Implants International Limited

Rev 1: September 2018
FSN Ref: 2021/001/013/479/002 FSCA Ref: 2021/003/010/601/004

Date: 23 Mar 2021

Urgent Field Safety Notice
Roto-glide MTP Joint & FootLocker System

For Attention of*: MHRA /medical-devices-guidance-for-manufacturers-on-vigilance, Viking
Medical Scandavia

Contact details of local representative (name, e-mail, telephone, address etc.)*

Najma.Emmanuel@implantsinternational.com, 07971131281, Implants International
Limited 71 Jay Avenue Teesside Estate Thornaby TS17 9LZ




Implants International Limited

Rev 1: September 2018
FSN Ref: 2021/001/013/479/002 FSCA Ref: 2021/003/010/601/004

Urgent Field Safety Notice (FSN)
Device Commercial Name
Risk addressed by FSN

1. Information on Affected Devices*

1 1. Device Type(s)*

MTP Arthroplasty Implant comprising Co CR Phalangeal, UHMWPE Meniscus & CoCr
Metatarsal and FootLocker Mega Quad Locking Plates, Target screws, MEGA DUAL
Locking Plates

1 2. Commercial name(s)

. | Roto-glide MTP Joint and FootLocker System

1 3. Unique Device Identifier(s) (UDI-DI)

. | 5051693AAA00004B & 5051693AAA0001-1VG
1 4. Primary clinical purpose of device(s)*

As a replacement great toe joint to correct Hallux Rigidus and Deformity Correction and
Trauma Foot and ankle

1 5. Device Model/Catalogue/part number(s)*
.| Brochures attached

1 6. Software version

. | N/A

1 7. Affected serial or lot number range

. | See attached schedules

1 8. Associated devices

Within context of the FSCA N/A

2 Reason for Field Safety Corrective Action (FSCA)*

2 1. Description of the product problem*
.| Recall of products that have no current CE certification in force.
2 2. Hazard giving rise to the FSCA*
.| Recall of products that have no current CE certification in force
2 3. Probability of problem arising
. N/A
2 4. Predicted risk to patient/users
.| Nil
2 5. Further information to help characterise the problem
.| Recall of products that have no current CE certification in force.
2 6. Background on Issue
. | Recall of products that have no current CE certification in force.
2 7. Other information relevant to FSCA

N/A
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FSN Ref: 2021/001/013/479/002 FSCA Ref: 2021/003/010/601/004

3. Type of Action to mitigate the risk*

Action To Be Taken by the User*

[ Identify Device [ Quarantine Device Return Device (1 Destroy Device
1 On-site device modification/inspection

LI Follow patient management recommendations

] Take note of amendment/reinforcement of Instructions For Use (IFU)

1 Other ] None

By when should the Specify where critical to patient/end user safety
action be completed? 30 days

Particular considerations for: Implantable device

Is follow-up of patients or review of patients’ previous results recommended?
No

3. | 4.

(If yes, form attached specifying deadline for return)

Is customer Reply Required? * Yes

3. | 5. Action Being Taken by the Manufacturer

Product Removal [J On-site device modification/inspection
[ Software upgrade U IFU or labelling change
[J Other [J None

Provide further details of the action(s) identified.

3 | 6. By when should the 90 days
action be completed?
3. | 7. Isthe FSN required to be communicated to the patient N/A
/lay user?
3 | 8. Ifyes, has manufacturer provided additional information suitable for the patient/lay

user in a patient/lay or non-professional user information letter/sheet?

No Not appended to this FSN
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4. General Information*

1. FSN Type* New

2. For updated FSN, reference N/A
number and date of previous
FSN

3. For Updated FSN, key new information as follows:
N/A

4. Further advice or information No
already expected in follow-up
FSN? *

5. If follow-up FSN expected, what is the further advice expected to relate to:

N/A

6. Anticipated timescale for follow- 60 days
up FSN

7. Manufacturer information
(For contact details of local representative refer to page 1 of this FSN)

a. Company Name Only necessary if not evident on letter-head.
b. Address Only necessary if not evident on letter-head.
c. Website address Only necessary if not evident on letter-head.

