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Re-Call Control Registry

Re: FSCA # TA2j.|AA3|ALA|$AL|AAA
FSN # 2021/AWIA13, | 47e /AA2

Document Ref #: 001

Product Description and Brief History:

o ROTOglide MTP System
o This product has been on the market for some 20+ years and is widely regarded as the safest and

best performing MTP system in the world.

Background:

tnformation Safety tnformatioITL/2A21/05 dated L7.O2.}OZL and MHRATargeted Letter dated 18.05.2021'

Reason for FSN:

Following withdrawal of CE certification by BSI on 04.09.2019, due to a commercial dispute between

lmplants lnternational Ltd and BSl. The withdrawal was not due to any product safety, efficacy or

performance issues of the product.

Affected Period:
September 4th, 2019 to date

Target:
Track, review and risk analyse the product shipped and implanted in the affected period.

Obiect and Time Scales:

o Recall all product held in Denmark as per attached excel sheet
o Product returned by 7tn June, 2021'

Action:
lnform sub distributors of the background of this situation and also contact Surgeons/Hospitals who

implanted ROTOglide between 04.09.2019 to date, and inform them of the need for monitoring/follow-up of
patients affected for any adverse reactions and report any incidents through the National Healthcare

lncident Reporting System, with a copy of such incidents sent to lmplants lnternational Ltd by email for

consolidation.
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Director of Operations

iti: :'. :;ii.r,r:;1!r.J.,.;i. li.t.ti



30/06f202(. GT5038 RotoGlide Metatarsal, anatomisk, M, Left Proteser 1 1E7167 1

04/0912020 GTs037 RotoGlide Metatarsal, anatomisk, I Righ Proteser 1 t57242 2

a9lo1"l2021 GTs018 RotoGlide Mob. Meniscus, std.6mm, S Proteser ,i
1s6800 1

L6/03/202L GT5041 RotoGlide Metatarsal, anatomisk, L, Righ Proteser 1 ts724A. 1

1"6/03/2021, GT5042 RotoGlide Neutral Phalangeal, S Proteser ']. ts6881. 2

BlA4/2A21 GT5018 RotoGlide Mob. Meniscus, std. 6mm, S Proteser I ts5800. 1

t9/a412027 GTs021 RotoGlide Mob. Meniscul std. 7mm, S Proteser 1 ts5799 1

19/0412021 GT5050 RotoGlide Neu$al Phalangeal, XL Proteser 1 1s7294 2

a8/0s/2a21 3T5040 RotoGlide Metatarsal, anatomisk, L, Left Proteser 1 ts7297 a

07 /12/2027 GTS022 RotoGlide Mob. Meniscut std. 7mm, M Proteser 1 ts7365 2

lu03/2024 GT5023 Rotoclide Mob. Meniscus, std.7mm, L Proteser rs7568 3

31-01 2021 3T5021 RotoGlide Mob. Meniscus, std. 7mm, S Proteser L ts7157 L

31-01 2021 3T5022 RotoGlide Mob. Meniscus, std.7mm, M Proteser I ts716L 1

Ltl0312A19 3T5020 RotoGlide Mob. Meniscus, std.6mm, L 2005 ls755S 1

22/AU2022 GT5041 RotoGlide Metatarsal, anatomisk, L, Righ Proteser 2005 ts7351 t
oB/asl2a2! 3T5041 RotoGlide Metatarsal, anatomisk, L, Righ Proteser 2005 ts7248 1

08l05l2027 GTs040 RotoGlide Metatarsal, anatomisk, L, Left Prateser 2Ut}S ,s7297 t
16/03/2021 GT5037 RotoGlide Metatarsal, anatomisk, S, Righ Proteser 2005 1s7242 1

26h1./2A2t GTS036 RotoGlide Metatarsal, anatomisk, S, Left 2005 ls7?47 1

26/1]./202C GT5020 RotoGlide Mob. Meniscus, std. 6mm, L 2005 ,s7727 1

26/111202t GTs050 RotoGlide Neutral Phalangeal, XL Proteser 2005 1s7156 1
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Udl6bsrapport, antal+serienr
Udlobsdato VarenumnVarenavn

t9/11.12O2O GTs039

t9/L1.|2A2O GTs038

t9htl202a GTs038

19ltll2021 GT5043
19/11./ZATA GTs044

19/fil2A7A GTs0,14

79/11/2020 GT5044

19/1v2020 rNgs63

19/1v2020 rN9562

19/1v2020 rN9s62

19/1,1/2020 rN9s64

19/11l2020 rN9s64

Dato 2U05-21 11:21 Side 1

Lokatio Serienumn Antal

Unsterile implaats and lnstruments
ROTOglide Metatarsal Medium Right

ROTOglide Metatarsal Medium Left

ROTOglide Metatarsal Medium Left

R0T0glide Neutral Phalanx Medium
ROTOglide Neutral Phalanx Large

ROTOglide Neutral Phalanx Large

ROTOglide Neutral Phalanx Large

Dorsal Fixation Pin - Medium
Dorsal Fixation Pin - Short

Dorsal Fixation Pin - Short

Dorsal Fixation Pin - Long

Dorsal Fixation Pin - Long
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