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ROTOglide® 15t MTP JOINT SysTem

IFU: PACKAGE INSERT FOR IMPLANT DEVICES [:E]

THE INTENDED PURPOSE

ROTOglide® Metatarsophalangeal joint is for treatment for Osteoarthritis of the first Metatarsophalangeal (MTP) joint, where no Hallux
Valgus is prevalent, post trauma to the first MTP, Rheumatoid Arthritis where Hallux Valgus is not prevalent and Revision of other failed
MTP’s where sufficient bone stock is present. The prime indication is Hallux Rigidus Gr 2, 3 & 4.

The ROTOglide® Great Toe System implants must only be implanted with the ROTOglide® specific instrument sets supplied by Xtremity
Solutions.

CLINICAL BENEFITS

Our 3-part Mobile Meniscus MTP System is designed to be bone preserving, whilst returning the metatarsal-phalangeal joint to near
normal function, reducing joint pain for most patients. While this device has been largely successful in attaining these goals, over 20+
years, it cannot be expected to withstand high-impact activity levels and loads normal to healthy bone.

INTENDED USERS

Experienced F&A surgeons & Podiatrists who are conversant with the techniques required to implant ROTOglide MTP joints. For
information see www.rotoglide.com.

INDICATIONS
o Age 45 and over
. Osteoarthritis Grade 2, 3, 4: Pain > 4.5 on Visual Analogue Score (VAS)
. BMI of 35 max.
. Hallux Rigidus Gr 2, 3 & 4 & Advanced Hallux Limitus
o Rheumatoid arthritis
o Revision of previous arthroplasty, where sufficient bone stock is confirmed
o Post trauma

CONTRA-INDICATIONS

o Avascular necrosis

o Severe arteriosclerosis

o Severe osteoporosis

o Neurological disorders

. Mental disorders

o Patient compliance issues

o Heavy impact sports

. Sensitivity to metal, cobalt or chrome
o Uncorrected hallux valgus deformities
o Diabetes mellitus

WARNINGS & PRECAUTIONARY MEASURES FOR THE ATTENTION OF HEALTHCARE PROFESSIONALS & PATIENTS

ROTOglide should only be implanted by trained & qualified Foot & Ankle surgeons and Podiatry surgeons. The system is supplied with
extensive training aids, comprehensive instrument systems, detailed surgical techniques, video simulations etc., all designed to benefit
healthcare professionals and the overall outcome for the patient. Under no circumstance should this implant system be used except
within the sterile theatre settings of a hospital, staffed by qualified and trained healthcare professionals. For details, please refer to
www.rotoglide.com. Misuse or unauthorized use could cause or result in a serious injury for the patient.

A detailed post-op exercise and healing protocol has been developed over many years with healthcare professionals who have a long
and successful history with this implant system. We highly recommend that all healthcare professionals review this document and
follow the guidelines defined therein and ensure that all ROTOglide patients are counselled as to the importance of these instructions
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and the overall outcome and their MTP surgery. The post-op protocol can be located within the website referred to above. Refusal or
unwillingness to follow these warnings could seriously damage the overall outcome for the patients thus leading to unnecessary
suffering on the part of the patient.

PRESS-FIT APPLICATIONS

Tight fixation at the time of surgery is critical to the success of the procedure. The Metatarsal and Phalangeal components must be
press-fitted into the bone, which necessitates a precise operative technique and use of specified instruments. An intra-operative
fracture of the bone can occur during seating of the prosthesis. Bone stock must be adequate to support the implant device.

IN SELECTING PATIENTS FOR JOINT REPLACEMENTS, THE FOLLOWING CRITERIA SHOULD BE CONSIDERED

The patient’s weight: An overweight or obese patient can produce loads on the implant which can lead to failure of the device. The
patient’s occupational activity or other strenuous activity such as running, jumping etc., could impose loads on the implant which
could lead to failure of the implant.

RESIDUAL RISKS

Prior to the scheduling of the surgery, the patient must be instructed as to the residual risks inherent to implants and in the surgery
being performed. Implants have been known to break or fail, when patients have not been properly instructed, or have failed to follow
instructions, and thereby placed heavy and unusual demands upon the implant. It is therefore essential that patients be carefully
evaluated as to the existence of alcoholism, mental disorders, senility etc. The possibility of infection: all surgical procedures carry a
risk of infection. Certain Degenerative Diseases: In some cases, the progression of degenerative diseases may be so advanced that it
may decrease the expectant useful life of the implant.

EXCLUSIONS

ROTOglide does not contain or administer medicinal substances, human or animal tissues. ROTOglide will not be absorbed into the
body.

ROTOglide does not have a measuring function.
ROTOglide is single use and not reusable & once implanted requires no servicing.
PRECAUTIONS

Implants should never be re-used. Once an implant has been removed from a patient, it must be discarded, for while it may appear in
perfect condition, stress produced while implanted in the bone may have compromised the integrity of the implant. Care while
handling joint replacement implants must be observed. Implant components must be protected from scratches and surgical debris, on
or in the articular surfaces etc.