8. The Competent (Regulatory) Authority of your country has been informed about
this communication to customers. *

9. List of attachments/appendices: | Brochures attached

10. Name/Signature Mrs Najma Emmanuel
Director

s S\,
P AAVES A

Transmission of this Field Safety Notice

This notice needs to be passed on all those who need to be aware within your organisation or
to any organisation where the potentially affected devices have been transferred. (As
appropriate)

Please transfer this notice to other organisations on which this action has an impact. (As
appropriate)

Please maintain awareness on this notice and resulting action for an appropriate period to
ensure effectiveness of the corrective action.

Please report all device-related incidents to the manufacturer, distributor or local
representative, and the national Competent Authority if appropriate, as this provides important
feedback..*

Note: Fields indicated by * are considered necessary for all FSNs. Others are optional.
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Field Safety Notice

Customer Reply Form

1. Field Safety Notice (FSN) information

FSN Reference number*

2021/001/013/479/002

FSN Date*

23.03.2021

Product/ Device name*

Refer to FootLocker System and ROTOglide Brochure

Product Code(s)

Batch/Serial Number (s)

2. Customer Details

Account Number

Healthcare Organisation Name*

Organisation Address*

Department/Unit

Shipping address if different to above

Contact Name*

Title or Function

Telephone number*

Email*

3. Customer action undertaken on behalf of Healthcare Organisation

D I confirm receipt of the
Field Safety Notice and

that | read and

understood its content.

Customer to complete or enter N/A

D | performed all actions
requested by the FSN.

Customer to complete or enter N/A

D The information and
required actions have
been brought to the
attention of all relevant
users and executed.

Customer to complete or enter N/A

D | have returned affected Qty:
devices - enter number of

Lot/Serial Number: Date Returned (DD/MM/YY):

devices returned and date | QY

Lot/Serial Number: Date Returned(DD/MM/YY):

complete. NIA

Comments:

D | have destroyed affected | Qty:

Lot/Serial Number:

Page 1 of 2

71 Jay Avenue
Thornaby-on-Tees
North Riding of Yorkshire TS17 9LZ
United Kingdom
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devices — enter number Qty Lot/Serial Number:
destroyed and date .
complete. N/A Comments:

No affected devices are Customer to complete or enter N/A
available for return/
destruction

Other Action (Define):

| do not have any affected | Customer to complete or enter N/A

OO0 O

devices.
| have a query please Customer to enter contact details if different from above and brief
contact me description of query

(e.g. need for replacement
of the product).

Print Name* Customer print name here
Signhature* Customer sign here
Date*

4. Return acknowledgement to sender

Email Pre-filled by manufacturer/sender/requester
Customer Helpline Pre-filled by manufacturer/sender/requester
Postal Address Pre-filled by manufacturer/sender/requester
Web Portal Pre-filled by manufacturer/sender/requester
Fax Pre-filled by manufacturer/sender/requester
Deadline for returning the customer reply Pre-filled by manufacturer/sender/requester
form*

Mandatory fields are marked with *

It is important that your organisation takes the actions detailed in the FSN and
confirms that you have received the FSN.

Your organisation's reply is the evidence we need to monitor the progress of the
corrective actions.

Page 2 of 2

71 Jay Avenue
Thornaby-on-Tees
North Riding of Yorkshire TS17 9LZ
United Kingdom



Anatomical

Metatarsal

Size Description
X-Small LEFT
X-Small RIGHT
Small LEFT
Small RIGHT
Medium LEFT
Medium RIGHT
Large LEFT
Large RIGHT

Material: Cobalt Chrome with CP Ti and HA Plasma Coating

Anatomic
Mobile
Meniscus

Size Thickness
Small 6mm
Small 7mm
Medium 6mm
Medium 7mm
Large/XL emm
Large/XL 7mm

