented)/Vanguard (cemented) 2020-2023 - - - 1.27 (CI1 0.99-1.61) versus other TKs
___________________________________ saeeemene® ol ]os3(Cros2-054) ]
2009¢, 2010¢, 20117, ®RR: 1.27 (CI 1.05-1.54)
Vanguard - - 2014¢, 2015°¢¢, - °RR: 1.18 (CI 1.01-1.39)
| 20060, 20170 ] ‘RR:1.40 (CL1.15-1.70) |
Vanguard/Regenerex 2012, 2013 - - - Revision/100 observed years: 1.73
Vanguard PS/Maxim 20142018 - - - Revision/100 observed years: 1.04
Revision/100 observed years:
Vanguard PS/Regenerex 2014-2023 - - - 1.18 (CI 0.85-1.59) versus other TKs
__________________________________________________________________________________________________________________________________________________ 053(C10.52-0.54) |
Revision/100 observed years:
Vanguard PS/Vanguard 2019-2023 - - - 0.80 (CI 0.72—0.89) versus other TKs
__________________________________________________________________________________________________________________________________________________ 053(C1052-0.53)
2RR: 1.37 (CI 1.01-1.84)
Vanguard Finned - - 2018%b¢ - PRR: 1.48 (C11.03-2.14)
°RR: 1.37 (CI 1.01-1.87)




"""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""" PRR: 1.19 (CI 1.01-1.42) |
— — _ b,c.e b,e _
Vanguard [-Beam 1 { { ‘ 2018>¢¢, 2019 ‘ \ 1 *RR: 1.29 (CI 1.09-1.54)

2 only for osteoarthritis;

b only for osteoarthritis when infection is not included;

¢ only for osteoarthritis without patella;

d only for osteoarthritis with patella;

¢ only for osteoarthritis without patella when infection is not included;
Fonly for osteoarthritis with patella when infection is not included;

¢ only for rheumatoid arthritis;

P only for rheumatoid arthritis when infection is not included.