ADVERSE EFFECTS

Loosening of Press-Fit joint replacement implants can occur. Mechanical and/or biological failures may result from improper or
defective fixation or stress concentrations of significant intensity. Incorrect positioning of the components could also result in
subluxation or dislocation of the joint. Patients should be monitored closely after surgery for any signs of any change in the position
of the implant, radiolucency along the Implant-to-bone interfaces, evidence of bone fracture, bone resorption and bone growth. The
devices are produced from chrome cobalt alloy. Metal sensitivity reactions to implants produced from this alloy have rarely been
reported; however, it is recommended that patients be screened for metal sensitivity. Osteolysis has been implicated with the use of
orthopaedic implant devices. Early or late infection can also lead to the failure of the joint replacement. Implants can also loosen or
migrate due to trauma or loss of fixation.

IMPLANT COMPATIBILITY CAUTION
OUR MTP COMPONENTS SHALL NOT BE USED IN COMBINATION WITH ANY OTHER MANUFACTURES’ IMPLANT SYSTEMS.

Our Metatarsal components are anatomically biased and therefore can only be fitted to the appropriate foot. e.g., a left metatarsal
can only be fitted to a left foot.

The diametric size of meniscus selected for implant, must be complementary to the size of Phalangeal component used:

o Small Phalangeal component must be combined with a Small Meniscus.
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. Medium Phalangeal component must be combined with a Medium Meniscus.
o Large or Extra-Large Phalangeal component must be combined with a Large Meniscus.
STERILITY

THESE DEVICES ARE SUPPLIED STERILE. DO NOT RE-STERILISE.
THESE ARE ONE-TIME USE ONLY DEVICES AND EXPLANTED DEVICES SHOULD NEVER BE RE-USED.

When these devices are supplied “Sterile”, they will be Gamma Irradiated. The product label will explicitly refer to Gamma
Sterilisation.

NOTE: Class lla sterile K-wires, serrated fixation pins and saw blades supplied to aid the surgical procedure, are for temporary /
transient use only.

GUIDELINES FOR PROCESSING REUSABLE INSTRUMENTS — Class 1r

Prior to Decontamination

o Remove all instruments from their respective poly holders.

o Dismantle any assemblies as required.

o Remove dried or excess surface contaminants.

. Clean and re-assemble items, then replace each instrument in its appropriate poly holder.

o Process all instruments using validated equipment in accordance with CFPP 01-01 Part A—E (HTM 2030 &
HTM 2010).

Washer Disinfector

. Instruments and cases undergo automated cleaning, with manual steps permitted for pre-cleaning or
loading.

o Disinfection stage: 90-95°C for 1 minute.

o Detergent (wash cycle): pH neutral.

Chemical dosing systems:

o Timing of chemical addition is automatically controlled.

o Manual adjustment of chemical volume is allowed.

o Records of chemical volume and dosing time are maintained.
o Process compliant with CFPP 01-01 Part D Clauses 1.48-1.55.

Autoclave / Sterilisation

o Sterilisation at 134-137°C for 3-3.5 minutes using a High-temperature Steam/Vacuum system.
o Instruments left to dry in chamber after the cycle.

Important Note: Kindly return the laminated Instrument Layout Sheet with our Instrument Set.
PACKAGE INTEGRITY & STORAGE CONDITIONS

When product is supplied in the sterile condition, any damage to the packaging will threaten the sterility of the products. Sterile boxes
should be stored at ambient warehouse conditions, within the recommended range: 45—-85 °F (7-29 °C), 30—60% RH.

MRI NOTICE

MRI (Magnetic Resonance Imaging) and CT (Computer Tomography) may cause distortions in large cobalt-chrome implants such as
total hip or knee replacements, due to the mass of these implants. ROTOglide implants with relatively low mass in themselves, have
not been specifically tested to safety and compatibility in the MRI Environment, nor has the risk of heating or migration been
verified.

This product should be considered MR CONDITIONAL.

A recent publication suggests that between 1.5-3.0 Tesla environments, there appear to be no reports of serious injuries to patients.
However, it must be noted that there are numerous generations of MRI systems on the market and therefore, we cannot speak for
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the status of all these machines. Each institution will be responsible for the safety, calibration and safe management of their
machines and patients treated within their institutions.

DISPOSAL

CAT 1: DEVICES REMOVED DUE TO REASONS OTHER THAN THE FAILURE OF THE IMPLANT

In this instance, follow the hospital’s established procedure for the safe disposal of contaminated metallic and plastic waste.

CAT 2: DEVICES REVISED OR REMOVED DUE TO THE FAILURE OF THE IMPLANT

These Implants are to be decontaminated using the hospital’s established decontamination procedure and implants are to be
returned to IIL, at which time QP 68 will come into force.

SYMBOL DEFINITIONS

Consult User Manual
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MANUFACTURER & AUTHORISED REPRESENTATIVE

IMPLANTS INTERNATIONAL LTD
71 Jay AVENUE * THORMABY-ON-TEES
MORTH RIDING OF YORKSHIRE = TS17 9LZ
UNITED KINGDOM

PH: +44 (0) 1642 769080
enguiries@implantsinternational.com
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ARAZY Grour(IRELAND) LTD
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DUBLIN 2 DO2X658 IRELAND
PH: 435321731 9558

ireland@arazygroup.com
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