CAT #

GT5062

GT5063

GT5036

GT5037

GT5038

GT5039

GT5040

GT5041

CAT #

GT5034

GT5035

GT5026

GT5028

GT5027

GT5029

Material: UHMWPE Surface treated and packed in

nitrogen-enriched pouches

Neutral
Phalanx

Size
Small
Medium
Large

X-Large

CAT #

GT5042

GT5043

GT5044

GT5050

Material: Cobalt Chrome with CP Ti and HA Plasma Coating

Standard

Mobile /s

Meniscus A
Size Thickness CAT #
Small emm GT5018
Small 7mm GT5021
Small 8mm GT5052
Medium emm GT5019
Medium 7mm GT5022
Medium 8mm GT5053
Large/XL emm GT5020
Large/XL 7mm GT5023
Large/XL 8mm GT5054

Material: UHMWPE Surface treated and packed in

nitrogen-enriched pouches

Custom, patient-specific implants are available on a special order basis
SURGICAL TECHNIQUE REF #: ST 016/00 & MD 168 |

INSTRUMENTATION: 1 TRAY SYSTEM

DATE: 31 AUGUST 2020



footlocker™ Modular System

Item Type Size Material
MTP1 FUSION 8° PLATE DORSAL APPROACH LEFT 1.6/4/150:5832-3
SHORT
MTP1 FUSION 8° PLATE DORSAL APPROACH LEFT 1.6/4/150:5832-3
MEDIUM
MTP1 FUSION 8° PLATE DORSAL APPROACH LEFT LONG i. 6/4/150:5832-3
MTP1 FUSION 8° PLATE DORSAL APPROACH RIGHT 1.6/4/150:5832-3
SHORT
MTP1 FUSION 8° PLATE DORSAL APPROACH RIGHT 1.6/4/150:5832-3
MEDIUM
MTP1 FUSION 8° PLATE DORSAL APPROACH RIGHT 1.6/4/150:5832-3
LONG
CHEVRON TYPE | PLATE METATARSAL BASAL LEFT 1.6/4/1S0:5832-3
OSTEOTOMY SHORT
CHEVRON TYPE | PLATE METATARSAL BASAL LEFT 1.6/4/150:5832-3
OSTEOTOMY MEDIUM
CHEVRON TYPE | PLATE METATARSAL BASAL LEFT LONG 1.6/4/1S0:5832-3
OSTEOTOMY
CHEVRON TYPE | PLATE METATARSAL BASAL RIGHT 1.6/4/150:5832-3
OSTEOTOMY SHORT
CHEVRON TYPE | PLATE METATARSAL BASAL RIGHT 1.6/4/150:5832-3
OSTEOTOMY MEDIUM
CHEVRON TYPE | PLATE METATARSAL BASAL RIGHT 1.6/4/150:5832-3
OSTEOTOMY LONG
CHEVRON TYPE Il PLATE | METATARSAL BASAL LEFT 1.6/4/150:5832-3
OSTEOTOMY SHORT
CHEVRON TYPE Il PLATE | METATARSAL BASAL LEFT 1.6/4/150:5832-3
OSTEOTOMY MEDIUM
CHEVRON TYPE Il PLATE | METATARSAL BASAL LEFT LONG i.6/4 /150:5832-3
OSTEOTOMY
CHEVRON TYPE Il PLATE | METATARSAL BASAL RIGHT 1.6/4/150:5832-3
OSTEOTOMY SHORT
CHEVRON TYPE Il PLATE | METATARSAL BASAL RIGHT 1.6/4/150:5832-3
OSTEOTOMY MEDIUM
CHEVRON TYPE Il PLATE | METATARSAL BASAL RIGHT 1.6/4/150:5832-3
OSTEOTOMY LONG
FL2019 WEDGE FOR CHEVRON METATARSAL BASAL 4AMM Ti. 6/4 /1S0:5832-3
TYPE | &I OSTEOTOMY
FL2020 WEDGE FOR CHEVRON METATARSAL BASAL SMM Ti. 6/4 /1S0:5832-3
TYPE | &I OSTEOTOMY
FL2021 WEDGE FOR CHEVRON METATARSAL BASAL MM Ti. 6/4 /1S0:5832-3
TYPE | &I OSTEOTOMY
FL2022 WEDGE FOR CHEVRON METATARSAL BASAL 7MM Ti. 6/4 /1S0:5832-3
TYPE | &I OSTEOTOMY
FL2023 LUDLOFF PLATE METATARSAL SHORT Ti. 6/4 /1S0:5832-3
OSTEOTOMY - MEDIAL
FL2024 LUDLOFF PLATE METATARSAL MEDIUM Ti. 6/4 /1S0:5832-3
OSTEOTOMY - MEDIAL
FL2025 LUDLOFF PLATE METATARSAL LONG Ti. 6/4 /1S0:5832-3
OSTEOTOMY - MEDIAL
HALLUX VALGUS METATARSAL MIS LEFT 1.6/4/150:5832-3
CORRECTION PLATE MEDIAL APPROACH SHORT
HALLUX VALGUS METATARSAL MIS LEFT LONG i.6/4/150:5832-3
CORRECTION PLATE MEDIAL APPROACH
HALLUX VALGUS METATARSAL MIS RIGHT 1.6/4/150:5832-3
CORRECTION PLATE MEDIAL APPROACH SHORT
HALLUX VALGUS METATARSAL MIS RIGHT 1.6/4/150:5832-3
CORRECTION PLATE MEDIAL APPROACH LONG
TMT1 FUSION PLATE MEDIAL APPROACH LEFT 1.6/4/150:5832-3
SHORT
TMT1 FUSION PLATE MEDIAL APPROACH LEFT LONG i.6/4/150:5832-3



footlocker™ Modular System

TMT1 FUSION PLATE MEDIAL APPROACH RIGHT 1.6/4/150:5832-3
SHORT
TMT1 FUSION PLATE MEDIAL APPROACH RIGHT 1.6/4/150:5832-3
LONG
TMT1 FUSION PLATE PLANTAR APPROACH LEFT 1.6/4/150:5832-3
TMT1 FUSION PLATE PLANTAR APPROACH RIGHT i. 8/4 /150:5832-3
L PLATE DORSAL APPROACH LEFT 4H i. 8/4 /150:5832-3
L PLATE DORSAL APPROACH LEFT 6H i. 8/4 /150:5832-3
L PLATE DORSAL APPROACH LEFT 8H 1.6/4/150:5832-3
L PLATE DORSAL APPROACH RIGHT 4H i. 8/4 /150:5832-3
L PLATE DORSAL APPROACH RIGHT 6H i. 8/4 /150:5832-3
L PLATE DORSAL APPROACH RIGHT 8H i. 8/4 /150:5832-3
T PLATE DORSAL APPROACH 4H 1.6/4/150:5832-3
T PLATE DORSAL APPROACH 6H i. 8/4/150:5832-3
X PLATE DORSAL APPROACH SHORT i. 8/4/150:5832-3
X PLATE DORSAL APPROACH MEDIUM i. 8/4 /150:5832-3
X PLATE DORSAL APPROACH LONG 1.6/4/150:5832-3
STRAIGHT PLATE DORSAL APPROACH 44 i. 8/4 /1S0:5832-3
STRAIGHT PLATE DORSAL APPROACH 6H i. 8/4 /1S0:5832-3
STRAIGHT PLATE DORSAL APPROACH 8H i. 8/4 /1S0:5832-3
CUBOID PLATE DORSAL APPROACH LEFT 1.6/4/150:5832-3
CUBOID PLATE DORSAL APPROACH RIGHT i. /4 /150:5832-3
GRID TYPE PLATE DORSAL APPROACH SHORT i. 8/4 /150:5832-3
GRID TYPE PLATE DORSAL APPROACH MEDIUM i. 8/4 /150:5832-3
GRID TYPE PLATE DORSAL APPROACH LONG 1.6/4/150:5832-3
NAVICULAR PLATE DORSAL APPROACH LEFT i. 8/4 /150:5832-3
NAVICULAR PLATE DORSAL APPROACH RIGHT i. 8/4 /150:5832-3
TALUS PLATE DORSAL APPROACH LEFT i. 8/4 /150:5832-3
TALUS PLATE DORSAL APPROACH RIGHT 1.6/4/150:5832-3
CALCANEAL OFFSET LATERAL APPROACH 3MM i. 8/4 /150:5832-3
CALCANEAL OFFSET LATERAL APPROACH SMM i. 6/4 /150:5832-3
CALCANEAL OFFSET LATERAL APPROACH /MM i. 6/4 /150:5832-3
CALCANEAL OFFSET LATERAL APPROACH IMM 1.6/4/150:5832-3
CALCANEAL TYPE | LATERAL APPROACH LEFT 1.6/4/150:5832-3
PLATE SHORT
CALCANEAL TYPE | LATERAL APPROACH LEFT LONG i.8/4/1S0:5832-3
PLATE
CALCANEAL TYPE | LATERAL APPROACH RIGHT 1.6/4/150:5832-3
PLATE SHORT
CALCANEAL TYPE | LATERAL APPROACH RIGHT 1.6/4/150:5832-3
PLATE LONG
CALCANEAL TYPE Il LATERAL APPROACH LEFT 1.6/4/150:5832-3
PLATE SHORT
CALCANEAL TYPE Il LATERAL APPROACH LEFT LONG 1.6/4/150:5832-3
PLATE
CALCANEAL TYPE Il LATERAL APPROACH RIGHT 1.6/4/150:5832-3
PLATE SHORT
CALCANEAL TYPE Il LATERAL APPROACH RIGHT 1.6/4/150:5832-3
PLATE LONG



footlocker™ Modular System

CAT # Item Size CAT # Item Size
FL2101 CORTICAL SCREW FL2151 LOCKING CORTICAL SCREW

FL2102 CORTICAL SCREW FL2152 LOCKING CORTICAL SCREW

FL21083 CORTICAL SCREW FL2153 LOCKING CORTICAL SCREW

FL2104 CORTICAL SCREW FL2154 LOCKING CORTICAL SCREW

FL2105 CORTICAL SCREW FL2155 LOCKING CORTICAL SCREW

FL2106 CORTICAL SCREW FL2156 LOCKING CORTICAL SCREW

FL2107 CORTICAL SCREW FL2157 LOCKING CORTICAL SCREW

FL2108 CORTICAL SCREW FL2158 LOCKING CORTICAL SCREW

FL2109 CORTICAL SCREW FL2159 LOCKING CORTICAL SCREW

FL2110 CORTICAL SCREW FL2160 LOCKING CORTICAL SCREW

FL21M CORTICAL SCREW FL2161 LOCKING CORTICAL SCREW

FL2201 CORTICAL SCREW ?3.2 x 10MM FL2251 LOCKING CORTICAL SCREW ?3.2 x 10MM
FL2202 CORTICAL SCREW ?3.2 x 12MM FL2252 | LOCKING CORTICAL SCREW ?3.2 x 12MM
FL2203 CORTICAL SCREW ?3.2 x 14MM FL2253 | LOCKING CORTICAL SCREW @3.2 x 14MM
FL2204 CORTICAL SCREW ?3.2 x 16MM FL2254 | LOCKING CORTICAL SCREW ?3.2 x 16MM
FL2205 CORTICAL SCREW ?3.2 x 18MM FL2255 | LOCKING CORTICAL SCREW ?3.2 x 18MM
FL2206 CORTICAL SCREW @3.2 x 20MM FL2256 | LOCKING CORTICAL SCREW @3.2 x 20MM
FL2207 CORTICAL SCREW ?3.2 X 22MM FL2257 | LOCKING CORTICAL SCREW ?3.2 X 22MM
FL2208 CORTICAL SCREW @3.2 x 24MM FL2258 | LOCKING CORTICAL SCREW @3.2 x 24MM
FL2209 CORTICAL SCREW ?3.2 x 26 MM FL2259 | LOCKING CORTICAL SCREW 3.2 x 26 MM
FL2210 CORTICAL SCREW ?3.2 x 28MM FL2260 | LOCKING CORTICAL SCREW ?3.2 x 28MM
FL2211 CORTICAL SCREW ?3.2 x 30MM FL2261 LOCKING CORTICAL SCREW ?3.2 x 30MM
FL2212 CORTICAL SCREW ?3.2 x 32MM FL2262 | LOCKING CORTICAL SCREW ?3.2 x 32MM
FL2213 CORTICAL SCREW ?3.2 x 34MM FL2263 | LOCKING CORTICAL SCREW ?3.2 x 34MM
FL2214 CORTICAL SCREW @3.2 x 36MM FL2264 | LOCKING CORTICAL SCREW @3.2 x 36MM
FL2215 CORTICAL SCREW @3.2 x 38MM FL2265 | LOCKING CORTICAL SCREW @3.2 x 38MM
FL2216 CORTICAL SCREW ?3.2 x 40MM FL2266 | LOCKING CORTICAL SCREW ?3.2 x 40MM

16



footlocker™ Modular System

(Fore Foot Trials & Wedges |

CAT # ltem Qty
(D IN9817 Long K-Wires @1.5 mm x 150 mm 3
(@ IN2002 Depth Gauge 1
(®) IN2003 Bending Irons 2
@ IN2004 2.4mm Drill Guides ( ) 2
@ IN2005 3.2mm Drill Guides (Magenta) 2
@ IN2006 Soft Handled Torque driver 1
@ IN2007 Soft Handled Torque Driver for 2.4mm (T10) & 3.2mm (T15) Torx Shafts 1
IN2008 Torque Adapter 1
@ IN2009 Threaded Guide for 2.4mm Dirills 2
IN2010 Threaded Guide for 3.2mm Dirills 2
@ IN2011 2.4mm Torx Driver Shaft (with screw pick up) 1
@ IN2012 3.2mm Torx Driver Shaft (with screw pick up) 1
@ IN2013 2.4mm Calibrated Drill with AO Drive 2
IN2014 3.2mm Calibrated Drill with AO Drive 2
@ IN2015 Trial Implant Caddies 3
IN2016 MIS Drill Jig 1

Various Trial Plates — Fore, Mid, Hind 18

Various Trial Wedges — Fore

IN2040 Instrument Case with Poly Holders

17
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Minimally-Invasive System

CAT #
IN9871
IN9872
IN9873
IN9874
IN9875
IN9876
IN9877
IN9878
IN9879
IN9880
IN9881

Wedge
Burr

CAT #
IN9884
IN9885
IN9886
IN9887

CAT #

IN9891

:lmiml\

MI Burrs and Cutters

‘ Burrs and Cutters ‘

ltem
Shannon Isham Burrs
Shannon Standard [STD]
Shannon Corta
Conical Burr
Conical Burr
Cylindrical Burr
Cylindrical Burr
Cylindrical Burr
Wedge Burr
Wedge Burr
Brophy Burr
Sterile packed - Single Use

Instruments

ltem
Scalpel Handle for Micro Blade
Double Ended Bone Rasp
Straight Periosteal Elevator
Curved Periosteal Elevator

Motor Drive Unit

ltem

High Speed Electronic Drive
System with Irrigation & Foot
Paddle Control

Size
2.0 x 12mm

3.1 x 13mm
B4.1x 13mm
2.0 x 20mm
B2.5 x 14mm
3.1 x 22mm
3.1 x 13mm
@4.1 x 13mm
5.0 x 15mm

Size

Size

=i |
o

Brophy
Burr

18



	1. MHRA FIELD SAFETY NOTICE ROTOglide MTP System & FootLocker Stystem (232021).pdf
	2. Ack form
	3. Roto-Glide-Cat refs
	4. Footlocker Modular Cat numbers
	Footlocker Modular System Brochure 15
	Footlocker Modular System Brochure 16
	Footlocker Modular System Brochure 17
	Footlocker Modular System Brochure 18
	Footlocker Modular System Brochure 19




